JononHeHue K JOKyMEHTY
doTtorpapuieckne H306parkeHH MEIHIIMHCKOIO H3ACITHsA
JlecTpyKTOp-acmEpaTop yaLTpassykosoii xupypravecknii CUSA® Clarity ¢
NPHHANIEAHOCTAMH

npomspoacTea: MaTarpa JlaitdpCaencus (Upnanpus) Jiumutag,
IDA Business & Technology Park, Sragh, Tullamore, Co. Offaly, Hpnannus

MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH MELMLIMHCKUX U3AENM
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Rx ONLY
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Manufacturer
L Irtegta LifcSdences (Ireland) Limited
IDA Buaness &Technolcgy Park
W AW Sragh
Tullamore
County Offaly
Ireland

USA & Canada; (800) 9917-4868
Outside USA: (So?) 936-5400

www.integralife.com

Assembled in; USA

Stephanie SENETERRE-DURAND

Notaire Associe a LYON 6eme (Rhone)

Additional information fo

Local representative in Russia

Neuroprpjecf Ltd

127486, Moscow, Russia,
Korovinskoye shosse, 10, bid. 2,
floor 1. room 101

Tei. +7 495 6603173
e-maii: info@neurop.ru

Irjtegra.the Integra iogo and CUSAare registered trademarks of Integra LifeSciences Corporation or its subsidiaries in tire United

States and/or other countries. ® 2016 Integra UfeSciences Corporation. All Rights Reserved.

92905305 Revision D n /2016
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CUSA* Clarity

51 ,rue Bugeaud

X~ertifie veritable la signature de

apposee d-dessus

INTEGRA

Contamination Guard Instructions for Use

REF croos

ffeS ] (F1™nce) SAS
9 Affairs Department
immeuble Sequoia 2
~MAMAndre Borodine
69791 SAINT PRIEST Cedex

Sign Date
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FN-English

Introduction

The CUSA™* Clarity contaminaUon guard is the filter and tubing
chatconnects between the canister and the CUSA® Clarity
Uilrasonic Surgical Aspirator System console. This assembly
filters any rem3inlr>g paaiculace matter or moisture, preventing
them from entering the vacuum pump.

NOTE:

Perthe CUSA* Garity Uftrasonic Surgical Aspirator System
Operator's M am ai replace the contamination guard every
sixmonths. Of sooner if necessary, when used with the CUSA
Clarity system-

Inspect the product for signs of damage before use. Refer to
the assembly instructions overleaf. Write the installation date

dearly on the Contaminabon Guard label-

intended Use

The CUSA Clarity contamination guard is intended for use
with the CUSA Clarity Ultrasonic Surgical Aspirator System.
Refer to the CUSA® C/arity Ultrasonic Surgical Aspirator System
Operator's Manual for indications, contraindications, and

Vr/arnings.

Intended Users

The ircended users of this Instructions for Use (IFU) and the
equipment It describes are qualified medical professionals
who are trained inthe particular surgical technique and
surgical procedure to be performed, and trained in the use

ofthis equipment.
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WARNING

No modification of this equipment Is allowed.

WARNING
Ifthe aspiration tubing and contamination guard are not
connected to the correct canister ports, the :Astem may not

work.

Disposal of the Contamination Guard
The CUSA Clarity contamination guani must be disposed of
after six months ofuse in accordance with regional regulation

hospital protocols.

MR Safety Information
Refer to the CUSA* Oarity Ultrasonic Suigtcaf
Aspirator System Operator*s Manual for full MR Safety
inft)rmation.

Symbols Used on Labeling

Ce

Rs ONLY

mil

Produa complies with the
requirements of directive ?3/42/EFC

CAUTION: Federal (USA) law
restricts this device to sale by or on
the orderofapffdan

This produa isnot made with
natural rubber latex

Manufacturer

Date of MarKjfacture

Follow Instrurtions for Use

Operating Temperature:
mno®Cro-"®C

Transport arxl Storage Temperature:
-20®@Cto +60"“C

REF

LOT

EN~ English

Catalog Number

lot Number

Keep Dry

Operatirrg Humidity:
30% to 85%

Transport and Storage Humidity:
15% to 85%

MR unsafe
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RU- Pycckuii

CumBoONbI, ncnonb3yemMble Ha 3TUKeTKe

CE

8 KONLY

MponyKuusa cootBercteyet REE
¢he6oeans?niupektvebl SS/IMEC.

BH/MAHVE! bHOE
3axoN@ATENsENO orparvHIvVBaeT
IPOZE>KY ;AHHOT O YCTPOVCTBA Bpady MIn no LOT
0 HasHaEeHVK™.

mj
ero pefaveeriaLm (|

3ro usgenve He NPoOV3BOAUTCA C
MCMONb30BaHVEM CyXOro

HarypM/IbHOTO rcayqyxa Ui 1 * o«
NPYPOAHOTO flaTeKca

Mpoussoaurens

[lata nsroroesieHvst

O6patUTbCA K
HHCTPYKOWUU MO
axoTnyaraumm

Pa6ouas Tebtoeparypa:
07+10"Cpo+35"C

TermMneparypa npuv TpaHcnopTUpoBKe
N XpaHeHNu:

or-20Tgo -~ X
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KaranoyHbIli Homep

Homep naptuu

XpaHWUTb B CYXOM mecTe

Pabouas BnasotocCTbl
0oT30%A085%
Bna>kHoCTb TpaHcnopTMpoBKe
NXpaHeHnm:

0rl5% pno85%

HecosAnectumo ¢ MPT

R 1J-Pycckuii
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nponssoautesb

Integra UfeScierKCS (Ireland) Limited
IDA Business &Tecbrio1o9y Park

YnonHomoueHHbIli npeacTasuTens 8 Poccun

00O 'Heliposipagxeky' PoceHs,
J27416. 1. Kbeksa,
Kopuwruxciom wocce, 4. 10,

H i Cpa
cTp. 2,5TrX !,nom. 201,
rarwamop,
rptchoBo Opanu,
Upnaugns Ten: +7 (495) 660-8173

CWA »n Ka(npa: (800)997-48"
3anpegenamu CLWA: (609) 936-54-00

B-W&[: (NFo”>wxx<dh/1}

wwwjntegralife.com

C6opka: CLLA

Integra, am6nema Integra n CUSA siBNAOTCA 3aperncTpupoBaHHbIMM TOProBbIMUM 3HakaMu kopnopauuu Integra UfeSclexes
Corporation unu ee fjoYepHNUX KCaMTaHuii Ha Tepputopumn CLUA n/unm gpyrmux ctpaH. O Integra LifeSciences Corporation, 2016 1.

Bec npaBa 3awuiyeHbl.
92905305 Pen, 0 1172016



MepeBoj ¢ aHINIACKOTO U (hpaHLLy3CKOro S13bIKOB Ha PyCCKMiA f3bIK

/WTamn/:

Matp CtetpaHu CEHETIP-AKOPAH

HOTapuyc, YneH 06beMHeHUA NnL, cBO6OAHbIX npodeccuin B r. JInoH 60 okpyr (PoHa)
51, pto Broxo

yA40CTOBepPAeT NOAMHHOCTL NOAMUCH

AHApea Tommaconu,

MOCTaB/IEHHO BbILLE.

/nognucaHo//MevyaTsb/:
Matp CtetpaHn CEHETOP-AKOPAH,
HOTapuyc, YneH 06beauHeHUs nuy, cBoboaHbIX npogeccuii, TIMOH (PoHa)
®paHuy3ckaa pecnybnivka
BHNMAHWE! ®epepansbHoe 3akoHogaTenbcTo (CLLUA) orpaHnumBaet
NpoAaxy AaHHOr0 YCTPOICTBa Bpayy WM No ero pekoMeHgaumy (HasHaueHuo)

JononHuTtenbHasa nHhopmauusa oas Poccum /NoroTun:/ UHTErPA
MpoayKumna cooTBETCTBYET TPe6oBaHNAM
OupekTtuebl 93/42/EEC
YNONHOMOYEHHbIN NpefcTaBuTeNb B Poccuu 3a|_|_|,|/|THb|V| (bl/ll‘lep CUSA® C|arity
Mpoussoputens VIHCTPYKLMM NO MUCMONb30BaHNIO
«WHTerpa SainthCaiteHenc (VipnaHams) OO0 «HeliponpomkeKT» Poccus,
JNinmunten» 127486, r. Mocksa, KoposuHckoe Lwocce, 4.10

A-On-3i brusHec aHg TekHonomku Mapk, CTp.2, atax 1, nom. 101
Cpar, Tannamop, rpagctso Ogdanu,

VpnaHana
CLUA v KaHaga: (800) 997-4868 Ten.: +7 (495) 660-8173 KatanoxHblii Homep: C7005
3a npegenamun CLUA: (609) 936-5400 3n. nouta: info@neurop.ru
www.integralife.com

Y TBepPXAEHO: Mognucs [ata
Cobopka: CLUA AHgpea Tommaconu

/nognucaHo/ 26 asrycTa 2019r.

WHTerpa, ambnema Integra (MHTerpa) u CUSA sBNAKOTCA 3aperucTpyupoBaHHbIMU TOBapPHbIMY 3HaKaMm CrapLunit AMpeKTop.
Kopnopauun NHterpa /laiihCarieHcnc KopnopeiwH nav ee o4epHUX KomnaHuii Ha Tepputopun CLUA KOoCBeHHbIE pPbLLKK
n/nnn gpyrux ctpaH. © NHTerpa NavigCalieHcuc KopnopeiilwH, 2016r. Bce npaBa 3alMLieHbl.
92905305 Pepn.O 11/2016 ILLTamn!:

«MHTEMPA NAN®CAVMEHCUC (PPAHLNA) C.A.C.»
OTgen npaBoBOro o6ecneyeHus

3paHne CekBoiia 2

97, Anne AnekcaHgp bopoauH

69791 CEH-MPWECT Cepgekc
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