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DESCRIPTION

The sterile, disposable NeuroBalloon*»” Catheter consists of a 60 cm minimom usable length, single
lumen catheter with a distal inflatable balloon attached to the catheter’s tip (see figure page 2).
It is designed to be inserted through a lumen presenting a French a minimum diameter (i.js mm
minimum). The balloon Inflates with a 1 ml (1 cc) syringe which is included in the package. Upon
inflation following the recommended procedure described In these Insirucllons for use. the balloon
inflates in adumb-bell shape.

The diameter of the inflated balloon waist - secondary to a pre-inflation at 1 ml (i cc) of air - is
between 35 mm minimum with 0.6 m! (0.6 cc)of air and 6 mm maximum with 1 mi {l cc) ofair (when
measured immediately after inflation at the atmosphere pressure), NEVER INFLATE WITH MORE
THANIi ML(iCC) OF AIR.

The special dumb-bell balloon shape facilitates positioning, and maintains the balloon within the
cerebral membrane. As the air Isslowly injected, the sections of the balloon inflate either at the same
time or In sequence (the proximal section inflates shortly before the distal section), positioning the
balloon waist in the center of the prepunctured membrane opening. The membrane operting is
progressively dilated to the outer diameter of the balloor” waist. During the dilatation procedure, the
balloon waist can be visualized through the clear membrane of the inflated proximal balloon section.

M~terU/s h contjct with body tissues or body Huids sirepoiyetherblock »mfde, siliconeehstonm
AndcyanoAcrylate glue.

INDICATION

The NeuroBalloon™ Catheter is intended for dilatation of cerebral membrane fertestraiions under
direct or endoscopic visualization d;iring intracranial procedures.

WARNING

Not for Intravascular use. Do not use In rigid neuro-tissues, such as dilatation of aqueducts stenosis
or thick membranes of arachrtoid cysts, since the balloon is not designed to withstand high pressure.
If the dilatation of the target site 15 not successful with 1 ml of air, the tissue may be too rigid for
this Instrument. Over-inflation should not be attempted as it may damage the balloon; another
technique should be used.

PRECAUTIONS

= Do not expose to organic solvents.

= Have aduplicate of the sterile product available during the piocedure.

< 0o not attempt to pass the balloon catheitn through a lumen smaller than French 4 (135 mf®
mmimum).

If a strong resistance is fell during Introduction, discontinue the procedure ar>d determine the
cause of resistance before proceeding. If the cause of the resistance cannot be determined,
withdraw the deflated balloon catheter under negative pressure,

= Inflate balfoori with air only. Do net inflate with saline or contrast media.

Oo not inflate the balloon In excess of 1 ml (1 cc) of air. Over-Inflation Increases the possibility of
balloon damage.

< Slowly inflate the balloon.

Oo not advance or reiiact the catheter unless the balloon is fully deflated under negative pressure.
These balloon catheters are extremely delicate instruments: Extra care must be taken in their
handling and use. Even though each product is uispected and tested lu assure integrity during

manufacture, a pin hole 0/ leak may .still occasionally develop during use due to the special
construction of the device, g

for Use-Preaarationl. Ifthe balloon still does not maintain Inflation during a procedure, remove
it from the surgical site as indicated in step is of the instructions for use belov/, and replace it
with new balloon catheter.

This product is for single use only.

Caution; This product is fragile. Resterilizalion and/or re-use may affect its performances and
characteristics.

Thisproductissterilized with ethylene oxide. Do not use ifthe package is open or damaged. Use the
deviceprior to the "Use Before ‘ date on the package label.

Caution: Do not re-sierlilze. Integra will not be liable for any or all damages Including, but not

limited to, direct. Indirect, incidental, consequential or punitive damages resulting from or related
to re-sterilization.

COMPLICATIONS

Complications may occur at any time during or after the procedure. Possible compficatiorvs
include, but are not limited to: hemorrhagB. infection, elevated intracranial pressure, bradycardia,
air embolism, neurological disorders, CSf leak, subdural collection, death. Intracranial procedure.s
should not be attempted by physicians unfamiliar with the possible complications.

Risk of incident such as balloon rupture may potentially occur during procedure. This risk is
minimized when following the Instructions for use below.
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INSTRUCTIONS FOR USE
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Carefully remove the balloon catheter from itspraiecilve, transparent plastic sheath before use.
Caution: When pulling the catheter out of the sheath, be careful not to kink the catheter.

The use cf the syringe provided within the package is strongly recommended. Fill the syringe
with! mi (icc) of air and connect it lathe catheter hub.
Warning: Do not use more than i ml < cc) of ain over-inflation may damage the balloon.

inflate U>e balloon by slowly injecting with i ml (t cc} of air. The balloon should inflate into
a dumb-bell shape (see figure page 2), both sections inflating either at the same time or the
proximal section inflating shortly before the distal section, Carefully inspect the catheter with
the balloon inflated. A balloon that leaks or inflates In a grossly asymeiric (eccernric) manner
should not be used.

Completely deflate the balloon by pulling back on the syringe’s plunger In order to collapse the
balloon over the catheter tip. Disconnecuhe syringe from the catheter hub,

CentJy moisten the exterior of the balloon catheter witb sterile, non pyrogenic saline solution
(or similar isotonic solution) to facilitate balloor> introduction into the cannula or other
introducing tool,

Using a technique of choice, msert an introducing tool (e.g.: a neuroer*doscooe era muftilumen
car*nula) close to the membrane to be punctured.

Create the puncture opening in the cerebral Te-Tprire,

Ccnnectthe syif>ge unfilled to the catheter hub. Puh back cn the syringe’ plunger in O'-der to
collapse the balloon over Uie calhete- tip and to remeve any res"duai mflalion cf the balloon,
leave the syrmge connected.

Careful y introduce the deflated balloon catheter through the 4 French (or bigger) lumen of the
Imroduclr5giooi.ja5tproxim.alto the tool’sdfsuhio.lf any resi.stante«feitdurjngadv.\ncemem.
gently remove the catheter, check for possible residual mfial»cn of the balloon or other cause of
obstruction. Never force the catheter down the lumen as this may damage the bahoon.

Once the balloon lip clearly appears under directvisualization or on the endoscopy visuaiizatiort
system screen, disconnect, the syringe and fill it with i ml (i cc) of air. Then, reconnect the
syringe to the catheter hub.

Carefully position the balloon within the opening In the cerebral membrane. A black marker

within the b3Hoon indicates the balloon waist. This black marker should be positioned \ilhin
the membrane opening.

Inflate the baHoorr by slowly injecting o.fi mi (0.6 cc) of air (advance the plunger to the
graduation 0.4 ml (0,4 cc) of the syringe).

The balloon will inflate into a dumb-b-ell shape, the proximal section inflating shortly befo'e
the distal section. Upon ifkflation. the pfoximai and dIsUl bal'oon sections will capture the
membrane, progressKefy dilating the hole to the outer diameter of the balloon waist. The
ddatai on can be vjs-uat-2ed through the transparent wall of the proximal balloon section.
Mairtam v>nat:on for 2 mf.nutes to faediute hemostasis of eventual microhemorrhages.

It shouid be ncAMd that air slowly diffuses through the balloon wall. If required, inject the

=esidua! 0.4 ml (0.4 cc) left in the syringe to compensate for a-r loss. If necessary, maintain the
mflat’on for 2.mere miriutes.

Warning; Do not tr>4 C r.jeci morethan tm (1 ccl of air asovtr-inflatlon may damage the balloon.

. Ce'*ate the balloon by completely pumg oack on the syringe's plunger artd, vi/ithout

disconnecting the syringe, gently remove the catheter from the introduemg tool under negative
oressure

HOW SUPPLIED

Integra NeuroBalioon” Catheter b supplied sterile and non-pyrogenic in a double-wrap packaging.

Disposal

A'Ar pattent use. the system must be handled as biohazardous material and disposed of in

accordance with applicable |~de'al State, local, or international environmental requirements
following facility protocols.

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



Cngilsh
PRODUCT INFORMATION OISCIOSURE

INTEGRA HAS EXERCISED REASONA&IE CARE INTHE CHaCE OF MATERIALS AND MANUFACTURE
OF THIS PROOUa, INTEGRA EXCLUDES ALL WARRANTIES, WHETHER EXPRESSED OR IMPLIED
BY OPERATION OF LAW OR OTHERWISE, INCLUDING BUT NOT LIMITED TO. ANY IMPLIED
WARRANTIES OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE. INTEGRA SHALL
NOT BE UABLE FOR ANY INGOENTAL OR CONSEQUENTIAL LOSS. DAMAGE. OR EXPENSE.
DIRECTLY on INDIREaLY ARISING FROM USE OF THIS PRODUCT. INTEGRA NEITHER ASSUMES
NOR AUTHORIZES ANY PERSWJ TO ASSUME FOR IT ANY OTHER OR ADDITIONAL UAgILITY OR
RESPONSIBILITY INCONNECTION WITH THESEPRODUaS.INTEGRA INTENDS THAT THIS DEVICE

SHOULD BE USED ONLY BY PHYSICIANS WITH EDUCATIONAL AND TRAINING BACKGROUND
ENABLING THE PROPER USE OF THE DEVICE.

Returned Goods Policy

AuUiorlzAUonfrom custom«f service mu.4t be obtained p”iof to retu/ning product.

Sterile products must be reiurr\ed In unopened packages with manufacturer’s seals intact to be
accepted for repUcement or credit ur\l«ss returned due to a coms”aint or product defect,
OeterminiUon of a product defect will be made b>'Integra.

Credit will be Issued for goods returned prior to 90 days from ship date and may be subject to a

restocking charge of up to 20%. This assumes that the product returned Is rtci damaged artd can be
verified to have not been used or opened.

Product Order Information

All pioducts can be ordered through your Integra NeuroSpecialist or customer service representative
or by contacting:

Integra LIfeSdences Corporation
jn Enterprise Drive

Plainsboro. Nj 08536. U SA
Telephone: r-800'63e-a3T3
Outstdethe USi «-r-609-a73“0soo
Fav. 4 =t:809*i7.55.163

Integra NeuroSclences Implants {France) SA.S.
7906 Route des Dolines
0692” Sephi» AntJpolis CEDEX, France
Telephone: «53 (p) 493 95 56 ct0

*33ro»a 93654070

-niegra Li/«Sc‘enceb Services i* rance)
$wn.e<wb” S4t7uo<a 2

97 aUe Aiexincre Beredme

Parc Ted”nologlgue dc la Pene dev Alpes
69S00 Saint Priest, France

Telephone: (0) 4374759 00
FaV!-t-33(0)4 37 4? 59 99

u”ai A*pleshhmitr>« isRuts4
Neufopeo”ct ttd

12748$, Mosemv, Russia,
Korov/~LoM'e srvbsse. H0.bl3 2. fv»» 1.

Td *4%b 8604 B

Dale of revision: March 2016
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SYMeOLS/SYMIiOLeS/SYMeOLE/SIMBQU/SIMiSOLOS/SYMBOIEN

RXONLY

Caution: Pederal (USA) ijw reitricu this device to sale by or onih« order of aphysician or practitioner.
Allenuon: La legislation federale (USA) ifstreint ia verte de ce drsposiUf par un medecin ou un praticler», ou
sufieutordonnanr.e.

Achiung:Ldut US-Bundesitcht liarfdieses P*txiuVvt nur vor» eintm Arzt oder imAufvag eines Antes verfcauk werden.
Atienzione; La legge federal* degll Stall Unitl limitala vendiia di questo prodotto al soli nreJici. direciamenie
0 su prescrizione medica.

Precaucion; La ley federal de Eslados Uitidoi resurnge la venta de cste dispositivo alos medicos y a las
personas autorizacia<i por los misinos.

Voorzichiig: De Amertkaanse fedcrale watgeving beperkt de verkoop van dil hulpmiddel door aen arts of

geneeskuncUgs of op nietlisch recepl.

ReF

Catalog number
RaUerence du catalogue
Kataiognummer
Codice catalogo
Numerode cstilogo
Catalogus numrmer

2

Use by

Utiliser jusgue

Ve.rfallsdalum

UtAiziarc entroia data di scadenza
Usese hasialafecba

Uiteme gebniiks datum

Consuiunstruclions for use

Manufacturer
Fabrlcanl
Hersteller
Fabbncanie
Fabricante
Fabiikant

Do Not Reuse

Nc pasiduiiiiser

Nichl wiederverwenden
Non nutilizzare
Novolver Autilizar

Met hergebruikeri

|Mnnr]

Date of manufacture

Lot number
Nuniero de lot
Loi-Nummer
Numerodi lotto
Numerode lote
Lot nummer

Do Not Resterilize

Ne pas ifstiriliser

Nick eineul sterilisieren
Non risieiilizzare

No reesterilizar
Nicthersterilisere

K

Non*pyrogenic

Consuiterle moded’empioi Date de fabrication Apyrogene
Siehe Cebrauchsarweisung Hersie.".ungsdatu"n Ntcht pyrogen
Corsy-tarel«'s:rui'c™ jer ;'-ic Di:j 2 faocicaz.c-ne Son pircger'rc
“Ya0l-"oper<c;
Aaalipneepae g«bri>-c$'«std'vei'«s Pvr<cageoat,unr> 4>¢
ISTERIttIEd]

Do not use if package Is damaged

Ne pas utiliser si I'emballage est endommag”

Michl verwenden, wersn die Verpackung beschadiQt »st
No utitiur se U confezione e donneggiata
Noutilizar si el embalaje esta dafiado

Niet gebruiken indien de verpakkig is beschadigd

Sterile =Sterilized using Eth/.ene 0*ide

Sterile =Siinlise al'oxyde d'fthytene

Sceni - Mit Ethylenomd sterilislert

Sterile - Steriiizzato con Ossido di Etilene
Estoril 1 Esterllizado uliiizando oxido de etiiero
Stenel - Cesierihseerd met ethyleeno*yde

This product Is not inartufaciured with Dry Natural Rubb«r or Natural Rubber Latex.

Ce produitn’est pasfabrique Avec du caoutchouc rralurei sec ou Latex de caoutchouc naturel.
Qas Produkt wurde weder mit Trockenkaulschuk rroch Naturgummilatex hergesteHi.

Il prodottc non i fabbricato con yomma natural secca o lattice di gemma naturale.

Este productono estAfabricadocon caucho r/aiural seca nican LAtex de Caucho Natural.

DIl product word nietvervaarriigd met droog natuurljk rubber of latex van naluurlijk rubber.

Device it manufactured in compliance with the requirements of the Directive gi/aa/EEC.

Ce disposittf«iii fabriqu® conformimeru aux exigences de la Directive giAjz/CEE.
DasRrodultiirt gemlIG den Anforderungen der Richdinie gj/az/EVAC,

Il dispositivo & stato prodotto ai sens! del regolamenti della DireiUva n\. gj/aa/EEC.

El dispositivo esta fabricado de conformidad con los requerimientoi tlela Directiva 91/42/EEC,
Hulprniddft! vervaartlfgd conform de regels van d« richllijn 93/43/ EEC.

U.S. Patent s./iB,/12
Integra and the Integra logo are registered trademarks of Integra LifeSciences Corporation.
NeuroSatloon is a trademark of kiegra LifeSciences Corporation or its subsidiaries
inthe United States and/or other countries
© 2016 Integra LifeSciences Corporation. Alt Rights Reserved.
hitp:/Aw\v.«ntegi abfe.com
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MeyvaTb/: ANeNnsSUNOHHDBIV cyA JInoHa * FeHepasnbHbIA NPOKYpop

INTEGRA

/MeyaTb/: ANennsiuMoHHbIA cya JInoHa * MeHepa/ibHbIN MPOKYpPOP

Integra

KaTeTep NeuroBalloon

MWHCTPYKLMA NO NPUMEHEHWIO

/WTamn/: /Kpyrnas nevaTs/: /WTamn/:

A, HKenognucaBLUMIACS, CrethaHn CEHET3P-4OPAH CrethaHn CEHET3P-AHOPAH,
Anfipea ToMmmasonm Hotapuyc, uneH O6beanHeHuns HOTapuyc, YneH 00beANHEHNSA UL,
MoaTeepxaato, 4To faHHaa konua  JIMOH (POH) €B06OAHLIX Npodeccuii, HoTapuaibHas
NOEHTUYHA OpUruHany. PpaHuy3ckas Pecny6nvka KoHTOpa: Pro Broxo 51, 69006 JIMOH

Br. CeH-lpun 05.10.2018 r.

Y[0CTOBEPA0 NOAMMHHOCTbL
Mopnwuce: /nognucaHo/

BbILLENPUBEAEHHOI noanucy AHapea
Tommasonu

/nognucaHo/

NHTEMPA JTANDCANEHCUC (DPAHLINSA) CAC
(INTEGRA LIFESCIENCES (FRANCE) SAS)

OTpgen HOpMaTMBHO-NPABOBOr0 PerynpoBaHus
Mmmoiibn Ceksoiisi 2

Annea AnekcaHgpa bopoguHa 97
69791 CEH-MPUNCT Cegekc

. MponsBoanTE b,

«WHTerpa HelipoCaeHcus VimnnanTte (®paHums) C.A.C.
(Integra NeuroSciences Implants (France) S.A.S.)
2905 Pyt pe flonvH (2905 Route des Dolines)

06921 Cotma AHTunonuc Cepekc ®paHums

(06921 Sophia Antipolis CEDEX, France)

CLENAHO BO ®PAHLIMN

BL 915009 Bep. OL
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Pycckwin

HakoHeuHuK

, MpokcumasibHbI oTAen

AucTanbHblii oTaen
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Pycckuit
OMNCAHNE

CTepusbHblii ogHOpas3oBblii kaTeTep NeuroBalloon cocTouMT M3 0OfHOMPOCBETHOTO KaTeTepa MUHUMAasibHOM
rnonesHoli AnnHoit 60 cM ¢ AUCTaNbHOW HafyBHOW Cepoil Ha ero HakoHeuHuke (CM. PUCYHOK Ha cTp. 2). OH
paspaboTaH [/1s1 NMPOXOXAEeHUs Yepe3 oTBepcTe B 4 MUHUMasbHbIX AvameTpa ®peHdya (MUHUMYM 1,35 Mm).
Cchepa HanonHsietcss 1 M/ LINPULEM, KOTOPbIA BKOYEH B KOMMJIEKT MOCTaBkW. [py HAMNofHeHUW, crieays

PEKOMEH/0BaHHOI npoleaype, ONMUCaHHOW B HacTosiWell MHCTPYKUMM MO MPUMEHEHU0, cdiepa npuHUMaeT
raHTeneBUgHyo qoopmy.

[JnameTp camoro TOHKOro MecTa cdiepbl - NpU nNpeaBapuTenibHOM nonafjaHuy Bosfyxa B 1 M - cocTasnseT
MUHUMa/IbHO 3,5 MM npu 0,6 MA Bo3dyxa, M MakcumMym 6 MM nmpu 1 M Bo3gyxa (MpYM  U3MEPEHUM

HenocpeacTBEHHO MOC/e HanosIHeHMA fpyu aTMocdepHoM gasneHuun). HUKOI4AA HE BBOAUTE BOJIEE 1 MN
BO34YXA.

CrneunanbHas raHTeneBugHasi dopma cdpepbl ynpowaeT ee pasMelleHue W MOoAAEpPXUBAET ee BHyTpU
uepebpanbHoii Mem6paHbl. Mo Mepe MeAsIeHHOro MOCTYN/IeHUsl BO3fyxa, OTAeNeHus cdpepbl HarosHAKTCS
O[IHOBPEMEHHO WM Mo ovepean (MPOKCUMAsbHbIA OTAEN HamnoSHAeTCs Hes3afonro A0 AUCTasibHOro),
pacnonarasi, TeM cambIM, CyXeHue cdepbl B LEHTpe npeABapuTesibHO NPOKOMOTOro MeM6pPaHHOIo OTBEpCTUSI.
Mem6paHHOe OTBEpCTMEe MOCTENEHHO pacluMpsieTcsl A0 PasMepoB BHELUHEro guaMeTpa CyXeHus. B npouecce

paclUMpeHusi MOXHO YBUAETb CyXeHue cdepbl 4Yepe3 Mpo3payvyHyrd MemOpaHy HamosIHAeMOro oTceka
NpoKCcMManbHOW cdepsbl.

MaTepuanbl, KOHTaKTUPYOLWME C TKaAHAMU WU XUAKOCTSAMU Tena creayloline: nonmypeTaH,
CU/INKOHOBBII 31acTOMEpP U LMaHoakpunaTHbI Kneii.

HA3SHAYEHUVE

Katetep NeuroBalloon npegHasHaueH A8 pacliMpeHnsi COOBLLALNXCA CTPYKTYP uepebpasibHoii MeM6paHsbi
nof HenocpPeACTBEHHbLIM WU SHAOCKOMMYECKUM HaGMI0AEHNEM MNP BHYTPUUYEPENHbLIX MaHUMYIsSLMUSIX.

MPEAYNPEXAOEHWNE

He ans BHYTPUCOCYAMCTOTO MPUMEHEHMs. He WCNonb30BaTh B XECTKUX HEPBHbIX TKaHAX, Hanpumep, Ans
paclvpeHnss CTeHO3a akBeAyKOB WM TONCTbIX MeM6paH apaxHoufasibHbiX KUCT, TakK Kak cgepa He
npegHasHayeHa A8 BbICOKOTO AaBfieHusi. ECny paclwivpeHve LeneBoro ydactka, npu UCMosib3oBaHun 1 mn
BO3yXa He yAasioCb, 3TO 03HAYaeT, UTO TKaHb C/IMWIKOM XXecTkas [Ms 9TOr0 WHCTpyMeHTa. He nbiTaiTech
thopcupoBaTh paclvpeHne, 3To MOXET NMPUBECTM K NOBPEXAEHUI0 cepbl; crieayeT NPUMeHUTb APYTyI0 TEXHUKY.

MEPbI MPEAOCTOPOXHOCTU

®m He noapepratb BO3AeliCTBUIO OpraHUyYecknx pactBopuTeneii.
Bo Bpems npoueaypbl UMeiTe B HanMuuu Ay61nkaT CTepUIbHOTO NpoaykTa.
He nbiTaiiTeck NponycTuTb kKaTeTep Yepes NPOCBEeT, KOTOPbI/i MeHblle, YeM 4 ®peHya (MUHUMYM 1,35 MMm).
Ecnm npu BBEAEHWU UyBCTBYETCS CWU/IbHOE COMPOTUB/IEHWEe, MpekpaTuTe npoueaypy W onpefenute ero
NPUUKUHY, Tpexae, Yem npoAo/mkaTb. ECAM NpUUMHY COMPOTMB/IEHUS HEBO3MOXHO YCTAHOBWUTb, W3BEKUTE
kaTeTep ¢ NycToii cdhepoil nog oTpuLaTesbHbIM faB/ieHneM.
Cdrepa npefHasHaueHa [A1s HAMOJSIHEHWA BO3AYXOM. He HanmoNHATbL (PM3PacTBOPOM WM KOHTPACTHOIA
XNAKOCTbIO.

e He BBOoAnTe 6onee 1 mMn Bo3ayxa. Upe3MepHoe HarosIHeHUE MOXET MoOBPeanTb cdepy.

» BBOAUTbL BO3AyX Mef/eHHO.

He TsHUTEe U He ToNkaiiTe kaTeTep, noka cdepa He GyfeT MOMHOCTbIO OMyCTOWeHa, a AaBneHue He GyaeT
oTpULATE/bHbIM.

HacTtoawuii kaTeTep co cdepoil ABNSEeTCA OYeHb XPYNKUM MHCTPYMEHTOM; MpU €ro WCMo/sb30BaHuu U
TPaHCMOPTMPOBKE A0/HKHA NMPUMEHSITLCS MOBbILIEHHAs OCTOPOXHOCTb. He CMOTPS1 Ha TO, UTO KadkKaplii MpoayKT
TecTUpyeTcss U NpoBepsieTCs Ha LeNoCTHOCTb MpU MPOW3BOACTBE, B CWIY KOHCTPYKUMM YCTPOCTBA He
UCK/TIOYEHBbI MPOKO/LI UM NpoTeukn. Mepep NpMMeHeHWeM NPoTecTUpyiTe kaTeTep NiaBHbLIM BBeAeHWEM 1
M1 BO34yXa W npoBepbTe LEenocTHOCTb 1 dopmy cgepbl (cM. naparpad Hwxe: «MoarotoBkax»). Ecnm, npw

npoBeAeHUn onepauun, cdepa cayBaeTcsi, M3B/AEKUTE ee, Kak yKkaszaHo B n.15 HWXe 1 3aMeHuUTe HOBbIM
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Pycckuin

HacTosiupii NpoyKT npegHasHauyeH ToMbKO A/l OfHOPA30BOro MPUMEHEHNS.

MpepynpexaeHve: HacTOSALWMIA NPOAYKT sIBNSieTCA XPynkum. [MoBTopHas cTepunusauust wWunm npuMeHeHve
MOIYT NOB/IMSITb HA €ro pa6oTy WM U3MEHUTb XapakTepUCTUKM.

HacTosAwmiAi NpoaykT cTepunusyeTcsl OKCMAOM 3TueHa. He Mcnonb3oBaTh, €Cny yNakoBKa OTKpblITa Wn
noepexgaeHa. Vicnonb3yiiTe yCcTPOWCTBO A0 AaThbl, YKa3aHHOl Ha ynakoBke B rpadpe «rogeH fo».

BHMMaHve: He noaBepraTb MOBTOPHOI cTepunmsaumu. Integra He HECET HUKAKO OTBETCTBEHHOCTU 3a
ntobble NOBPEXAEHUs, BK/oYas, 6e3 orpaHuyeHunii, NpsiMble, KOCBEHHble, crny4aliHble, nocneaytowme
wwm wTpadHble YGbITKA, B pe3y/ibTaTe WM B CBSA3U C NMOBTOPHOI cTepunusaumneii.

OCNOXHEHWNA

OCNOXHEHUS1 MOTYT BO3HUKHYTL B /1l060€e BpeMS B XOAEe WM Mocfie npoueaypbl. BO3MOXHbIE OC/TOXHEHUS
BKMtoUaloT 6e3 orpaHMyYeHnin cregyrowme: KpoBOU3NNUAHWE, WH(ULMPOBAHWE, MOBbILEHWE BHYTPUYEPENHOrO
[JaBneHus,  6pagukapauio,  aspoamMOOoN0,  HEeBPOJSIOTMYECKME  pacCTpoiicTBa, NpoTekaHue  JIMKBOPA,

cy6aypanbHblii c60p, CMepTesibHbI ucxod. K BHyTpuuepenHbiM npouedypaM He AOMycKalTcsl Bpauu, He
C3HAKCMJIEHHbIE C BC3MCXHbIMU CCMICKHEHUSIMMU.

B xcaoe npoueaypbl COXpaHsieTcsl MOoTeHUMasbHblii pUcK paspbiBa cdiepbl, IDTOT PUCK MUHUMAsIEH Mpu
CneaoBaHMK npoueaypam, ornmcaHHbIM HUXe.

VMHCTPYKLUUA no NMPUMEHEHUIO

MNoaroTtoBka

1 Mepep npumMeHeHMeM, OCTOPOXHO U3B/IEKMTE KaTeTep CO CqIepoit 13 ero 3allMTHON Npo3payHoli NIacTUKOBOW
YyNakoBKW.

BHumaHwme: Korga BblHUMaeTe KaTteTep 13 ynakoBku, He I'Ieperyl—Il/IBaﬁTe ero.

2. HactosiTenbHO pekoMeHAyeTCs MCNOo/b30BaTh LUNPUL, NOCTaBMSEMbIA B ynakoBke. HanonHute wnpuy, 1 mn
BO34yXa M nofcoeanHUTE ero K KOHHeKTopy KateTtepa.

MpeaynpexaeHne: He UCMONb3yiTe Go/blie 1 MN BO3AyXa; Ype3MepHOe HanosIHEHWE MOXET NoBpeauTb
cchepy.

3. HanonHsite cdepy, nnaBHbIM ABMXeHMeM BBoAs 1 mn Bo3ayxa. Cdiepa Ao/DKHA MPUHATL raHTeNeBUgHYyo
cdopmy (CM. pPUCYHOK Ha cTp. 2), oba oTaena [O/KHbl HAMo/IHATLCA OAHOBPEMEHHO WM MPOKCUMAasIbHBbIA
oTaen 3anosiIHAeTCA He3ao/ro 4o ANCTasibHOro. BHUMaTEIbHO OCMOTpuUTE KateTep C HanosIHeHHOoW chepOI‘/'I.
Mpy HaNMuMM NPOTEYKN WU NPU CEPLE3HON acuMmeTpun (BHELEHTPOBOI), chepy He MCMNOMb30BaTb.

4. Ytobbl chepa NOMHOCTbIO CBEPHY/ACb Y HAKOHEYHMKA, MOSIHOCTbIO ONyCTOLNUTE €e C NMOMOLLbI Lnpuua,
NoTAHYB 3a ero BTy/sKy. OTcoeguHUTEe LINPUL, OT KOHHEKTopa.

5. UTo6bl ynpoCTMTb BBEAEHME KaTeTepa B KaHW/I WM APYroA WMHCTPYMEHT ANns BBEAEHMS, akKypaTHO
YBTRXHUTE BHELUHIOK YacTb KaTeTepa co chepoii CTepPUIbHbIM, HEMMPOreHHbIM OM3PacTBOPOM (M1 CXOXUM
N30TOHNYECKMM PacTBOPOM).

BBeaeHue, HanosiHeEHVE N U3BeYeHue

6. C nomouwiblo Hambosee noaxoAsAwWed TEXHWKU, BCTABbTE WHCTPYMEHT A/ BBefAeHus (Hanpumep,
HeMpPO3HA0CKON UM MHOTOXW/IbHYIO KaHI0/IK0) psiaoM ¢ MeM6paHoii, koTopyto 6yaeTe npokasnbiBaTb.

7. CpenaitTe oTBepcTMe B MO3roBOl 060/M0UKE.

8 MMoacoeguHUTE HEHaNOJIHEHHbIN LWNPUL, K KOHHEKTOPY KkateTepa. lMOTsHWMTE 3a ero BTY/KY, 4YTOObl CAYTb
chepy Ha HaKOHeYHMKe kaTeTepa W yaanuTb /11060i 0CTaTOYHbI BO3AyX U3 Hee. LUnpuy Ao/mkeH ocTaBaTbCs
NoLCOeAUHEHHBIM.

9. OCTOpOXHO BBEAMTE KaTeTep co chepoit yepe3 oTBepcTue B 4 ®dpeHuya (MM 6oMblUe) B UHCTPYMEHT Ansi
BBEAEHWS, NMPOKCMMa/IbHO K AUCTaNIbHOMY HAaKOHEUHWKY UHCTPYMeHTAa. Ecnv npu npoaBUXEHWM YyBCTBYyeTCs
HEKOTOpoe COMPOTUB/IEHME, MJITABHO U3BMEKUTE KaTeTep, NPOBEPbLTE HA Ha/MUMe OCTaTKOB BO3fyxa B chepe
WM MHBIX MPUYMH 3aKynopku. Hukorga He npoTasikMBaiiTe kateTep uyepe3 OTBEpPCTME C CWMON, Tak Kak 3To
MOXET NoBpeauTb caepy.

10. Mocne Toro, Kak HaKOHEYHUK YeTKO BUAEH MpU NPsIMOM HabMlAEeHUU MM Yepes3 3HAO0CKOMMYECKNe CUCTEMBI,
0TCOEAMHUTE LUNPWL, U HanosiHUTe ero 1 mn Bo3ayxa. BHOBb noAcoeAnHWTE LUMNPUL, K KOHHEKTOPY KaTeTepa.

@ 000 LMPMH [&) INFO@CIRMIRU @ WWW.GOSZDRAVNADZORRU TPb  OTBEpCTUsi B LepebpasibHoii  MembpaHe. YepHoi  OTMETKOV
0603HayeHo CyXeHne B quepe. OTa oTMeTKa AOJ/XKHa OoKa3aTbCA B OTBEPCTUN MeM6paHbI.
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12. MnaBHO HanosHsAlTE cc(3epy, BBoAA 0,6 Mn Bo3dyxa (npogsuraliTe BTyNKy wnpuua Ao otMeTku 0,4 mn).
C(|3epa npumeT raHTenneBuaHy0 opMy, NPOKCUMabHbIA OTAEN 3ano/IHUTCS He3a[o0/ro 4o AucTanbHoro. Mo
Mepe HanoJIHEHWSsl, MPOKCUMaJ/IbHbIA U AUCTaNbHbLIA OTAeNbl cepbl 06XBaTAT MeMO6paHy, NOCTENeHHO
pacwmpssi OTBepCcTME [0 BHELHEro AvaMeTpa ee CcyxeHusl. PaclvpeHve MOXHO HabnwgaTb vepes
Npo3payHyto CTEHKY MPOKCUMasIbHOro otaena cdepsbl.

13. [ns ynydweHusa remocTasa B C/lyyae MMUKPOMOBPEXAEHW, NoAAepXKnBaiiTe AaBneHve B cdhepe ABE MUHYThI.
14. HeobxoguMo OTMETUTb, YTO BO34YyX MEJJIEHHO BbLIXOAWT Yepe3 CcTeHku cdpepbl. [Mpy HeobxoauMOCTH,
BBeAMTe oOcTasBluecsa B wnpuue 0,4 mMA 48 KomneHcauuu noTepb Bo3gyxa. Ecnu  Heobxoaumo,

noafepxuBante gaBneHue 6onee ABYX MUHYT.
MpeaynpexaeHne: He MbiTaiiTecb BBECTM 6onee 1 M/ BO34yxa, Ype3MepHoe HamnosIHeHVe MOXET NOBPeAuTb
cgoepy.

15.0nycTowalite ccepy MOMHbIM BbITATMBAHWEM BTY/MKW LWINpULA W, HE OTCOEAWMHAS €ro, NnaBHO WU3BNEKUTE
KaTeTep M3 UHCTPYMEeHTa BBEAEHUS Npu oTpuuaTesibHOM AaB/eHUN.

®OPMA TNOCTABKU

Katetep NeuroBalloon noctaBnsieTcs B CTEPUILHOM W HEMWPOTEHHON ABOIHONM YNakoBKe.

Cp Ytunmnsayms

ft

lNocne ucnonb3oBaHUA K cucTteMaM AO0/DKHbl  NPUMEHATLCA HOPMbI 610N0rMYeckn onacHoro Matepunana n unx

YyTUNM3aLUUA [O/MKHA NMPOM3BOAUTLCS B COOTBETCTBUM C MECTHLIMU U FOCYAApPCTBEHHLIMY TPe6OBaHUAMMU, creays
MPOTOKO/TY YupexaeHus.

PACKPbLITME MH®OPMALIMA O NMPOAOYKTE

INTEGRA JEVCTBYET PALVIOHA/IBHO MPU NMOABOPE MATEPUA/IOB V1 MPON3BOACTBE HACTOALWMX
MPOAYKTOB. INTEGRA NCK/MIOYAET BCE TAPAHTUN MPAMBbIE TV MOAPA3YMEBAEMBIE, BK/TIOUAA,
BE3 OMTPAHWUYEHWW, NTKOBbLIE MOAPA3YMEBAEMBIE FTAPAHTVN KOMMEPYECKOW MPUTOAHOCTW WA
COOTBETCTBWA OMPEAENEHHOM LEAN. INTEGRA HE HECET OTBETCTBEHHOCTW 3A J/IHOBbIE
CNYYANHBIE WAV NOCNEAYOWWE NOTEPU, U3LEPXKN UMW YWEPB, IMBEO PACXOAbl, HANPAMYIO
Win KOCBEHHO BO3HUKAKOWWME WN3-3A NCMNOJNIb3OBAHUA HACTOALWENO MPOAYKTA. INTEGRA HE
MPUHUMAET HA CEBA W HE YMNOJIHOMOYUMBAET HUKAKOE NMMUO MPUHMMATL HA CEBA MHOBYHO
MPOUYO W  AOOMONMHUTE/NIbBHYKO OTBETCTBEHHOCTb WM OBA3AHHOCTM B CBA3M C
HACTOSALWNM YCTPOWCTBOM. INTEGRA HACTAVBAET HA WCMOJ/Ib30BAHUM HACTOSAWEIO
YCTPOWCTBA TOJIbKO TEMW BPAYAMK, KOTOPBLIE MNPOWAN CMNEUNAIBHOE OBYYEHUE W
noAroTOBKY, MO3BONAWME UM MPABUILHO NCMO/Nb30BATbL YCTPOUCTBO.

MNonntrka BO3BpaTa TOBapoB

Mpexae yem Bo3BpallaTh NPOAYKT, KIMEHT JO/MKEH MONYYUTb aBTOPM3ALMI0 CEPBMCHOIO LIeHTpa.

MpoayKT Ao/MKeH 6biTb BO3BPALLEH A/ 3aMeHbl MM BO3BpaTa CPeAcTB B CTEPW/IbHOM, HEOTKPbITOM BuAe C
HETPOHYTLIMU JI/IOM6aMK MPOU3BOAMTENS, TONILKO €C/M BO3BpaT HEe OCYLLEeCTBASETCS W3-3a MNPEeTeH3nil no
NPOAYKTY Unn aedhekta npoaykra.

OnpegenexHne gedekta NpoAykTa OCyLEecTBAseTCs KoMmnaHueii Integra.

MpoAdyKTbl 6yAyT NPUHATLI K BO3BPATy, €CNM OHW 6bI/I B PAcnopsikeHUn KnueHTa He 6onee 90 aHei oT Aathbl
MOCTaBKM UM C HUX MOXET B3UMaTbCA KOMUCCUS 3a Bo3BpaT B pasmepe 20%. [loapasymeBaeTcsi, 4To

BO3BPALLEHHbIA NPOAYKT HE MOBPEXAEH, HE UCMOJ/Ib30BAasICS W He OTKPbIBA/ICS, UTO MOXET ObiTb MOATBEPXKAEHO
MpV NPOBEpKeE.

NHhopmaums no 3akasy npoaykTa

Bce mpoaykThl MOXHO 3akasaTb uepe3 Ballero cneuuanucta Integra NeuroSpecialist win npegcrasutens
CEpBUCHON CNYX6bl KNMEeHTa, 60 Mo cneaylwmM KOHTakTam:

«WHTerpa NaiidpCaieHcuc KopnopeiH»

(Integra LifeSciences Corporation)

311 SHTepnpai3 Apaiis (311 Enterprise Drive),

MnaiiurAnnn  Hun-Mwanecin N2R2A  CLHA (Plainsboro, NJ 08536, U.S.A!
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3a npegenamn CLIA: +1-609-275-0500
dakc: +1-609-275-5363

«WMHTerpa HenpoCaeHcuns Mmnnante (PpaHumsa) C.A.C»

(Integra NeuroSciences Implants (France) S.A.S.)

2905 PyT e fonuH (2905 Route des Dolines)

06921 Codmnst AHTunonunc Cegekc ®paHums (06921 Sophia Antipolis CEDEX, France),
Ten.: +33 (0) 4 93 95 56 00

daxc: +33(0) 4 93 65 40 30

«WHTerpa NMalipCaieHcuc Cepsucus (dpaHums)»
(Integra LifeSciences Services (France))
Immeuble S6quoia 2

97 allée Alexandre Borodine

Parc Technologique de la Porte des Alpes

69800 Saint Priest, France

TenedpoH: +33 (0) 4 37 47 59 00

dakc: +33 (0) 4 37 47 59 99

YNONHOMOYEHHbI NpeAcTaBuTens B Poccun

000 «HeiponpogxekTs

Poccus, 127486, r. Mockea, KopoBuHckoe wocce, g. 10, ctp. 2, atax 1, nom. 101.
Ten.:+7 495 660 81 73

e-mail: info@neurop.ru

[Jarta pepgaktuposaHusa: mapt 2016 .
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/MeyvaTsb/:

MBO/1bl, NCIMOJIb3YEMbIE HA STUKETKE ANENNALMOHHBINA cy/ JMoHa

I"eHepasibHbIV MPOKYpop

X ONTY

MaHue; dpegepanbHblii 3akoH (CLUA) paspeluaeT Npogaxy HacTOALWEro NPoAyKTa TOMbKO MPaKTUKYIOLLEMY
3uUy UM MO ero 3akasy.

REF lyyij LOT
TaNoXHbIii HOMep MpoussoanTens Homep napTum

4

POK rofHOCTU He vcnonb3oBatb NOBTOPHO — He cTepuiiM3oBaTtbh NOBTOPHO
'BpaTnTech K [Jata npousBogcTa HenuporeHHo

HCTPYKLMW MO

PUMEHEHUIO

€ ncnosib3oBaTtb, €C/IN ynakoBKa noBpexgeHa

"STERKE IEO

,TEePpUNbHO - CTEepunIn3oBaHO 3TUTIEHOKCNOAOM

)TOT NPOAYKT He COAEPXUT naTekca. MNpu ero NPOM3BOACTBE He MCMO/b30Basach Cyxasi HaTypasibHas pes3vHa
I HaTypanbHbIii pe3nHOBLIA NaTekc.

C€

V3genve n3rotoB/IEHO B COOTBETCTBUM C TpeboBaHuamu Aupektusbl 93/42/EEC.

MateHt CLUA Ne5.718.712
Integra, norotun Integra sABNAOTCA TOProsbiMn Mapkamu Integra LifeSciences Corporation.
jroBalloon siBnsieTcs ToBapHbIM 3HaKoM koMnaHum «VHTerpa JlalicbCaineHcuc KopnopewH» nnn ee gouYepHnx
komnaHuii B CLUA n apyrux cTpaHax.
©2016 Integra LifeSciences Corporation. Bce npaBa 3aliuLLEeHbI
http://www.inteqralife.com

MepeBOA C aHI/IMACKOrO S3blKa HA DYCCKWIA A3bIK BbINONIHEH NepeBO 4 'Ww M LlaTHeBbIM
@ 000 LMPMH (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR RU

Nnbeih Anekceesunyem



Poccuiickaa ®epepauunsa. Fopog MockBa.
MepBOro HOA6pPA ABe ThICAYM BOCEMHaALATOro roja.

A, baxTapnse 3nbmupa HOpbeBHa, HOTapuyc r. MOCKBbI, CBUAETE/IbCTBYH MNOAJIMHHOCTb
noanucu nepesogyuka LWaTtHesa Mnbu Anekceesuua.

Moanuck caenaHa B MOEM NPUCYTCTBUMN.
JINYHOCTbL NMognucaBLWero AOKYMEHT ycTaHoB/MeHa.

3apeructpupoBaHo B peecTtpe: N°77/52-H/77-2018- <2

B3bickaHo no Tapudy 100 pyo6.
YnnayeHo 3a oKa3aHue yCcnyr npaBoBOro U TeXHNYECKOro Xapakrepa: --

3.10. baxTaase
Moanuce

MNevaTb

Bcero npolwHypoBaHo, NPOHyMepoBaHo

W CKpensieHo neyarblo.. 2NN . IcT<A?A

HoTtapuyc
Moanuck

MevaTb

Poccuiickas depepauyst. Fopog Mocksa
MepBoOro HOAGPS ABe ThiCSYM BOCEMHAALATOMO roga.

f, baxtaase AnbMupa FOpbeBHa, HOTapuyc I. MOCKBbI, CBUAETE/LCTBYH) BEPHOCTb KOMWM C MPELCTABNEHHOTO MHE
[IOKyMeHTa.

3apeructpuposaHo B peectpe: Ne77/52-H/77-2018-
B3bickaHO no Tapudyy: 2~ 0 /~ .
'ycnyr npaBoBOro M TEXHUYECKOro Xapakrepa: -

3.10. baxTtaase

Bcero npowHypoBaHo, NPoOHYyM
M cKkpenn”™o neyarbio.... Jm
HoTapuyc
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