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LEGALIZATION

The undersigned, Bernard Lamboley, notary public of the Canton of Neuchétel, Switzerland,
with office at La Chaux-de-Fonds, certifies that the signatures set on this APPROVAL are the
true and genuine signatures of Mr. Nicolas Pierre HAINARD, from Val-de-Travers,
Switzerland in Cudrefin, Switzerland, acting as Director Quality Make, Mitek, Spine &
Trauma platform Lead and of Mr, Michel RACINE, from Plateau de Diesse, Switzerland, in
Recherswil, Switzerland, acting as Senior Director, DePuy Synthes SC Collaboration
Management who are competent to act on behalf of Medos International SARL, in Le Locle,
Switzerland.
La Chaux-de-Fonds, this first day of November two thousand twenty-one (November, 1,
2021).
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MHCTpYXUHMA 110 NPHMEHEHHIO

IIpoeoanux ynpasasembii NEUROSCOUT ans nibuparensnoro
NpPoBeACHNS SHROBACKYIAPHLIX YCTPOHCTE ¢ NOBOPOTHHIM
YCTpoHCTBOM H HETPOALIOCEPOM

(ana npumenenus B Poccuiickoit Peaepanun)

ul

«Menoc Unteprewnn CAPJI»
Illemen-bnan 38
Jle Jlokns, CH-2400, Llseliuapun

YnonnomoueHHbiit npeacrasuTens B Poccutickoit epepauuu
000 «xoncoH & JxoHCOH»

Poccus, 121614, r. Mocksa, yn. Kpeutarckan, a. 17, kopn. 2
Ten.: +7 (495) 580 77 77, ®akc: +7 (495) 580 78 78

Instruction for use

Steerable guidewire NEUROSCOUT for selective placement of
endovascular devices with torque device and introducer

(for use in the Russian Federation)

ul

Medos International SARL
Chemin-Blanc 38, CH-2400
Le Locle, Switzerland

AUTHORIZED REPRESENTATIVE OF THE
MANUFACTURER IN RUSSIA:

Johnson & Johnson LLC,

Russia, 121614, Moscow, Krylatskaya str., 17/2
Tel. +7 (495) 580 77 77, Fax: +7 (495) 580 78 78

BAXKHAA HH®OPMAILINA
O3HaKOMBTECH NEPel HCMONL3OBAHHEM

IMPORTANT INFORMATION
Please Read Before Use

HaumenoBanme MH, monenu uan BapuanTss ucnojinenunas MH

Haumetosanue:

[posoanuk ynpasasemsii NEUROSCOUT pns usbupartessuoro
NMPOBEACHHA  DHAOBACKYJAPHHIX  YCTpPOHCTE € TOBOPOTHHIM
YCTPOHCTBOM H MHTPOABIOCEPOM,

BapHAHTH MCIIOTHEHHA:

1. Mporoanuk ynpasnsemuit NEUROSCOUT: Neuroscout Standard,
obmas ymHa 205 oM.

2. Npoeoauwx ynpasngemuiii NEUROSCOUT: Neuroscout Standard
XL, o6utas anmua 300 oM.

MD name, models or variations of MD

Name:

Steerable guidewire NEUROSCOUT for selective placement of
endovascular devices with torque device and introducer,

Variations:

L. Steerable guidewire NEUROSCOUT: Neuroscout Standard,
overall length 205 cm;

2. Steerable guidewire NEUROSCOUT: Neuroscout Standard
XL, overall length 300 cm;
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3. MposogHuk ynpasnsembli NEUROSCOUT: Neuroscout Soft, o6Las

AnvHa 205 cwm.

4. MpoBogHWK ynpasnsembli NEUROSCOUT: Neuroscout Soft XL,

ob6wwas anmHa 300 cm.

HammeHOBaHUS MEeAMUMHCKMX W3AeNWiA MOryT 6biTb YMOMSIHYTbI B
TEKCTe B COKpaLLeHHOl (hopMe Ans yao6CTBa BOCNPUATUS MHKOPMALWN.

MW - MeanunHcKoe mnsgenue.

Ta6n|/|u,a COOTBETCTBUA BapnaHTOB NCMNO/HEHNA KaTa/IOXKHbIM HOMEpPaM

npuBeaeHa B TabimnLe HUXE:

Homep no
HanmeHoBaHMe, BapmaHT WCNONHEHNSA |

MpoBOAHUK ynpasnsembl i NEUROSCOUT;

601314
Neuroscoul Standard, o6u asa agnnHa 205 cm
NEUROSCOUT:

MpoBOAHUK ynpaBnsembl it

601315

Neuroscout Standard XL, o6uwaa gnnua 300 cm

MpoBOAHUK ynpaBnsembl i NEUROSCOUT:
601414

Neuroscout Soft, o6was gnurHa 205 cm

MpoBoAgHMKK ynpasnaembl it NEUROSCOUT:
601415

Neuroscout Soft XL. o6uwas gnnuua 300 cm

Megoc NHTtepHewHn CAP/,
LLlemeH-bnaH 38, Jle Jloknb, CH-2400, LUBeiuapus

MECTO NPON3BOACTBA:
1) Codman & Shurtleff, Inc.

325 Paramount Drive, Raynham, Massachusetts, 02767-0350, USA
(KogmaH aHg LWepTnedd, NHK.

325 MapamayHT [paiis, PeitHxem, Maccauyccetc, 02767-0350, CLLIA)

2) Concert Medical, LLC.
77 Accord Park Drive, Norwell, MA, 02061, USA
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3. Steerable guidewire NEUROSCOUT: Neuroscout Soft,
overall length 205 cm;
4. Steerable guidewire NEUROSCOUT: Neuroscout Soft XL,
overall length 300 cm.

The names of medical devices can be mentioned in the text in a
shortened form for ease of perception of information.

MD - Medical Device.

Please find the table of MD variations and product codes below in
Table:

Nurmber

Steerable guidew ire NEUROSCOUT:
601314

Neuroscoul Standard, overall length 205 cm

Steerable guidew ire NEUROSCOUT;

601315
Neuroscout Standard XL, overall length 300 cm

Steerable guidew ire NEUROSCOUT:

601414
Neuroscout Soft, overall length 205 cm

Steerable guidew ire NEUROSCOUT:

601415
Neuroscout Soft XL, overall length 300 cm

MANUFACTURER:
Medos International SARL,
Chemin-Blanc 38, Le Lode, CH-2400, Switzerland

PLACE OF PRODUCTION:

t) Codman & Shurtleff, Inc.

325 Paramount Drive, Raynham, Massachusetts, 02767-0350, USA
2) Concert Medical, LLC.

77 Accord Park Drive, Norwell, MA, 02061, USA.



(Koncepr Meaukan, 2a2aCn
77 Axxoppa Napxk Hpaits, Hopyann, Maccauycere, 02061, CLLIA).

YnonnomoucHHbIE HPeACTABHTEAL NPOM3BOANTEAS B Poccun

000 «Jbxoncon & xoncoun, 121614, r. Mockea, yn. Kpeinatckas,
A 17, xopn. 2,
Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878

DL-JINJRUMedicalQA@ITS JNJ.com

Authorized represeatative of the manufacturer in Russia

Johnson & Johnson LLC,
121614, Moscow, Krylatskaya str., 17/2.
Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

Onucanne yerpoiicrea

[Mposoannx ynpasnsemsiiit NEUROSCOUT ¢ miapopunbHbIM MOXPHTHEM
COCTOMT M3 CEpACHHUKA W3 HepikaBclomel CTalH ¥ PEHTIEHOKOHTPAacTHOH
CIMpany ¥3 ANaTHHLE / BOALDPaMa Ha AHCTANLHOM KOHUE. JlTHHA W quamMerp
NPOBOJHHKAR H KOH(HMIypallH® AWCTANBHOTO HAKOHCUHMKR YKazaHLl Ha
tuxeTke ussenus. [loBoporHoe ycrpolicTBO M ycTpo#icTBO ANA BBEACHUA
NPOBOAHMXA (MHTPOABIOCEP) BXOAAT B KOMIUICKT NOCTABKH IPOBOJHHMKA
NEUROSCOUT.

Device Description

The hydrophically coated NeuroScout Steerable Guidewire consists
of a stainless steel wire core and a radiopaque platinum/tungsten coil
on the distal tip. Guidewire length, diameter, and distal tip
configuration are indicated on the product label. A steering/torquing
device and a guidewire introducer are packaged with the NeuroScout
Guidewire.

INokazaauE K IPHMEHEHHIO

Yupaensemsie nposoauukd NEUROSCOUT nokasaHB K NPUMEHEHRIO
A H3bMpaTenbHON YCTaHOBKH MHKPOKATETEPOB M APYTHX YCTPOHCTS B
COCyab! HEpBHOH CHCTEMS! U NepHAEPHUECKYIO COCYANUCTYIO CEThb.

Indications

The NeuroScout Steerable Guidewires are intended for selective
placement of microcatheters and other devices in the neuro and
peripheral vasculature.

I poTHRONOKA3AHASA

VYnpaensemeie nposoguuky NEUROSCOUT nporuBOnmokasaHm K
NPUMEHEHHIO NPH XPOHUUECKHX MONHBX OKKMUOIMAX NEPHPEPHUECKHX
COCYHOB.

Contraindications

NeuroScout Steerable Guidewires are contraindicated for use in
chronic total occlusions in the peripheral vasculature.

Ipeaynpesaenns

Warnings
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He wucnonb3oBaTb NPOBOAHWMK MOBTOPHO. YTUAM3MPOBATL €ro nocne
OfHOW npoueaypbl. CTPYKTypHas LENOCTHOCTb UMM (PYHKLMA MOryT
HapyLn1TbLCA NPy NOBTOPHOM WCMOJb30BaHUM UM OYUCTKe. Bee yactu
KpaliHe ~ TpygHO  MOAAAIOTCA  OYMCTKe  MOCNne  KOHTakta ¢
6uonornyeckMmy MatepuanaMmu M nNpu MOBTOPHOM WCMO/b30BaAHWUK
MOTYT BbI3BaTb y NaLyeHTa No60YHbIE peaKLmy.

MpPOBOAHWKN - 3TO [eNMKaTHble WHCTPYMEHTbI, W OHW TpebytoT
aKKypaTHOCTM  MpU  MaHUNynauuax Cc  Humu.  Bo  umsbexaHue
MOBPEXAEHNA 0cobasd OCTOPOXXHOCTb HY)KHa B mpouecce npuaaHus
(hopMbl KOHLY MPOBOAHMKA. [J0 MCMOMb30BaHNSA M MO BO3MOXHOCTU B
X0fe npoueaypbl BHMMATENbHO OCMaTpuBaiTe MPOBOAHWK, UTOObI
y6eanTbCs B TOM, YTO CUpasb He OTAeNeHa, OTCYTCTBYIOT U3rM6bl UK
nepern6sl. He NCnonb3oBaTb MPOBOLHMK, ECIM UMEOTCS NPU3HAKK €ro
nospexaeHus. [oBpexaeHMe MNOMeLLaeT TOYHO OTC/eXuBaTb U
KOHTPONMPOBaTb BpaLleHne npy paboTe NPOBOAHUKA.

- MaHunynaumm ¢ NpoBOAHVMKOM W €ero BpalleHue creayeT Bcerja
BbIMOMHATb TONbKO NOA (h/IF0OPOCKOMMYECKMM KOHTPOMEM.

- Hn B Koem cnyyae He npoaBuratb, He W3B/eKaTb W He BBOAUTb
MPOBOAHUK NPW HAMNYMK COMPOTUB/IEHUS, NOKA HE BbISICHEHA MPUYMHA
COMPOTUBAEHMA NPK NOMOLLM (hIFOOPOCKONUK. BpaleHne NpoBoaHMKaA
Npy HaMYMK CONPOTUBNEHUS MOXET MPUBECTU K €ro MOBPEXAEHNIO
W/vnn NOMOMKE, YTO MOXET MPMBECTU K OTAENEHWUI0 AMCTa/lbHOro
KOHLA.

- B cnyvae 3acTpeBaHMs KOHUA MNPOBOAHMKa B cocyfe (Hanpumep,
Menkoii  6okosoii  BetBu) HE BPALLANTE NMPOBOJHUK.
MpofBUHbTE MPOBOAHWK B AWUCTaSlbHOM HanpaBneHUW, OCTOPOXHO
BTAHUTE ero 06paTHO B MWKPOKAaTeTep W W3BNEKUTE CUCTEMY
MWUKPOKaTETEP-NPOBOAHUK eAMHbIM GIOKOM.

- Ecnn BpaleHne NpoBOAHMKA He YAaeTCs OCYLLECTBUTb UM KOHeL, He
noAAaeTcs ynpasneHuto, y6eanTtech B LLMIOCTHOCTM KOHLA C NOMOLLbHO
tntoopockonun. OTCYTCTBUE BPALLEHWNA MOXXET BEbITb
OBYC/IOB/IEHO MOJIOMKOW CEPALEBUHbLI MPOBOAHUKA.
Mos KOHTPONeM (PNHOOPOOCKONMUN MPOABMHLTE  MUKPOKaTeTep B
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Do not reuse. Discard after one procedure. Structural integrity and/or
function may be impaired through reuse or cleaning. All parts are
extremely difficult to clean after exposure to biological materials and
may cause adverse patient reactions if reused.

Guidewires are delicate instruments and should be handled carefully.
Special care should be taken when shaping the guidewire tip in order
to prevent damage. Prior to use and when possible during the
procedure, inspect the guidewire carefully for coil separation, bends,
or kinks. Do not use a guidewire that shows signs of damage. Damage
will prevent the guidewire from performing with accurate torque
response and control.

» Guidewire manipulatioD/torquing should always be performed
under fluoroscopic guidance.

* Never advance, withdraw or auger the guidewire against
resistance without first determining the cause of resistance under
fluoroscopy. Torquing the guidewire against resistance may
cause damage and/or fracture that may result in separation of the
distal tip.

e Should the guidewire tip become entrapped within the
vasculature (i.e., small side branch), DO NOT TORQUE THE
GUIDEWIRE. Advance the microcatheter distally, gently pull
the guidewire back into the microcatheter, and remove the
microcatheter/guidewire system as a unit.

« Should torque control/tip response be compromised during use,
confirm tip integrity using fluoroscopy. LOSS OF TORQUE
CONTROL MAY BE DUE TO CORE WIRE FRACTURE.
Under fluoroscopic guidance, advance the microcatheter to the
distal end of the guidewire and remove the
microcatheter/guidewire system as a unit.

» The steerable guidewire should not be used during magnetic
resonance procedures.



AVCTIbHOM  HamnpaBfieHW MPOBOAHUKA U W3BMEKUTE  CUCTEMY
MUKPOKATETEP-MPOBOAHNK €AUHbLIM G/IOKOM.

- YnpaBnsemblii NPOBOAHNK HENb3si MPUMEHSTL B X0e NpoLeayp ¢
CNONb30BaHMEM MarHUTHOPE30HAHCHbLIX METO/O0B.

MepbI NPesoCTOPOXHOCTH: Precautions

- He ncnonb3oBaTb OTKPbLITbIE WM NOBPEXAEHHbIE YNAaKOBKM. * Do not use open or damaged packages.

- Mcnonb3oBaTtb A0 UCTEYEHUSA CPOKa rofHOCTMU. * Use prior to the "Use By” date.

- He noppepraiite BO34eCTBNIO OpraHNYEeCKNX pacTBOpUTENENA. * Do not expose to organic solvents.

- [ABUXeHWe NOBOPOTHOMO YCTPOIACTBA UM METaNTMYECKOr 0o * Movement of torque device or metal insertion tool on a guidewire’s
yCTaHOBOYHOI0 MHCTPYMEHTa MO NOKPLITUIO NMPOBOAHUKA MOXKET coating may compromise the integrity of the coating.

HapyLWMnTb LLeNIOCTHOCTb MOKPbITUS.
Mobo4Hble 3 eKTbl Complications
Mpoueaypbl, Tpebylolime YPECKOXHOro BBeEeHWS MNPOBOAHWMKA, He Procedures requiring percutaneous guidewire introduction should not

OOMKHbI  BbINOMAHATL  BpayWM, He 3HaKOMble C BO3MOXHbIMM be attempted by physicians unfamiliar with the possible
OCNOXHeHUAMU. OCNOXXHEHUS MOTYT BO3HWKHYTbL B Nt060i MOMeHT B complications. Complications may occur at any time during or after

X0f€e nnn nocne npoueaypsbl. the procedure.

B0O3MOXHble OC/IOXKHEHWNSA BKHOYAKOT: Possible complications include:

- H(eKuns; « infection

- KPOBOTEYEHME; » hemorrhage

- 3M00NbI; * emboli

- Ba3ocnasm; * vasospasm

- nepdopaums CTEHKM COCYLa; « perforation of the vessel wail

- MLIemMuns 1 ConyTCTBYIOLLNE HEBPONOTrMYeckue HapyLleHna, MHCYnbT U« ischemia and related neurological dysfunction, stroke, and death
CMepTb; « dissection of the vessel wall

- paccnoeHune CTEHKM cocypa.
Cnocob noctaBku How Supplied

Ynpasnsemble  nposogHukn  NEUROSCOUT  npegHasHadeHbl The NeuroScout Steerable Guidewires are intended for SINGLE USE
TOJIbKO ans OAHOKPATHOIO NCMONB30BAHIWA; ONLY; DONOT RESTERILIZE. Use aseptic technique in all phases
MOBTOPHO HE CTEPWU/IM3OBATb. Mcnonb3oBaTb acentuyeckyto of handling. Cerenovus will not be responsible for any product that is
METOAMKY Ha BCexX 3Tamax Mcrnonb3oBaHus. poussoamTens He 6yaet resterilized, nor accept for credit or exchange any product that has
HeCTW OTBETCTBEHHOCTb 3a /060e u3fenve, Kotopoe 6bino  been opened but not used.
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CTEPU/IM30BAHO MOBTOPHO, a TakKXe He OygeT MpUHUMMATb WK

obmeHvBaTb /11060e W3Aenne, KOTOPOEe Obl0  OTKPLITO, HO He
1CMO/b30BaNOCh.
KOMNOHeHTbI  ycTpoiicTBa OblM  WUCMbITaHbl U ABAAKOTCA

anMporeHHbIMU, 3a UCK/IOYEHWEM MOBOPOTHONO YCTPOWCTBA, KOTOPOe
He VCMbITbIBA/IOCh.

YKasaHua No Ucrnonb3oBaHuIo

1 Wcnonb3yiiTe ynpasnsemMble MPOBOAHUKM COOTBETCTBYHOLLENO
pasmepa C BbIGpaHHbLIM MUKPOKaTeTEPOM /H06Oro Mpou3BOAUTENS
(coBMeCTMMbINi pasmep NPOBOAHMKA CM. Ha MUKPOKATeTEpE).

2. MeAneHHO  OTKpONTe  CTepUNbHYK  yMakoBky.  YTo6bI
aKTUBMPOBATbL rMAPOPUILHOE NOKPbITUE nNpoBogHka NEUROSCOUT
M 06nerynTb ero u3BneYeHUe U3 pacnpefennTeNibHON  TPyoKw,
Heob6X0AMMO TLLATENIbHO NMPOMbITL PacrpefenuTeNbHY TPYOKY nyTem
BBEAEHNA  (PM3MOMOIMYECKOro pacTBopa B HakOHeYHWK Jloapa
pacnpefenuTenbHOM TPyGKM A0 Tex nop, MoKa (r3M0N0rnyecKuii
pacTBOp He OyfeT BbITeKaTb C APYroro KoHua. Ytobbl npefoTepatutb
MOBPEeXJeHVe AWCTaNbHOrO KOHLUA MPOBOAHWKA W HEe [ONyCTUTb
nafileHnss NPOBOAHMKA HAa HECTepW/bHbIA  Y4YaCTOK OCTOPOXHO
U3BNEKMTe MPOBOAHMK U3 pacnpefenuTenbHON Tpyoku. He fonyckatb
BbICbIXaHMA NPOAyKTa W He BCTaBNATb M3jenve 06paTHO B
pacrnpegenuTensHyo Tpy6Ky nocre ee yBnaXxHeHus.

3. BcTaBbTe AUCTanbHbIA KOHEL, NPOBOAHMKA B Xab MUKpoKaTeTepa
(U yepe3  BpawlalOWMIACA FemMOCTaTUYECKWn  KnianaH  Nto60ro
NMpoOu3BOAMTENSA, MNPUKPEN/eHHbIi K Xaby MMKpokaTeTepa) W
NpoABWrainTe MpOBOLHWK, TMOKa KOHeL, He BbliifeT M3  KOHUA
MUKpOKaTeTepa. [nd o6neryeHns BBeLEHWA MNPOBOLHMKA B Xab
MUKpOKaTeTepa MOXeT OblTb MCMO/Mb30BaHO YCTPOMCTBO AN BBEAEHUS
MPOBOLHUKA.

BHUMAHWE. AKKypaTHO BCTaBfaiTe W npofsuraire
MPOBOAHWK, YTO6bI He MOBPEANTb AUCTaNIbHbIN KOHeL,.
MpumedvaHune. YTobGbI 06/€rYMTb HaBUrauMl BHYTPU U BbI6OP
apTepuil, NPOBOAHUKY MOXET ObITb MpeABapuTe/ibHO npuiaHa (opma.
Mpy XenaHun akKypaTHO CPOPMUPYITE AWUCTaIbHbIA TMOKWUIA KOHeL,
NPOBOJHVKA B COOTBETCTBMM CO CTaHAApPTHOW NPaKTWKOW. [nsa 3Toi
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The device components have been tested and were determined to be
nonpyrogenic, except for the torquing device, which is not tested.

Recommended Procedure

1 Use appropriately sized steerable guidewires with the selected
microcatheter of any manufacturer (refer to the microcatheter for
compatible guidewire size).

2. Open the sterile packge slowly. To activate the hydrophilic coating
of the NeuroScout Guidewire, and to aid in its removal from the
dispensing tube, it is essential to thoroughly flush the dispensing tube
by infusing saline into the Luer end ofthe dispensing tube until saline
is flushed through at the other end. To prevent damage to the distal
tip of the guidewire and to prevent the guidewire from springing onto
anonsterile field, carefully remove the guidewire from the dispensing
tube. Do not allow product to dry and do not reinsert product into
dispensing tube after it is hydrated.

3. Insert the distal tip of the guidewire into the microcatheter hub (or
through the rotating hemostasis valve of any manufacturer that is
attached to the microcatheter hub) and advance the guidewire until
the tip exits the microcatheter tip. The guidewire introducer may be
used to aid introduction of the guidewire into the microcatheter hub.
CAUTION: Gently introduce and advance the guidewire to
prevent damaging the distal tip.

Note: To aid in the navigation within and selection of arteries, the
guidewire may be pre-shaped. If desired, gently shape the
guidewire’s distal, flexible tip according to standard practices. The
guidewire introducer (packaged with the device) may be used for this
purpose.

4. To aid in rotating or steering the guidewire, secure a torquing
device to the proximal end of the guidewire.

CAUTION: To prevent vessel injury or tip entrapment, use
fluoroscopy when advancing/ torquing the guidewire.



LeM MOXHO WCMO/b30BaTh YCTPOWCTBO 4719 BBEAEHWS MPOBOAHUKA
(BXOAUT B KOMM/EKT NOCTaBKM YCTPOMNCTBA).

4. UTobbl 06neruynTb BpalleHue WAKM ynpas/ieHne MPOBOAHUKOM,
3aKpenuTe Bpaljatollee YCTPOWCTBO Ha MPOKCUMaIbHOM — KOHLE
MPOBOLHMKA.

BHVMAHWE. Bo n3bexkaHve NOBpeXaeHuUs cocyda Wnn 3alemneHms
HaKOHEYHVKa ncnosnb3ynte (h/1O0POCKOMNUIO npu
MPOABWKEHUW/BPALLEHNN MPOBOAHMNKA.

5. [na No3vUMOHMPOBAHWS MPOBOAHMKA UCMO/b3YINTE NPUHATYIO

aHruorpagpuyeckyto METOAMKY. 3aTeM NpoLOo/KanTe npoueaypy.
BHVUMAHWE: Ecnn BO Bpems MaHWMynALUW BCTPeYyaeTcsa CUbHOe
COMNpPOTWBNEHWE, MpPeKpaTuTe npoueaypy W OnpefenvTe MpUYnHY
COMPOTUBNEHUSA, NpeXAe 4Yem MNPOJAO/KUTL paboTy. Ecnm npuymHa
COMPOTUB/IEHNA HEe MOXET ObITb OMpPefesieHa, U3BNEKNUTE BCIO CUCTEMY.
Ecnv  HakOHEYHWMK 3acTpsan B COCYAMCTOM  CeTW, NPOABWHbTE
MWUKPOKaTeTEP KakK MOXHO Aa/iblle, OCTOPOXXHO BTAHWTE MPOBOLHUK
06paTHO B MWKPOKaTeTep U W3B/IEKNTE MUKPOKATETEP/MPOBOLHUNK
eanHbIM 6710KoM - HKOTOA HE BPALLANTE MPOBOAHMUK MNP
3ACTPEBAHN HAKOHEYHUKA.

6. Mo JOCTMXKEHUN XKenaeMblX Pe3ynbTaToB NpoLesypbl Mef/ieHHO
N3BMEKMTE NPOBOAHUK N MUKpPOKAaTeTEP.

MpumeyaHune. Korga NpoBOAHUK HAaXOAMTCA BO BHYTPEHHEM MpPOCBeTe
MUKpOKaTeTepa, W3MepeHve [aB/ieHUss W BMNPbICK KOHTPACTHOro
mMaTepuana u4epe3 BHYTPEHHWIA MPOCBET MOXeT OblTb HapyLLEeHO.
PekomeHZyeMyl0 npoueaypy B 3TUX 06CTOATENbCTBAX CM. B
MHCTPYKLUMN K MUKpoKateTepy. [leped uCMoNb30BaHWEM W3feNus
nonb3oBaTe/lb BCerfja [O/MKEH O03HAaKOMWUTbCA C WHCTPYKUMER no
MPUMEHEHWIO 1N XUPYPrUYECKOW TEXHUKOIA.

FTAPAHTUA

Mpon3BoanTeNb rapaHTUPYET, YTO JaHHOE MeAMLMHCKOE M3Aenue He
MMEET Kak ietheKTOB MaTepuasioB, Tak 1 NPOM3BOCTBEHHbIX Je(EKTOB.
Jlobble apyrve siBHble WKW NoApasyMeBaeMble rapaHTWK, BK/KOYast
rapaHTMM  KOMMEPYECKOW MPUrOAHOCTY WM MPUFOAHOCTW  ANs
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5. Use accepted angiographic technique for guidewire positioning.
Then continue the procedure.

CAUTION: If strong resistance is met during manipulation,
discontinue the procedure and determine cause of resistance
before proceeding. If the cause of resistance cannot be
determined, withdraw the entire system. If the tip becomesfixed
within the vasculature, advance the microcatheter as distally as
possible, gently pull the guidewire hack into the microcatheter and
withdraw the microcatheter/guidewire system as a unit - NEVER
TORQUE THE GUIDEWIRE IF THE TIP BECOMES FIXED.
6. When desired procedure results are achieved, withdraw the
guidewire and microcatheter slowly.

Note: When the guidewire is in the microcatheter’s inner lumen,
pressure measurement and contrast material injection through the
inner lumen may be impaired. Consult the microcatheter’s
instructions for the recommended procedure in these circumstances.

WARRANTY

Manufacturer warrants that this medical device is free from defects

in both materials and workmanship. Any other express or implied

warranties, including warranties of merchantability or fitness, are

hereby disclaimed. Suitability for use of this medical device for any
8



ONPEeNeHHOro NPYMEHeHUS H3CTOALLMM OTKNOHstoTCs.  Particular surgical procedure should be determined by the user in
MpUroAHOCTb AAHHOMO MEAMLWHCKOTO M3Renns Ans ucmonbiosanus —conformance with the manufacturer’s instructions for use. There are
[ KaKOM-NMBO KOHKPETHOW XWpypriueckoli npouemypbl domkHa NO warranties that extend beyond the description on the face hereof.
ObITb OMpejesieHa MonbL30BaTeieM B COOTBETCTBUW C WHCTPYKLMAMU
MpomsBoAUTeNs MO MPUMEHEHNIO. HUKaKuX rapaHTWii, KOTOpble )
BbIXOASAT 33 PAMKM OMUCAHHBIX BbILLE, HE JAETCH. The warranty period of storage of NEUROSCOUT Steerable
Guidewires is 2 years, if the storage conditions were met.
[apaHTUMHBLIA ~ CPOK  XpaHeHUs  YMpasiseMblX  MPOBOAHWKOB

NEUROSCOUT cocTtaBnser 2 roga npu YcnoBuu Cco6M04eHNs

YCNOBUIA XpaHeHWS.

3HauyeHUA CMMBOJIOB, YKa3aHHbIX Ha ynakoBke / Interpretation of symbols used on the package

REF

LOT

@
&
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Homep no katanory (apTukyn nsgenus)
Kog naptun

Vicnonb3osatb 4o0...

MpounssoguTens (A3roToBuTeSb)

Jara n3rotoeneHms

Mcnonb3oBaTh TO/LKO 1pas

CvMBON yKasblBaeT YTO MeANUMHCKOE n3aenne
npejHasHayeHo 4N eAUHUYHOIO MCNO/b30BaHNA,
Wnn 4Ns 1UCMnonb30BaHWA Ha OL4HOM MauneHTe B
TeyeHue OfHOI npoueaypbl.

He cTepunnv3osatb NOBTOPHO

Reference number
Lot code

Use before.

Legal manufacturer

Manufacturing date

Single-use

Indicates a medical device that is intended for one
use or for use on a single patient during a single
procedure.

Do not re-sterilize



STERLEE

WLLLLRRITH T
rX a ,

1NAXIPALLE
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He ncnonb3oBaTh Npu NOBPeXAeHUN YNaKOBKM

O6paTUTECh K MHCTPYKLMM MO NPUMEHEHUIO

OcTopoHo! O6paTUTECH K MHCTPYKLWK MO
MPUMEHEHNIO

CTepunu3auums OKCUAOM 3TUMEHA

LLTpmx-Kog

EBponeiickoe COOTBETCTBYE.

3TOT CMMBO/ 0603HAYAET, YTO U3Jenne NONHOCTbIO
COOTBETCTBYET TPe6OBaHNAM AUPEKTUBDI
EBsponelickoro CoseTa 93/42/EEC

LLTpnx-Koza

ANUpOreHHo, BHNMaHue!

PEeHTreHOKOHTPaCTHbII

Tonbko npegnuncaHHble N3OeENNA

Do not use if the packaging is damaged

Refer to the instructions for use

Caution! Refer to the instructions for use

Ethylene oxide sterilization

Data Matrix

European Conformity
This symbol means that the device fully complies
with European Concil Directive 93/42/EEC

Bar code

Attention! Apyrogenic

Radiopaque

Only prescribed products



MeoeBon gononHUTeNbHOM nHdopmauun / Translation of additional information

Steerable Guidewire with Hydrophilic Coating
Guidewire Dia.
J)14"

Usable Length
205cm

Sample

205 cm
Oobpasel,

Tip Flexibility

Standard Standard

YnpaBnsiemMblii NPOBOAHUK C TMAPO(GUILHBLIM MOKPLITUEM

JdunameTp npoBoHMKa
0,014 parorima (0,36 Mm)

MonesHada aAnvHa

MMBKOCTb HAKOHEYHMKA

Konunuectso (quantity): 1wTyka

jqfyli

Contents: 1guidewire, 1torquing device and 1
introducer

JononHutenbHble CBefeHUA 419 NPUMeEHeHMA Ha TeppuTtopumn PP

Ha3HaueHue

MpoBoaHuK ynpaensiembln NEUROSCOUT npegHasHayeH —Ans
n36MpaTesibHOW YCTaHOBKM MUKPOKATETEPOB WU ApPYrnX YCTPOWCTB B
cocyfibl LeHTpanbHOM HEPBHOM CUCTEMBI U Neputepryeckmne cocypl.

MoTeHUKManbHble NoTpebuTenn M

MpPoOBOAHMKM MpeAHasHauYeHbl AN NPUMEHEHUS B  MeAULIMHCKNX
YUPEXAEHNSX MeAULUMHCKUMU PabOTHMKaMK, 3HAKOMbIMK C 06LLMMM
npobnemamy COCyAMUCTON XMPYpPrum, KOTOpble CMOCOGHbI OBNaAeTh
cneuutUUYecKUMmn A1 JaHHOTO W3AeNns XUPYPruyeckuMn MeToAamMu.
PabOTHMKN  cdiepbl  34PAaBOOXPAHEHUSt  [JO/MKHbI  UMETb  MOSIHOE
npeAcTaBneHWe O MpPeAnonaraeMoM WCMOMb30BaHUM MPOAYKLWN 1
MPUMEHSEMbBIX XUPYPrUYECKUX TEXHUKAX, a TaKXKe A0/MKHbl OblTh
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CoctaB: 1npoBoAHMK, 1NOBOPOTHOE YCTPOCTBO 1 1
YCTPOWCTBO ANs BBEAEHMSI NPOBOAHMNKA (MHTPOAbIOCED)

Additional information for use in the territory of the Russian
Federation

Intended Use

The NeuroScout Steerable Guidewire is intended for selective
placement of microcatheters and other devices in the neuro and
peripheral vasculature.

Potential users of MD

The Guidewires are intended for use in medical institutions by
medical professionals who are familiar with the general problems of
vascular surgery, who are able to master surgical methods specific to
this product.

Healthcare professionals should have a complete understanding of
the intended use of products and the surgical techniques used, and
should also be qualified by passing appropriate training.



KBa/IM(LMPOBaHbI
06y4eHus.
MeLNUMHCKNIA pabOTHUK: ONepupyOLWNA XMPYPr, KOTOPbLIA 3HAaKOM C
o6WwmmMn npobremaMn COCYyAMCTOW XUPYPrum WM KOTOPbIA CcnocobeH
OB/1afleTb CMELUMUYECKUMN ANS AAHHOTO W3AENns XUPYPruyecKumm
meTo4amu.

nyTem NPOXoXaeHnA COOTBETCTBYHIOLLIETO

dopma nocTasku

NEUROSCOUT nocTaBNseTcs

MpoBogHWK ynpaBnsemblii
CTEPUNbHBIM.

MeTo[ cTepunmsaummn: cTepunnsaLmna sTUIeHOKCULOM.

YnakoBka coAepXuT 1 npoBOAHWMK, 1 MOBOPOTHOE YCTPOWCTBO, 1
WHTpOAbIOCEP, 1 MHCTPYKLUMIO MO NPUMEHEHMIO.

Bonee nogpobHas WHGopMauus No CTepuausauMn npeactaBieHa B
pasgene «WHgopmauna 0 CTepuibHOM COCTOSHUM  MeLWLUHCKOro

N3aenuns».
WNHpopmayns o CTEPUNLHOM COCTOSHUN MeNLMHCKOIO M3Aenus

MposogHk NEUROSCOUT nocTtaenseTcs CTepUbHbIM.
MeTog cTepunmsaymm; ctepunnsaums aTMIeHOKCUIoM.

3anpelyaeTcd  WCMONb30BaHWE W3AeNUA B ClydYae  HapyLlueHus
CTEPU/ILHOCTY YNaKOBKW.

MMepeyeHb MaTepuanoB >KUBOTHOTO W (UAKX) YeSI0BEYECKOro
MPOMCXOXAEHUA

[aHHbI pa3gen He npumeHseTcs K npoBogHnkam NEUROSCOUT, Tak
KaK 13LeNins He CoAep>KaT MaTepuasioB XXMBOTHOIO NMPOUCXOXAEHWS.
[aHHbIi pa3gen He MPUMEHSETCA K WU3L4ENNI0, TaK Kak M3Lenns He
BK/IHOYAOT B Ce6s MpenapaTtbl KPOBU WM MPOU3BOAHbIE YeN0BEYECKO
KPOBM W He W3roTaB/MBAlOTCA C UCMOMb30BaHWEM MaTepuanos
4e/I0BEYECKOr0 MPOUCXOXAEHNS.
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Medical professional: an operating surgeon who is familiar with the
general problems of vascular surgery and who is able to master the
surgical methods specific to this product.

How supplied

Neuroscout Steerable Guidewire is supplied sterile.

The method of sterilization: Ethylene Oxide Sterilization.

The packaging contents | Guidewire, 1Torque Device, 1 Introducer
11FU.

The detailed sterilization information is presented in the Section
Information about the sterility of a medical device.

Information about the sterility of a medical device

NEUROSCOUT Guidewires is supplied sterile.

Sterilization method; ethylene oxide sterilization.

It is forbidden to use the product in case if the sterility of the package
is lost.

List of materials of animal and (or) human origin

This section is not applicable to NEUROSCOUT Guidewires as the
devices do not contain tissue of animal origin.

This section is not applicable to the product as the devices do not
incorporate blood products or human blood derivatives and are not
manufactured utilizing tissues of human origin.



MHdopmaums 0  NleKapCTBEHHbLIX  MnpenapaTax W
(hapMaLeBTUYECKUX cybCcTaHLMAX B cocTase MU

(nnn)

[aHHbll  pa3fen He TMPUMEHUM K MNPOBOAHWUKY  YMNpaBnsieMomy
NEUROSCOUT, TaK Kak wu3fgenvMe He COAEPXUT JIEKAPCTBEHHbIX
npenapatoB U (hapmaL,eBTUUYECKMNX CyOCTaHLIA.

Tpe60oBaHMA K TEXHUYECKOMY 0BCNY>XXUBAHUIO N PEMOHTY MU

Ynpasnsemble nposogHkn NEUROSCOUT sasnsfoTca MeAULUHCKAMUA
N30eNNAMN OLHOKPATHOTO NPUMEHEHUS N He MOLNeXaT TEXHUUYECKOMY
06CNY>XMBaHUIO U PEMOHTY.

3asiBneHne otHocuTenbHo MPT

Ynpasnsemblii npoBogHNK NEUROSCOUT Henb3si NPUMEHSTb B X0/e
npoueayp ¢ UCrnonb3oBaHNEM MarHUTHOPE30HAHCHbLIX METOLO0B.

CPpOK roflHOCTH, CPOK CNYXObI

CpoK TOAHOCTV MEeAMLIMHCKOrO W3fenus coCTaBiseT 2 roga nocne
CTepUAM3aLun.

OKOHYaHMe CpOKa TFOfHOCTM YKa3aHO Ha ITUKETKE MeAWLIMHCKOrO
n3genus.

B0O3MOXHOCTb M METOAbI MHTErpaLun ¢ ApYrumMu MeguuUUHCKUMM
n3nennaMu

Mcnonb3yiiTe NPOBOAHUKM COOTBETCTBYHOLLErO pas3mepa C BblGpaHHbIM
MWKpPOKaTeTepoM Nt060ro nponssoamTens (06patutecb K MHCTPYKLMK

MUKpoOKaTeTepa  ANs  MOMyYeHWs  MH(popMauMM 0  pasmepax
COBMECTUMbIX MPOBOJHMKOB).
Mpou3BoaUTENb  HE  NPOBOAWA  MPOBEPKY  COBMECTUMOCTU  C

YCTPOWCTBaMM, MOCTaBASEMbIMUA APYTUMM MPOU3BOAUTENAMU, W He
MPUHUMAET Ha Ce6sl HUKaKOI OTBETCTBEHHOCTU B MOAOGHbIX CyyYasiX.
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Information about medicines and

substances included in MD

(or)

pharmaceutical

This section is not applicable to the NEUROSCOUT Steerable
Guidewire since the product does not contain medicines and

phannaceutical substances.
Requirements for technical support and repair OF MD

NEUROSCOUT Steerable Guidewire are single use medical devices
and are not subject to technical maintainance or repare.

MRI statement

NEUROSCOUT steerable guidewire cannot be used during
procedures using magnetic resonance methods

Shelf life, service life

The shelf life of the medical device is 2 years after sterilization.
The expiration date is indicated on the label of the medical device.

The possibility and ways of integrating with other medical
devices

Use appropriately sized steerable guidewires with the selected
microcatheter of any manufacturers (refer to the microcatheter 1FU
for compatible guidewire size).

Manufacturer has not tested compatibility with devices provided by
other manufacturers and assumes no liability in such instances.



Ycnosua npuMmeHeHus/akcnnyatauuu MU

Ycnosua okpyxarowe]9 cpegsl

BnaxHocTb 60-70%
Temnepatypa o1 +22°C po +30°C
LaBneHune 700-1060 rMa
Ycnosusa npuMeHeHus B YeNOBEYECKOM OpraHu3me
Temnepatypa oT +32 go +42°C
(TemnepaTypa BHYTpU Tena
nauueHTa)
YCcnoBus TPAHCNOPTUPOBKU U XPaHEHUS
YcnoBua xpaHeHus
MapameTp JdwnanasoH
Temnepatypa He 6onee 55°C

He 6onee 80%

700-1060 rlMa

OTHOCUTENbLHAA BIAXHOCTb

ATMOC(hepHOe AaBneHne

TpaHCNOPTMPOBKA: MPOBOAHUKMA HE AO/KHbI KOHTAKTMPOBATb C
3arps3sHeHHbIMMW YCTPOCTBAMU /MK 060PYLOBAHMEM.

Ycnosusi TpaHCMOPTUPOBKU

MapameTp JvanasoH

Temnepatypa He 6onee 55°C

OTHOCUTENbHAS BNAXHOCTb He 6onee 80%

ATMOChepHOe faBneHve 700-1060 rlMa

TexHnyeckue xapakrepuctnkun M
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Use/operation conditions of MD

Environmental cone itions

Humidity from 60% to 70%
Temperature from +22°C to +30X
Pressure 700-1060 hPa
Operation conditions

Temperature +32°C to +42°C

(inside patient’s body temperature)

Conditions of transportation and storage

Parameter Range
Temperature not more than 55°C
not more than 80%

700-1060 hPa

Relatiye humidity

Barometric pressure

Distribution: guidewires should not come in contact with soiled
devices and/or equipment.

Transportation conditions

Parameter Range
Temperature not more than 55°C
not more than 80%

700-1060 hPa

Relative humidity
Barometric pressure

Technical characteristics of MD

1



MpoeogHuk ynpasnsembln NEUROSCOUT: Neuroscout Standard, o6wasa gnvHa 205 cm (aptukyn nsgenns: 601314)/ Steerable
guidewire NEUROSCOUT: Neuroscouf Standard, overall length 205 cm (product code 601314)

HomuHanbH
bl
Hapy>KHbIiA
AvameTp
npoBoAHWNKa/
Nominal
Guidewire
Outside
Diameter

0 0,36
Mw/mm
(0.014
aronmva/
inches)

ObLLp

/MHa
MPOBOAHVKa/

Guidewire
Overall
Length

2050 +4 mw/
mm

[vHa ydactka  MakcuMabHbIN
TMOPOMUNLHOTO  HapyXKHbII AviameTp
MOKPbITUS OT cepaeyHMKa

Kpast MPOBOAHMKA HA
ANCTa/IbHOTO yuacTke
HaKOHEYHMKa rMapodUILHOMO
npoBoAHWNKa/ MOKPbITUS
Hydrophylic (NpoKCVManbHBbIA)/

Maximum Core Wire
Outside Diameter at

Coating Length
from Distal Tip

edge of Hydrophylic Coating

Guidewire area

1700 £40 mw/ 0 0,366 mm/ mm

mm (0.0144 proviva/
inches)

MakcUMasbHbIi

HapY>XHbIVA
[viameTtp
ANCTaNbHOrO
HaKOHEYHMKa
NpoBOAHVKa/
Maximum
Guidewire
Distal Tip
Outside
Diameter

0 0,343 mm/
mm (0.0135

Aroinmal inches)

OnvHa Macca, Kr/
avctanbHoro — Weight, kg
HaKOHEYHVKa
MPOBOAHVKa/

Guidewire

Distal Tip

Length

975- 14
cw/em (3.84
-4.10
aroinma/
inches)

>0,00166+10%

MpoBoaHuk ynpasnseMmblin NEUROSCOUT: Neuroscout Standard XL, obuasa gnnHa 300 cm (apTukyn usgenus: 601315)/ Steerable
guidewire NEUROSCOUT: Neuroscout Standard XL, overall length 300 cm (product code 601315)

HomMuHasbH
bl
Hapy>kHbI
AvameTp
NpoBoaHMKa/
Nominal
Guidewire
Outside
Diameter

O6LLp
/MHa
NPOBOAHMKa/
Guidewire
Overall
Length
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[OnvHa yvactka  MakcManbHbIi
MMAPOIBHOTO  HapyXHbIA ayameTp
MOKPLITUSA OT cepaeyHuKa

Kpast MPOBOAHMKA Ha
JVCTaIbHOr0 yyacTke
HaKOHEeYHWKa TLPOPUILHOTO
NpoBOAHWKa/ MOKPbITUA
Hydrophylic (NpokcuManbHbI)/

Maximum Core Wire
Outside Diameter at
Hydrophylic Coating
area

Coating Length
from Distal Tip
edge of
Guidewire

MaKcMasbHb I

Hapy>KHb IV
AvaveTp
AVCTa/IbHOro
HaKOHEYHMKaA
npoBoAHWNKa/
Maximum
Guidewire
Distal Tip
Outside
Diameter

[HaiiHa Macca, Kr/
avctanbHoro  Weight, kg
HaKOHEYHMKa
MPOBOAHMKA/

Guidewire

Distal Tip

Length



0 0,36 mw/ 3000 +4 mwm/

mm (0.014 mm
Aronmva/
inches)

1700 +40 mw/
mm

0 0,366 MM/ mm
(0.0144 proiima/
inches)

0 0,343 mm/ 97.5-104 >0,00166+i0%
mm (0.0135 cv/ cm (3.84
aroinmval inches)  -4.10

aroviva/

inches)

MposoaHuk ynpasnaemblin NEUROSCOUT: Neuroscout Soft, o6ujast gnvnHa 205 cM (aptukyn nsgenvs: 601414)/ Steerable guidewire
NEUROSCOUT: Neuroscout Soft, overall length 205 cm (product code 601414)

HomuHaneH — O6LLps

bI /IMHa
Hapy>XHbII NPOBOAHVKS/
AvaveTp Guidewire
nposogHuKa/  Overall
Nominal Length
Guidewire

Outside

Diameter

0 0,36 mwm/ 2050 +4 mw/

mm (0.014 mm
Aroima/
inches)

JnnHa yyactka
raponiLHOrO
NOKPbITWA OT
Kpas
JVCTa/IbHOr0
HaKOHEYHMKa
NPOBOAHNKa/
Hydrophylic
Coating Length
from Distal Tip
edge of
Guidewire
1700 +40 mw/
mm

MakcuManbHbli
HapY>KHbIi fyiameTp
cepaeyHyKa
MPOBOAHVMKA Ha
yyacTke
rnmaponibHOro
MOKPbITUSA
(NpokcumManbHbIA)/
Maximum Core Wire
Outside Diameter at
Hydrophylic Coating
area

0 0,366 MM/ mMm
(0.0144 proima/
inches)

MakcmanbHbii — [ivHa Macca, Kr/
Hapy>KHbLL avctanbHoro  Weight, kg
[vavetp HaKOHeYHVIKa
AVCTa/IbHOTO NpoBOAHNKa/

HaKOHEeYHVKa Guidewire
NpPOBOAHVIKa/ Distal Tip
Maximum Length
Guidewire

Distal Tip

Outside

Diameter

0 0,343 mw/ 975- 14 >0,00166+10%
mm (0.0135 cv/ cm (3.84
Atoiima/ inches)  -4.10

aroimva/

inches)

MposogHuk ynpasnsembli NEUROSCOUT: Neuroscout Soft XL, obuwas gnvHa 300 cm (apTukyn usgenus; 601415)/ Steerable
guidewire NEUROSCOUT: Neuroscout Soft XL, overall length 300 cm (product code 601415)
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Homuuans | Obias Himna yuactka | Makcumansuwiii Makcumansuntli | fnuua Macca, kr/
bl AnuHa rUApPOGUALHOrO | HapyXHWE AHaMeTp | HapyHoU aucransroro | Weight, kg
HapyxHb NPOBOAHKKA/ [ NOKPKITHA OT CeplicuHHKa DUAMETP HaKOHEMHHKA
BUAMETP Guidewire Kpas NPOBOMHUKA Ha RUCTATBHOTO nipopoaHNKa/
npoeoaHuky’ | Overall AUCTANBLHOIO yHacTKe HAKOHETHHKA Guidewire
Nominal Length HaKOHEYHUKA MUAPOGHUALHOrD npOBORHHKE/ Distal Tip
Guidewire NPOBOAHHKA/ MOKPEITHS Maximum Length
Outside Hydrophylic {npokcumanbunift)y | Guidewire
Diameter Coating Length | Maximum Core Wire | Distal Tip

from Distal Tip | Outside Diameter at | Outside

edge of Hydrophylic Coating | Diameter

Guidewire area
@036 mw/ | 30004 mw/ | 1700 240 mn/ @ 0,366 MM/ mm @ 0,343 s/ 97,5-104 >0,00166+10%
mm (0.014 {mm mm (0.0144 proiima/ mm (0,0135 cM/ cm (3.84
aoitma/ inches) woiima/ inches) | —4.10
inches) mofima/

inches)

JAna scex nposoauuxor/ for all Guidewires:
- Tun Hakoneunnka: npsmoi Tip shape: Straight

- PEHTreHOKOHTpacTHAA ANHHA HaKoHEeYHHUKa: oT 97,5 1o 104 cm (3.84 — 4.10 motima)/ Radiopaque Tip Length: 97.5 - 104 cm (3.84 — 4.10

inches)

- [IpounoCTS Ha paspeib KieeuX cocxunennh: < 2,67 H (0,6 dynr-cuna)/ Tensile Strength for glue joints: < 2.64 N (0.6 1bf)
- IIpo4HOCTS Ha pasphiB OPOBOAHHKA TIPH KpY4eHHH: 5 nonukix Bpamennii Ges paspuisa/ Guidewire Torque Strength: 5 rotations (turns)

without fracture

Ionoporuoe ycrpoiicTeo/ Torque Device

Iloxkazarens/ Parameter 3uavenne/ Value (£ 10%)
OGuwas anuna, mm/ Overall Length, mm 38

O6was Macca, r/ Overall Weight, g 1,9

Koanavyok/ Cap

JUmua, mm/ Length, mm 13

Brewnuii aramMeTp uupokoii yacty, M/ Qutside Diameter of the wide part, mm | 10

BHewnuit anameTp y3koii wactu, MM/ Qutside Diameter of the narrow part, mm | 6

Huamerp oteepctix, MM/ Hole diameter, mm

1
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Kopnyc/ Body

O6uwasa gnnHa, mm/ Overall Length, mm

BHewHwuiA gnameTp, Mm/Outside Diameter, mm

BHyTpeHHWiA gnameTp, MM/ Inside Diameter, mm

BHewHWiA guameTp ytonweHuna, mvm/ Thickening Outside Diameter, mm
[nnHa pe3b6bl, MM/ Thread Length, mm

[nuHa KoHuvka fo pe3bbbl, MM/ Tip Length up to Thread, mm
3axumHas BTynka/ Collet

[nnHa, mv/ Length, mm

BHewwHWiA gnameTp Tpyoku, Mm/ Tube Diameter

BHewwHWiA gnameTp yTonweHns, MM/ Thickening Outside Diameter, mm

MHuTpogbtocep/ Introducer
Mokaszatens/ Parameter
O6was gnunHa, mm/ Overall Length, mm
O6was macca, r/ Overall Weight, g

BHewHwii guameTp kaHonu, mm/ Canulla Outside Diameter, mm
BHyTpeHHMIA gnameTp KaHtonm, Mmm/ Canulla Inside Diameter, mm

_ o pr~o

U'Iwm

3HayeHne/ Value (x 10% ecnu He
yka3aHo nHoe/ if not indicated otherwise)
132

0,59

010,902 go 0,914

OT1 0,58 go 0,62

BHeLwwHW1 gnameTp 3awmuTHOn o6onoukn, MM/ Guard Outside Diameter, mm 4,57 +0,25
BHYTpeHHWIA frnaMeTp 3awmuTHON 060104k, MM/Guard Inside Diameter, mm 3,56 +0,25

[nvHa kaHon, mm/ Canulla Length, mm
[nvHa sawmtHoro kopnyca, mm/ Guard Length, mm
YcTtaHoBka MU

He npumeHnmo
Ycnosusa TpaHCNOPTUPOBKN N XpPaHEHUA

HanmeHoBaHune Jdwnana3oH
Temnepatypa ot -40 po +50°C
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i0l,6+ 1,27
115,06 +5,08
MD installation

Not applicable.
Conditions of transportation and storage
Transportation conditions:

Designation Range
Temperature from -40 to £50°C



OTHOCUTENbHAA BNAYKHOCTb He 6onee 80%

ATMOC(epHOe faBfeHune 700-1060 rMa

Ycnosus XpaHeHus:

JnanasoH
He 6onee 55°C

HanmeHoBaHue
Temnepatypa

He 6onee 80%

700-1060 rMa

OTHOCUTENbHAA BIAXHOCTb

ATMOC(epHOe aBneHne

TOpsSAOK 1 YCNOBUS YTUAMZALMN UN YHUUTOXeHUS MU

N3penve He oKa3blBaeT BPeAHOI0 BO3AENCTBISA Ha OKPYXKaIOLLYIO cpeay
npu  COGMOAEHUM  YCNOBWIA  3KcrnyaTauuu,  TPaHCMOPTUMPOBKY,
XPaHeHUs 1 yTUnunsaumu.

Vcnonb3oBaHHbIE U3LeNns, a TaKXKe YNakoBKa, MOAMeXaT yTUansaumm
B COOTBETCTBMW C HOPMamu, MpPeAyCMOTPEHHbIMU ANA YTUIn3aumum
MOTEHLMAIBHO 3arpA3HALWMX MeLULNHCKMX OTXOZ0B.

B Poccuitckoii Pefepaummn ynpaBnsieMble MPOBOAHWKM MOA/eXaT
yTUAM3aLUMM N0  WCTEYEHUWM CpoKa CnyXObl B COOTBETCTBMM C
TpeboBaHUAMY CanllvH 2.1.3684-21 CaHuTapHo-
3NMAEMMNONOTNYECKNE TPeboBaHWA K COLEPXaHWK  TeppuTopuil
FOPOACKUX WU CeNbCKUX MOCENEHWNIA, K BOAHbIM OObeKTaM, MUTLEBOW
BOZE M NMUTLEBOMY BOLOCHAOXEHWNIO, aTMOC(epHOMY BO3AYXY, Mo4Bam,
XWMbIM MOMeLLEHUAM, aKcnayaraumm MPOV3BOACTBEHHBIX,
06LLECTBEHHBIX MOMELLEHWNIA, OpraHu3aLum 1 NPOBEAEHNIO CaHUTapHO-
MPOTUBO3NUAEMUYECKMX (NPODUIAKTAYECKNX) MEPOMPUATUIA.

[na  1Ccnonb30BaHHOIO M3[eNA  KNacc OMnacHOCTU  MeULMHCKUX
OTXOLO0B WCXOAA W3 XapakTepuUCTUKM MOPMOIOrMYecKoro cocrasa:
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Relative humidity Not more than 80%

Atmospheric pressure 700-1060 hPa

Storage conditions:
Designation

Temperature

Range
not more than 55°C

not more than 80%

700-1060 hPa

Relative humidity

Atmospheric pressure

MD disposal rules and conditions

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

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

In the Russian Federation, steerable guidewires are to be disposed of
at the end of their service life in accordance with the requirements of
SanPiN 2.1.3684-21 Sanitary and epidemiological requirements for
the maintenance ofthe territories of urban and village settlements, for
water objects, drinking water and drinking water supply, atmospheric
air, soils, residential premises, operation of industrial and public
premises, organization and conduct of sanitary and anti-epidemic
(preventive) measures.The hazard class of medical waste for used
device is based on the characteristics of the morphological
composition: class B (epidemiologically hazardous waste). Medical
waste class of unused product - A.



Knacc b (annaemmonornyecki onacHble 0Txofbl). Knacc MeANLMHCKNX  |n the case of expiration date or damage to the packaging, the
OTXO/I0B HeNcnosb30BaHHOroO n3genus - A. products are also subject to disposal. Uncontaminated packaging is
B cnyuae ucTeueHMs CpoKa rOAHOCTM WM MOBPEeXAEHWs YMAakoBKN  recycled as household waste.

M3OeNns TakxKe MOANEXaT yTUAM3auun. HesarpssHeHHas ynakoBKa

YTUNN3NPYETCA Kak ObITOBbIE OTXOAbI.

OCHOBHble CTaHAAPTbl, KOTOPbIM COOTBETCTBYHOT U3feNNS Main standards medical deyice comoly with
W3penusa cooTseTcTBYOT TpebosaHuam EN ISO 13485 Wspenvs  Devices comply with 1SO 13485 Medical Devices: Quality
MEANLINHCKIE. Cuctembl MeHe[KMeHTa KadecTBa. TpeGoBaHMs ANA  Management Systems Requirements for regulatory purposes, EN 1SO
uenen perynuposanua, EN ISO 14971 Wspenua  MeanuMHCKWe. 14971 Medical Devices: Application of Risk Management to Medical
lprMeHeHne MeHeMKMeHTa pucka K MeauuMHckum usgenmam n EN - Devices, 1ISO 10993-1 Biological evaluation of medical devices —
ISO  10993-1 Wsgenns meguumHckue. OLeHKa OMONOTMYECKOTO  Part 1: Evaluation and testing within a risk management process -
JencTena meanumHCcKux uspenuii. Yacte 1 OueHka u uccnefoBaHusl.  Edition 5.

MoNHbIA CAMCOK MPUMEHWMbIX CTaHAAPTOB AOCTYMeEH MO 3anpocy. A full list of applicable standards is available upon request.
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M epoc WHTepHew HN Capn mll emeH-BnaH 38, nouyToBbl M AW Mk, CH-2400 Ne Noknb mTen.:
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CornacoBaHo

«Mepoc NHTepHewHn CAPJT»

OpraHusayus

LLlemeH-BnaH 38, Nle JToknb, CH-2400, LLBeliuapus
Agpec

[OunpekTop oTgena obecneyeHus KadyectBa.  PyKoBoguTesb
HanpaBneHuin Mitek, Spine & Trauma
[o/mKHOCTL

Hukons AliHap
damunud, nma

06.10.2021
Oata: 44.MM.OTC

<I'IO,£I,I'II/IC&VIO>
Moanuceb

Crapwuii AnpeKTop Mo opraHun3aLnmy COBMeCTHON paboTsbl

cucTembl CHabxeHns «[elbio CUHTE3»
[ 0/mKHOCTb

Mwuwens PacuH
damunua, nma

19.10.2021
fata: 44.MM.ITM’

<nognucaHo>
Mognuch

Ctp. 1mns 21
S+ 41 32 934 8000



JETAJTH3IAIINSA

Huxenommucasmmiicas Bepuap JlamGone, Hotapnmyc kanTona Hesmartens (Illeefiuapus), umeromui
HOTapHa/IbHYIO KoHTOpY B T. Jla Lllo-ae-MoH, yaocToBepaeT, 9TO NOANUCH, IOCTABICHHLIE Ha HACTORILEM
nokymente «COIJIACOBAHO», ABNAIOTCA BEPHBIMYM ¥ TIOIRHHEIME noanmcaMn r-ua Huxoas Ibepa
AWHAPA, ponuemerocs B r. Banb-ne-Tpasep (lllpeituapus), npoxusaiomero B r. Kyapedeu
(lipefinapus), BeicTynaioomero B KadecTBe JIMpeKkTopa OTAena oOecneqyeHHs KavucCTBA, PYKOBOAHTENN
Hanpasneuui Mitek, Spine & Trauma, u r-ua Mamens PACHHA, poausineroca B r. [Tnaro-ae-Jluce
(LLisefinapus), npoxwusatomero B r. Pexepceuns (Illseftuapus), neficteyromero B kauectse Crapuiero
IUPEKTOpA MO OpraHu3auMH CoBMeCTHOH paboTh cHcTeMmbl cHaOxerus «llellsio CuHresy, xkoropsie
NPasOMOYHBI AelcTBOBATL OT HMEHU koMnanun «Menoc Uureprewrnn CAPJI», Jle Jlokas, Lilselinapus.-vesnenmeesenes

r. Jla [llo-ne-®ox, neproro HoAGPA ABe THICAYH ABAALATE NepBoro roaa (1 Hoabpa 2021 ropa).-——--+----
Homep B HoTapRanbHoM peectpe 71 Ne 105

Aw

<Kpyrnas repboeas nedars: BEPHAP JIAMBOJIE,
HOTAPHUYC * r, Jla Illo-ge-don >
<NOANHCAHO>
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rsepesoguk®d M 10 N M

Poccuitckaa ®epepayus
Nopos MockBa
[dBeHaguatoro Hos6psa ABe ThicAYM ABajLaTh MNEPBOro roga

A, Mowuceesa Jlunua BnagumupoBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYHO
MOL/IMHHOCTL MOANUCYK NepeBoAYMKa AnnosH Jasuaa Meopruesmya.

Moanuck caenaHa B MOEM MPUCYTCTBUN.

JInyHOCTb NoANKMCAaBLLErO JOKYMEHT YCTaHOB/IEHA.

3apernctpupoBaHo, B peectpe: Ne 50/995-HIM7-2021-
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