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Medtronic

TpaHCHa3a/ibHble 60pbl

NHCTPYKLUMNS NO NPUMEHEHUIO
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Cnepytolive TOBapHble 3HaKM WM 3aperucTpupoBaHHble TOBapHble 3HaKM NpuHagnexaTt Medtronic,
Inc. B8 CLUA un gpyrux ctpaHax: IPC u Legend EHS. Bce Aapyrue ToBapHble 3HaKW, 3HaKu
06CNY)XMBaHWSA,  3aperMcTpMpoBaHHble  TOBapHble  3HaKM WM 3aPErmcTPUPOBAHHbLIE  3HAKM
06CNy>XMBaHWA ABNSKOTCA COBCTBEHHOCTLIO COOTBETCTBYOLMNX BnagenbLes B CLLUA v gpyrux ctpaHax.
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OnwncaHne nsgenua

TpaHCcHa3abHbIA 60p pa3paboTaH A8 06ecnevyeHnss MakCUMMabHON BUAMMOCTM paboyero mecta. OH
MUTaeTCcsd OT BCTPOEHHOM KoHconu nuTaHua (IPCA7). [ONONHWUTENbHYK WHMOPMAaLMUO CM. B
PyKOBOACTBE MO 3KcnayaTauum IPC™.,

lMoka3aHua
W3nenne sBnseTcs BCNOMOraTe/lbHON NPUHAaANeXXHOCTbI0 cuctembl IPC lNMoka3aHus K NpUMEHEHUI0
CM. B pyKOBOZCTBE K cucteme 1PC ™,

MpoTmMBONOKa3aHus
OTCyTCTBYIOT.

MpepynpexaeHus:

* He ucnonb3ayiite n3genne, ecin ynakoBKa OTKpbITa UIN NOBPEXAeHa.

e He npwunaraiiTe Ype3MepHbIX YCWAWIA, YTOGbI NOAAETb WMAM MOATONKHYTb KOCTHYH TKaHb C
MOMOLLbIO HaCafKW WM MHCTPYMEHTA BO BPEMSA AUCCEKLMMW. ITO MOXET MPUBECTU K MOIOMKE
WHCTPYMEHTA ¥ TPaBMMUPOBaHMIO MauueHTa Uan nepcoHana onepaLnoHHO.

» T[epeg ncnonb3oBaHWeM NpoBepbTe 60p Ha GMeHNe (SKCLEHTPUCUTET) Ha XKeNaemoil CKOPOCTU.
Ecnu nepep wncnonb3oBaHMEM MAM BO BpeMs Npoueaypbl HabnwogaeTcs 6ueHue, Bblbepute
HOBbIAi 6Op WAM YMEHbLUMTE CKOPOCTb. BueHme 60pa MOXET NPMBECTU K TPaBMUPOBAHUIO
nauueHTa.

» Bo Bpems npouesyp B6/M3M HEPBOB AEPXMWTE KaHKOMKO C UHCTPYMEHTOM BAasM OT TKaHew,
4TO6bI CBECTU K MMHUMYMY BEPOSTHOCTb TEPMMUYECKOIO NMOBPEXAEHNS.

e [lpu npoueagypax BO6/IM3N HEPBOB HEOOXOAMMO MCMOMb30BaTb MOHWTOPUHI HEPBOB, YTOOLI
npeaynpeanTb NOMb30BaTENS O BOSMOXXHOCTW TPaBMMUPOBaHUS.

» [lepea wWCNoONb30BaHWEM OCMOTPUTE GOp Ha nNpeameT MOBpPeXAeHwi. Mpu 06Hapy>KeHUn
MOBPEXAEHMWIN HE NCNONb3YiATe 60p.

BHumaHue:

He ncnonb3yiiTe aTo nsgenve ¢ KoHconbto Legend (EC200) nnn mppuraymoHHO CUCTEMOI
Legend EHS™ (IRC 100/ IRC 115 / IRC230).

WNHCTPYKLMM MO NPUMEHEHNIO
YcTaHoBKa 6opa
1. HageHbTe 60p Ha ApeNb, COBMECTUB MapKepbl A n T.

2. TMosopauymBaiiTe 60p A0 Tex Nop, Noka MeTkn T Ha 6ope He COBMAaAyT C MeTKaMn B Ha Apenu.
3. lMepea noacoeauHEHUEM MPPUTALMOHHON TPYOKM K 60pYy MCMONb3yinTe PyHKUMIO Prime nnu
Flush Ha IPC yTOOLI YOeanTbCA, YTo TpyOKa 3ano/iHeHa pacTBOPOM 418 UppuUrauuu.

4. TloacoeAuHUTe CUCTEMY MppuUraunn K bopy, Haaes Tpy6Ky ans uppuraunn (1895522 / IRD350)

Ha 60pOAKY AN UppUraLun.
BopoAka afis uppurauuu.

5. YcTaHOBUTE CKOPOCTb UppUrauum Ha He MeHee 5 Ky6. CM B MUHYTY.

MpepynpeageHune: Mepes ncnonb3oBaHMem 6opa Bcerga NOLKNOYANTe NPPUTaLUOHHYHO CUCTEMY

K 60py C MMHUMa/bHOW HAaCTPOMKOM CKOPOCTM 5 Ky6. CM B MUHYTY.

6. Ha KopoTKoe BpeMs 3anycTuTe ABurartesib C yCTaHOB/IEHHbIM 60pOM, NPOBEPUB €ro Ha npeameT
OveHna nam Ype3MepHoin Bubpaummn, a Takxke ybeanTech, UTO pacTBop 4/ Mppurauumn ctekaet
psaoM C HakOHeYHMKOM 6opa. [pyu o6GHapy>XeHMM npo6nemMbl BbINOAHUTE AEACTBUS MO
MCNPaB/IEHNIO, ONUCaHHbIE B pasfene «YCTpaHeHWe HenonafoK» HaCTOALMX UHCTPYKLMIA.
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Pa6oTa c 6opom
Mpegynpe>KaeHue:
» B0 Bpems AucceKLUun BCerga nucnonb3yinte nppurauuio. HenpasuabHO NpoBefeHHas uppurauus
MOXET Bbl3BaTb TEPMUYECKNIA HEKPO3.
« Ecnu Bbl NoTepsieTe 13 BMAY OnepaLyMoHHOE None, NpekpaTuTe MCNoNb30BaHNE HAKOHEYHMKA.
1. BkntounTte ABuratesib 1 OCTOPOXKHO MPUXKMUTE 60p K KOCTU, YTOBbI HauaTb AUCCEKLMIO.
2. MpopgonxkaiiTe yaanaTb KOCTb NErKUMU pa3mMallnCTbIMU ABUXXEHUAMN.

Y paneHune 6opa
YpaneHue 6opa Npon3BoauTCS B NOpsAKe, 06paTHOM YCTaHOBKE.

MoBTOPHOE UCMOMb30BAHME W 0UMCTKA

Mpeaynpeviegenune: MNpefHasHauyeHo ANS UCMONb30BaHWUS TOMbKO Y OAHOFO MalMeHTa. 3anpeliaeTtcs
MCMoMb30BaTb, 06pabaTbiBaTb WAM  CTePUNM30BaThb AaHHOE K3Aenve MNOBTOPHO. [MOBTOpPHOe
MCMO/b30BaHMe, NOBTOPHas 06paboTKa UM MOBTOPHAs CTEPUNM3ALIMA MOTYT HAapYLWWUTb CTPYKTYPHYIO
LIeNIOCTHOCTb M3AENUsS W/UAM co34aTb PUCK KOHTaMUHALMW U3AENNS, YTO MOXET NPUBECTU K TpaBMe,
60NE3HN UM CMEPTU MaLeHTa.

CTepusibHOCTb

Kaxablii 60p cTepunn3oBaH raMma-usnyyeHneM v He NpefHasHauyeH Ans NOBTOPHOIO MCMO/b30BaHMS.
He nbiTaiiTecb cTepun3oBaTb NOBTOPHO.

YcTpaHeHne HencnpaBHOCTEIA

Mpo6nema PelweHune

Mpv ocmoTpe 6op Ypanute 1 3aMmeHuTe fedeKTHbI 6op.
BbIFNSAANT NOBPEXAEHHBIM

NN BedeKkTHbIM.

Bop He BpallaeTcd U He  Y6eguTechb, UTO 60p yCTaHOBNEH MPaBU/LHO.
paspesaeT KOCTb npu

MPUNOXEHNN [aBNEHUA.

Y n3orHyToro 6opa « OcmoTpuTe rofioBky 6opa. Ecnn oHa 3aMeTHO MorHyTa,
HabntogaeTca M3BbbITOYHAS 3ameHuTe 6op.

BMGpaLna nnm buetne. «  Y6eauTech, 4To 60p YCTAHOB/IEH NPaBU/ILHO.
MppuraLnoHHbIii pacTeop * YbeauTecb, YTO MppUraunmoHHas Tpy6kKa npasuibHO
He BbITeKaeT 13 Gopa. nofcoefMHeHa K MppuralMoHHoi 6opogke Ha 6ope.

e Y6eguTech, YTO CKOPOCTb MPPUraLMOHHOIO MOTOKa
yCTaHOB/IEHa HA MUHUMa/IbHOE PEKOMEHAyeMoe 3HadyeHve 5
Ky6UYECKUX CAaHTVMETPOB B MUHYTY.

e Y6epuTechb, YTO UPpUraLMOHHas TPyBKa He COTHYTa U He
nepekpyyeHa.

Bop npoponxaeT faBaTh CHMMMTE 1 3aMeHnTE 6Bop.

cooi.

e T[103BOHUTE B CNYXXO6Y NOAAEPIKKN KNEHTOB.

OrpaqueHHaﬂ rapaHTnAa

A. Hactoswas OFTPAHUNYEHHAN TAPAHTW/1 obecneunBaeT rapaHTUIO ANS KIMEHTa, KOTOPbIN
npuobpeTaeT TpaHCHa3aNbHbI 6yp AN19 OCHOBaHWA uepena (fanee «MpofyKT»), 4To ecau MpoaykT
He 6y/eT ()YHKLMOHMPOBATbL B COOTBETCTBMM C ONY6MKOBaHHbLIMU Cneuupmkaumamm «MeaTpoHuK
Kcomen» (Medtronic Xomed) fo ucTedeHus cpoka rogHoctu lMpoaykra, «MeaTpoHuk Kcomepg»
nn6o 3ameHUT MpoAYKT unn Nobyro ero 4acTb, MO0 MPefoCTaBUT Ha Hero Kpeaut. Hacrtoswas

OrPAHNYEHHAN TAPAHTW/ pacnpocTpaHseTcs TOMbKO Ha MOKynaTens, npuobpeTaroLlero
4
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NPOAYKT HenocpefcTBeHHO Yy «MeATpoHUK Kcomea» nmMbo y ee auampoBaHHOIO Auua wam
aBTOPU30BaHHOIO AMUCTPUOLIOTOPa NGO NpeacTaBuUTens.

B. Uto6bl npeTeHpoBaTb Ha fAaHHyto OFPAHMYEHHYHKO TAPAHTUHO, [0MKHbI 6bITb
BbIMNOJIHEHbI C/ieyIOLLNe YC0BUA:

(1) MpoLyKT Heob6XoAMMO WUCMOMb30BaTb He Mo3f4Hee gatbl  «lICnofnb3oBaTb» UK
«cnonb3oBath J0», €Cnv NMPYMEHKMO.
(2) MpoLYKT  [O/MKEH  WCMOMb30BaTbCA B COOTBETCTBMM  C  MNpeAHasHayeHHbIM

MCMOMb30BaHNEM, He [OMYCKAeTcs ero W3MeHeHWe WAM HenpaBW/IbHOE WUCMONb30BaHue,

HEOCTOPOXXHOe 06palLleHne, HeCHACTHbIE C/lyvan WUn HenpasBuibHOEe 0bpaLLeHue.

3 KomnaHua «MeatpoHnk Kcomea» AomKHa ObiTb YBEAOMAEHA B NMUCbMEHHON (hopMe B

TeueHune 30 (Tpuauatun) gHeit nocne obHapyXeHus gedekTa.

(G)) MpoayKT Heo6X0AMMO BEPHYThL B «MeaTpoHMK Kcomea» B TeueHue Tpuguatu (30) gHel

C MOMEHTa Nosly4yeHns KomnaHuein «MefLTPOHUK Kcomen» yBeOMIEHMS, KaK YKa3aHO B MyHKTe

(3) Bblwwe.

(5) Mocne wuccnepoBaHus [pogykTa KomnaHueid «MeaTpoHuK Kcomea» KoMMaHWs

«MepaTpoHuK Kcomep» yctaHaBnuBaeT 04HO u3 cnegytoulero: (i) MpoayKT He peMOHTUPOBASICS

WM He W3MEHANCS Kem-nbo, Kpome «MeaTpoHnK Kcomed» wam ee ynoHOMOYEHHOrO

I npeactasutend, (ii) MpoAyKT He 3KCMAyaTUpoBasicA B YC/OBUAX, OT/IMYHLIX OT HOPMAasbHOro
A ncnons3oBaHus, u (iii) gna Mpogykta ObIO  BLIMNOMHEHO NpPeAnMcaHHOe Mepuoanyveckoe

06Cny>nBaHWe ¥ cepsuc.
C. Hacroawaa OMPAHUNYEHHAA TAPAHTWA ceoantca K MPAMO BbIpaXXeHHbIM YC/I0BUAM.
HACTOAWAA OIFPAHWYEHHAA TAPAHTUA 3AMEHAET BCE [OPYTUE
FAPAHTUN, ABHbLIE W MNMOAPA3YMEBAEMBbBIE, 3AKOHOAATE/IbHBIE WU
NHbIE, BKJIKOYASA NTIOBbLIE MNOAPA3YMEBAEMbIE TAPAHTU KOMMEPYECKOW
LEHHOCTW WAW MNPUTOAHOCTW ANAS OMNPEAENEHHOW LENW. Hu npu Kakux
o6cToATeNbCTBAX «MefATPOHUK Kcomen» He HeceT OTBETCTBEHHOCTM 3a /060l KOCBEHHbIN,
CNyYaliHblil, npeAnonaraemblii UAW LPYrov aHanorMyHblii yulepb, BO3HUKILMIA B pesynbraTe
fedekTa, 0TKasa Wiy HemcnpasHocTY NpoayKTa, He3aBUCKMMO OT TOr0, OCHOBbLIBAETCA /1N MPeTEH3MA
no TakoMy yLiepby Ha rapaHTuu, LOroBope, HeOPEXXHOCTM NN 060CHOBBLIBAETCA MHBIM 06pa3oM.
D. W3no)KeHHble Bbille UCKIHOYEHNUA 1 OrpaHUYeHNs He NpefHasHaueHbl Y He JO/MKHbI TONIKOBATLCA
KaKk  npoTuBopevawine  06d3aTeNbHbIM  MONOXEHWUAM  NPUMEHMMONO  3aKOHOZATe/bCTBa.
Mosib30BaTeN MOryT BOCMO/b30BAaThCA YCTAHOB/IEHHbIMU 3aKOHOM rapaHTUHBLIMW MNpaBamy B
COOTBETCTBMM C 3aKOHOAATE/IbCTBOM, PeryimpyroLlmnm npogaxy notpebutenbCKUx ToBapoB. Ecnu
Kakasa-Mbo 4acTb um ycnosue 3toii OTPAHUYEHHOW FTAPAHTUWN 6yaeT npusHaHO /06bLIM
CYyAOM KOMMETEHTHOM HOPUCAMKUMMA  HE3aKOHHbIM, He VMEHWLWMM WCKOBOW  CUMbl UK
NPOTUBOPEYALLMM [eiACTBYIOLWEMY 3aKOHOAATENbCTBY, AEWCTBMTENbHOCTb OCTaBLUEACA 4YacTu
OrPAHWYEHHOW TAPAHTWUIA He 3aTparmBaeTcs, a Bce npaBa W 06S3aHHOCTU [AOMKHbI
TO/MIKOBATbCA W MPUMEHATLCA TaK, Kak ecnu 6bl HacToswas OFPAHNYEHHAA FTAPAHTUNA He
cogep>Xana 4acTu Unu ycnosus, NPU3HaHHOIO HeAeNCTBUTENbHBIM.

Bosspart

CBsXKUTECH CO CNY>XO60I MNOAAEPXKN KIMeHTOB «MeaTpoHuk Kcomeg» (Medtronic Xomed) no
TenethoHy (800-874-5797), uTobbl nonyunts Homep paspewieHns Ha Bo3spat ToBapa (RMA Ne) nepeg
otnpaBkoil Mpoaykta B «MeaTpoHUK Kcomea». Moxanyincta, MMeinTe nofd pyKon UCXOAHbIA HOMep
cueTa-akTypbl UM HOMep 3aKasa Ha NOKYnMKy, YTo6bl 061erynTb NPOBEPKY UH(OPMAaLUM O rapaHTUN.
Homep RMA po/mkeH 6ObiThb yKa3aH Ha BMAHOM MecTe Ha KOpPOo6Ke M [0/DKeH ObiTb BK/IKOYEH BO BCe
[OOKYMEHTbI, mpunaraemble K Bo3BpaTy. Becb lMpogykT, Bo3Bpawaemblii B «MefgTpoHUK Kcomep»,
[O/MKeH ObITb HafeXHO YMakoBaH B 3alUTHYIO YMaKOBKY.

3aKa3umK [O/KeH yKas3aTb HOMep 3akasa Ha MoKyMnKy, NpaBu/ibHbIA afpec 4OCTaBKN U PEKBU3NUTLI /1S
BbICTaB/IEHMA CYeTa, a TaKXKe U3MI0XKUTb NpobaemMy uan NpuYnMHy Bo3Bpara.
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WNHpopmaumns no 06¢cny>xnBaHM0 3aKa3umKoB

[na nonyyeHns [ONONHUTENBHON MH(OPMaLK 06 MCMO/b30BaHWUI 3TOF0 MPOAYKTa WU COOBLLEHNS O
Nto6bIX Npobaemax, NOXanyncTa, CBAKUTECH C KOMMaHuen «MeaTpoHnk Kcomea» (Medtronic Xomed)

no tenegoHy (800-874-5797).

CunMBO/IbI

a3aKpb|T0

NHopmauus, cofepxallasca B 3TOM [AOKYMeHTe, BepHa Ha MOMEHT ny6nmkauyuu.

Medtronic

OCTaBnsieT 3a COOOW MpaBO BHOCUTb W3MEHEHUS B MPOLYKT, OMWCAHHbIA B 3TOM PYKOBOACTBe.
AKTYya/lbHYI0 Bepcuto cM. Ha manuals.medtronic.com.

Medtronic

Medtronic Xomed

6743 Southpoint Drive North Jacksonville,
Florida 32216-0980

USA
medtronic.com
+1 800 874 5797

EC RP

YNONHOMOYEHHbI nNpeacTaBuTens B EC
Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands
+31 45 566 8000
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Espona/CpeaHuit BocTok/Adpuka
Medtronic International Trading Sari
Route du Molliau 31

Case Postale 84

CH- 1131 Tolochenaz Switzerland
+41 21 802 7000

ABCTpanua
Medtronic Australasia Pty Ltd 5 Alma Road
Macquarie Park, NSW 2113 Australia

KaHaga

Medtronic of Canada Ltd 99 Hereford Street
Brampton, Ontario L6Y OR3 Canada

+1905 460 3800

TexHUYecKne MHCTPYKLUK
medtronic.com/manuals

ogg



L HanueHoBaHue
MeANLMHCKOro
n3genus

21 B oTHOWeHun
Npon3BOANTENS
(w3rotoBuTENSA)
MeANLMHCKOro
N3genua - nosiHoe v (B
cny4ae, ecnm
nmeeTcs)
COKpaLleHHOe
HanMeHOBaHWe, B TOM
yuchne brpmeHHoe
HaMMeHOBaHMWe,
opraHunsaumoHHo-
npaBoBYO thopmy
IOPUANYECKOTO NNLA,
afpec MecTa
HaxoxXaeHns nnn
thamunuio, uma un (B
cnyvae, ecnm
UMeeTcs)  OTYeCTBO,
PeKBU3UTI
[IOKYMeHTa,
YLOCTOBEPSAIOLLLEr0
JNINYHOCTb, anpec

I IpiUIOVhCIlilv k 11MC1

K1Wmn no npum CNClmo

bo{)bl ;'pancurasa’lblible a BapmnaTax. UCMONHEHNA

Transnasal burs in versions

1 Versions
1 Transnasal Round Bur:
TN40RFL, TN30RFL, SP12BA30, SP12BA40, SP14BA30,
SP14BA40, SD12BA30, SD12BA40, TN45RCD; TN40RCD;
TN3ORCD.

2. Transnasal Match Head Bur:

TN3OMFL,  SP12MH25,  SP12MH25T,  SP12MHa30,
SP12MH30T, SP14MH25, SP14MH25T, SP14MH30,
SP14MH30T, SD12MH25, SD12MH25T, SD12MH30,

SD12MH30T; TN30MCD, SP12MH25D, SP12MH30D,
SP14MH25D, SP14MH30D, SD12MH25D, SD12MH30D.
Manufacturer:

Medtronic Xomed Inc.

6743 Southpoint Drive North, Jacksonville FL 32216, USA

Jata ytBepxgeHus: 10-2021
bopbl TpaHCHa3a/bHble B BapuaHTax UCMNOHEHWS

|. BapnaHTbl UCNONHEHNS:

1. Bop TpaHCHa3a/bHbI KPYT/bliA, MOAENN:

TN4ORFL, TN30RFL, SP12BA30, SP12BA40, SP14BA30,
SP14BA40, SD12BA30, SD12BA40, TN45RCD; TN40RCD;
TN30RCD.

2. Bop TpaHCHa3a/bHbI «CrMYeyYHasa rofoBKa», MOAE/N:

TN30OMFL,  SP12MH25,  SPI2ZMH25T,  SP12MH30,
SP12MH30T, SP14MH25, SP14MH25T, SP14MH3O0,
SP14MH30T, SD12MH25, SD12MH25T, SD12MH30,
SD12MH30T; TN30MCD, SP12MH25D, SP12MH30D,

SP14MH25D, SP14MH30D, SD12MH25D, SD12MH30D.
MpownssognTens:

Medtronic Xomed Inc.

6743 Southpoint Drive North. Jacksonville FL 32216, USA
(«MepgTpoHukK Kcomeq,; VIHK.»

6743 CaytnouHT-ApaiiB-HopT [xekcoHBunn; ®nopuaa;
32216)

|_|pI/II'IO)KeHI/Ie K MHCTPYKUMWN NPEAOCTAB/IAETCA B 3NIEKTPOHHOM BU[AE.
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MecTa XNTenbctBa
WHAMBUAYA/IbHOTO
npeanpuHuMaTens, a
TaKxe Homepa
TenedoHoB n (B
chnyuyae, ecnm
nMeeTcs) afpec
3NEKTPOHHOW  MoYThl
HOPUANYECKOr0  Nnua
nnm

WHAMBULYaNTbHOrO
npesnpuHUMaTens;
22 B oTHOWeHun
YNOSTHOMOYEHHOI 0
npegcraBuTens
nponseBoguTens
(n3rotoBuTENSA)
MeLNLMHCKOrOo
nsgenus - nosiHoe u (B
cnydae, ecnm
nmMeeTcs)
COKpalLLleHHoe
Ha“MeHOBaHue, B TOM
yucne (hMpmMeHHoe
HaMMeHOBaHWe,
opraHun3ayoHHO-
npasoBYO thopmy
IOPUANYECKOr0 NnNLa,
afpec (mecTo
HaxoXJeHuns), a
Takxe HoMepa
TeneoHoB n (8
cnyvae, ecnum
nmeeTcs) anpec
3NEKTPOHHOM  MOYThbI
IOPUANYECKOTO NT1La;
3. HasHaueHwne
MeLMLMHCKOrO
N3Lenna C yKasaHuem
NoTeHLMaNbHOIro
noTpebuTens
(Hanpumep,

Authorized Representative of Manufacturer:

“Medtronic” LLC, 123112, Russia, Moscow, Presnenskaya
Naberezhnaya., 10, floor 9, office Ill, room 41

Tel: (495) 580-73-77, Fax: (495) 580-73-78
www.medtronic.ru

Transnasal burs in versions are intended for excision, drilling
and sawing of soft, hard and bone tissues in the head and neck
area / ENT (otological, neurological, neurotological, sinus,
rhinological, nasopharyngeal / laryngeal), oral / maxillofacial
and plastic / reconstructive / aesthetic surgical procedures.
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YNOMHOMOYEHHbIA NpeacTaBUTeNb MPOM3BOANTENS:

000 «MeaTpoHuk», 123112, r. Mocksa, NpecHeHCKas Hab.
[.10, 3T.9, nom. 11, kom. 41

Tel: (495) 580-73-77, Fax: (495) 580-73-78
www.medtronic.ru

Bopbl TpaHCHa3a/bHble MpefHasHayeHbl A1 UCCEeYeHUs,
CBEPNEHNS U NUNEHNA MSATKUX, TBEPAbIX U KOCTHbIX TKaHel B
o6nactm rofoBbI n wen/10OP (oTonoruyeckue,
HEBPOOrMYecKme, HEenpoToNOrMyeckue, CVHYCOBbIE,
pUHOMOrMYecKue, HOCOI/I0TOYHbIe/TOPTaHHbIE),
opa/ibHble/YeNtoCTHO-NNLEBbIE A




MeAVNLUHCKUN
paboTHUK)

4, PYHKUMOHANbH
ble XapaKTepuUCTUKN 1
Ha3HayeHue
MeAULMHCKOI0
n3genus

Information on potential consumers:
User: Surgeon

Transnasal curved bur is primarily designed for bone removal
through transnasal surgical approach and is a single use
disposable device.

The transnasal curved bur is intended to be driven with
Legend EHS Stylus and Legend EHS electric motors/drills
controlled through the Integrated Power Console (IPC)
System. The device is equipped with irrigation features
integral to the design which eliminates the need for external
clip-on irrigation tubes. Figure | illustrates a transnasal
curved bur and Figure 2 shows the cross-section view of the
device.

it

Hni ShnilMinscm

Ve

Figure 1 Direct Connect Stylus Bur.
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nnacTuyeckne/peKoOHCTPYKTUBHbIE/aCcTETUYECKME
XNpypruvyeckme npouenypsbl.

MHhopmauusa o notpebutene:
Bpay-xupypr.
TpaHcHasaNbHbIA  WM30THYTLIA 60p B MEPBYKD 0O4Yepedb
npeAHasHayeH [Aas  yfjaneHus  KOCTe € MOMOLLbHO
TpaHCHa3a/lbHOr0  XMPYPruYeckoro fJoctyna wu sBaAseTcs
nsgenmem A4ns 04HOPa30BOro 1UCNo/b30BaHUS.
TpaHCHa3aNbHbIA  WM30THYTbIA  60p  aKTMBMpYETCA  npu
nomolyn anekTpoasurateneit/ceepen Legend EHS Stylus u
Legend EHS, KOHTponupyembiXx C MNOMOLLbH BCTPOEHHOM
KoHconun nutaHusa (IPC). M3aenue ocHaleHO BCTPOEHHbIMU B
MPOEKTUPOBAHME 3MEMEHTaMMN MppUraLun, 4TO WCKOYaeT
Heo6X0AUMOCTb  WUCMOJb30BAHWUSA  BHELHUX  HacafoYHbIX
MppUraumMoHHbIX  Tpy6ok. Ha pucyHke 1 nokasaH
TpaHcHasaslbHbIA W30THYThIA 60p, a Ha PUCYHKe 2 MoKasaH
BUZ U34ENNs B NONEPEYHOM CEYEHMN.

3aXMU MaHXeTbl

PucyHok 1. TpaHCHa3a/bHbIA 60p



BtrHead Burwin ~tefang

Figure 2. Direct Connect Stykis Bur cros9-eect<on views.

The transnasal curved bur consists of a polymer hub and
curved metal tube which serve as framework for the high
speed rotating tool in the device assembly. The rotating tool
subassembly consists of the bur head (fluted or diamond), bur
wire and tang. The subassembly rotates inside the curved tube
with a single bearing support. The bearing also constrains the
axial translation of the tang for automatic engagement of the
tang with the motor collet when the hub is installed on the
motor. In order to make this feature functional, the bearing is
axially constrained with respect to the hub by a push-on ring,
with a rubber washer in between, that grips the inside surface
ofthe hub. A felt washer is placed next to the push-on ring for
absorption of any saline solution that may otherwise migrate
to the interior of the motor collet. A polymer bushing is
present at the distal end of the curved tube for reducing wear
and heat. The integrated irrigation feature comprises of
grooves on the curved tube that are covered by a heat shrink
tubing and a polymer boot bridges the irrigation path between
the hub and the curved tube.
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KONbIB SotUKMMAivce

maD ~  \

N j— 6Gopa

Tepuoycsgouoii TpytSca

Fonom 6opa CTOpPXMb Brytka |
a

PucyHok 2. Buabl 60pa B NONepevyHOM CEUeHUMN.

TpaHCHa3abHbIA M30THYTbIA 60p COCTOMT M3 MONVMMEPHOIA
BTY/IKW W W30THYTOW METa//IMYECKON Tpy6KWM, KOTOpbIe
CNy)kaT KapKacOM [/ BbICOKOCKOPOCTHOrO BpallatoLLerocs
MHCTpyMeHTa B cbope.  [Mogysen  BpaularoLlerocs
WHCTPYMEHTa COCTOMT M3 rOMOBKM 6Gopa (pudineHol wunn
anMasHoW), CTep)KHs 6Gopa M xBoCToBMKa. [lopysen
BpaLLaeTCst BHYTPW W3OTHYTOW TPYOKM C MOMOLLBIO OfHON
NOALUMIMHUKOBOW onopbl. MOAWMNHMK TakKe OrpaHW4nBaeT
0CeBOE MNepeMeLLeHMe XBOCTOBMKA [/11 aBTOMATMYeCKOro
CLENNeHNs XBOCTOBMKA C KOHYCHOM BTY/IKOW [BuUratens,
KOrfa BTy/IKa yCTaHOB/IEHA Ha ABUratene. Ytobbl caenatb aTy
(YHKUMIO  PYHKLMOHANbHOM, MOAWMNHAK OrpaHNYeH B
OCEBOM HarnpaBneHUW OTHOCUTENIbHO BTY/IKM HaKMMHbIM
KO/MbLIOM C PEe3VWHOBOM LWaiiboin Mexay HuMmK, KoTopas
3axBaTblBaeT BHYTPEHHIOO MOBEPXHOCTb BTY/IKM.
Bo/nouHbIii AMCK NOMELLAIOT PSAOM C HAXKMUMHBIM KOJbLOM
ON1S BNUTbIBaHUA 060Oro COMEBOrO PacTBOpa, KOTOPLIA B
MPOTMBHOM CAy4ae MOXET MPOHUKHYTb BHYTPb LaHru
gpuratens.  [onumepHas  BTy/Ka — MPUCYTCTBYET  Ha
ONCTaNbHOM  KOHLE W30THYTOW TPYOKM AN YMEHbLUEHUS
M3HOCa W HarpeBa. BCTpoeHHas PyHKLMS OPOLLIEHMSt COCTOMT
M3 KaHaBOK Ha W30THyTON TpybOKe, KOTOpble MOKPbITHI
TepMoycafouHon  Tpy6KoW, a nonumepHas — MaHXeTa



5. Puckn
NPUMeHeHNs
MeANLMHCKOI0
n3aenus,
NPOTMBOMOKa3aHus,
oXungaemble
npeackasyemble
Mo6oYHble
CBsI3aHHbIe
NPUMeHeHNEM
MeANLMHCKOro
n3genus
Ha3Ha4YeHuto

"

ABJIEHNA

c

rno

Indications

Transnasal burs in versions are indicated for the
incision/cutting, removal, drilling and sawing of soft and hard
tissue and bone in Head & Neck / ENT (otologic, neurologic,
neurotologic, sinus, rhinologic, nasopharyngeal / laryngeal),
oral / maxillofacial and plastic / reconstructive / aesthetic
surgical procedures.

Contraindications:
None.

Adverse events (Potential complications)
Acoustic Damage
Thermal Damage
Collateral Tissue Damage
Plunging (perforation of the cranial cavity)
Infection
Bleeding
Cerebrospinal Fluid Leak
visual damage
dural tear
nerve damage
fracture and intraoperative bur breaking

Warnings:

« Do not use the device if the package is opened or damaged.

* Do not use excessive force to pry or push bone with the
attachment or tool during dissection. This could cause the tool
to break and cause injury to the patient or operating room
staff.

* Test for bur wobble (eccentricity) at the desired speed prior
to use. Select a new bur or reduce speed if wobble is observed
prior to use or during the procedure. Bur wobble may cause
patient injury.

 During procedures near nerves, keep bur and bur cannula
away from tissue to minimize the potential for thermal injury.
» For procedures near nerves, nerve monitoring should be
used to alert the user of the potential for injury.

« Inspect the bur for damage, prior to use. If damage is
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coeAnHAET NyTb UppUraumn Mexxgy BTY/IKOW U U30rHYTOM
TPyo6KOW.

MokKasaHnsa K NpUMeHeHUIo

Bopbl TpaHCHa3a/lbHble MpefHa3HayeHbl 1S UCCEeYeHUs,
CBEPNEHUS U NWUMEHNA MATKUX, TBEPAbIX U KOCTHbIX TKaHei B
obnactu rosoBbI n wewn/NOP (oTonoruueckue,
HEBPOJIOTNYECKNE, HeipoTonoruyeckue, CVHYCOBbIE,
PUHOMIOTNYECKMeE, HOCOT/10TOYHbIe/TOPTaHHbIE),
OpaJibHble/YeNOCTHO-NLEBbIE 7
nnacTnyecKne/peKoHCTPYKTUBHBIE/3CTETUYECKNE
XUPYpruyeckne npoLeaypbl.

MpoTnBoNOKasaHus:
OTcyTCTBYIOT

Mo6o4Hble 3hheKTbI (BO3MOXHbIE OC/TOXKHEHWUS)
- aKyCTMYeCcKoe NOBpeXaeHue

- TEPMUYECKOE NOBPEXaEHNE

- NOBPEXAEHME COCefHNX TKaHeM

- norpy>eHue (nepdopauus NoaocTy Yepena)
nHeKLma

KpOBOTEYEHMe

yTeuka CMMHHO-MO3r 0BOIN XNAKOCTH
MOBPEXEHUNE 3pEHUS

- pa3pbIB TBEPAOW MO3roBOW 060/104KM

- MOBPEeXeHVe HePBOB

- NNepenom 1 MHTpaonepaLMoHHOe paspyLLeHne 6opa

MpeaynpexaeHus

. He ucnonb3yiite usgenve, eciy ynakoBka OTKpbITa
WU NOBpPEXAEeHa.

. He npunaraiite 4pe3sMepHbIX YCUAWiA, YTO6bI NOAAETH

UK NOATONKHYTb KOCTHYK TKaHb C MOMOLLbIO HacagKu Wam
WHCTPYMEHTA BO BpeMS AUCCEKLMU. DTO MOXET MpPUBECTU K
MOMIOMKE WHCTPYMEHTa W TPaBMUPOBaHWKO NauueHTa wm
nepcoHana onepayyuoHHON.

. Mepes ucnonb3oBaHWeM MNpoBepbTe 60p Ha OueHue
(3KCLIEHTPUCMTET) Ha >Kenaemoi ckopoctu. Ecnu nepef
MCNONb30BaHWEM WU BO BpeMsi Mpoueaypbl Habntogaetcs
6vieHne, BbIGEPUTE HOBbIA 6OP WM YMEHbLUUTE CKOPOCTb.
BueHne 6opa MOXET MPUBECTU K TPaBMMUPOBAHMIO MaLUMeHTa.

. Bo Bpems npouegyp B6/IM3M HEPBOB  [AepXuTe



6. TexHu4yeckune
XapaKTepUCTUKN
MeAVLIMHCKOro
n3genms

observed, to do not use the bur.

Caution:

Do not use this device with the Legend EHS console (EC200)

or the

Legend

EHS

(IRC100/IRC115/IRC230).

Medical device
code

Kog
MeAULMHCKOTO
nsgenus

TN4ORFL

TN30RFL

SP12BA30
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Tow | o

Shape

dopma

Transnasal
Ball/
TpaHcHa3anbH
blii Kpyrnbiii
Transnasal
Ball/
TpaHCcHa3aNbH
blii Kpyrnblii

187

186

Transnasal
Ball/
TpaHCcHa3anbH
bl Kpyrnbiii

170

irrigation

KaHKJ/Il0 C MHCTPYMEHTOM BAa/in OT TKaHeI7I, yTobbI CBECTU K
MUHUMYMY BEPOSITHOCTb TEPMUYECKOTO NMOBPEXAEHUS.

. Mpu nptoueaypax BOGAM3M HEPBOB  HEOOXOAMMO
MCNonb3oBaTb MOHWUTOPWHT HEPBOB, YTOOLI MNpeaynpeanTb

system  nonb30BaTenst 0 BO3MOXHOCTU TpaBMMpoOBaHUA.
. I‘Iepe,u, Mcnonb3oBaHNeEM OCMOTpUTE 60p Ha npegveTt
I'IOBpE)K,CI,EHVIIZ. |_|pl/I 06Hapy)KeHI/II/I ﬂOBpE)K,D,eHMﬁ He
ncnonb3yiTe 6op.
BHUMaHwWe:
He wucnone3yiite ato u3genue ¢ koHconbio Legend EHS
(EC200) wm umppuraumMoHHoin cuctemoir Legend EHS
B
£
r
i
r
A s’ .%3 ~
s H o
£ « Other
$ 31 Nz Type 0 o 2 identifiers
a T -
.2 S)l(-)HI 5 ® Tun ¥ 4y [ononHUTENbH
= X o « SN ble napameTpbl
= 5
00 O 8
1 S i
S
3 10 =
1A
Q
bop TpaHCHa3af|beIl7I prrﬂbIVI, Mogenu:
1215 Fluted/ c 15 Yron nsruba
6oposgkamu 15“+0,5°
Fluted/ c 15
120 6opo3fKammn Yron nsrnba
15®+0,5°
15 Proximal
Curved/
105,5 MpokcumanbHbl

N N30THYTHIN
Yron usrnba

Weight, g
(£ 10%)

Maccar
ponyck ans
BCEX 3HAYHWIA

oCTaBnAaeaT

+ 10%)

8.4

8,3

4,1



& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

SP12BA40

SP14BA30

SP14BA40

SD12BA30

SD12BA40

TN45RCD

TN40ORCD

TN30RCD

TN3OMFL

170

192

192

170

170

188

187

187

187

Transnasal
Ball/
TpaHcHa3anbH
blii Kpyrnblii

Transnasal
Ball/
TpaHCHa3anbH
blii Kpyrnblii

Transnasal
Ball/
TpaHcHasanbH
blii Kpyrnblii

Transnasal
Ball/
TpaHcHa3aNnbH
blii Kpyrnblii

Transnasal
Ball/
TpaHcHasanbH
blii Kpyrnblii

Transnasal
Ball/
TpaHCcHa3anbH
bl Kpyrnblii

Transnasal
Ball/
TpaHcHasanbH
blii Kpyrnblii

Transnasal
Ball/
TpaHcHa3anbH
blii Kpyrnblii

bop TpaHCHa3aI'IbeII7I «CnunyeyHasa rosioBka», Mmoaenu:

Transnasal
Match Head/
Bop

105,5

128,9

128,9

105,5

105,5

122,5

1215

121

121

4,5

Diamond

Coarse/

AnmMasHbl i
KPYnHO3epHUCT

bl A

Diamond

Coarse/

AnmMasHbl i
KPYMHO3epHUCT

bl

Diamond

Coarse/

AnmMasHbl i
KPYMHO3epHUCT

bl

Fluted/ c

6opo3akamu

15

15

15

15

15

15

15

15

15

18° £0,5°

Proximal
Curved/
MpoKcMManbHbl
N N30THYTbI
Yron nsrnba
18° +0,5°
Proximal
Curved/
MpoKcUManbHbl
N N30THYTbI
Yron usrnba
18° +0,5°
Proximal
Curved/
MpoKcUManbHbl
N N30THYTbI
Yron nsrnba
18° +0,5°
Distal Curved/
AvcTanbHbliA
N30THYTbIN
Yron usrunba
14,5° £0,5°
Distal Curved/
AucTanbHbl i
N3OTHYTbI
Yron nsrnba
14,5° +0,5°

Yron nsruba

15° +0,5°

Yron nsrnba
15° +0,5°

Yron nsrnba
15° +0,5°

Yron nsrnba
15° +0,5°

4,2

8,3

8,4

4,1

4,2

8,5

8,4

8,3

8,3
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SP12MH25

SP12MH25T

SP12MH30

SP12MH30T

SP14MH25

SP14MH25T

SP14MH30

SP14MH30T

170

170

170

170

192

192

192

192

TpaHCHasa/bblbl
N «CnuyeyHas
ronoBka»
Transnasal
Match Head/
Bop
TpaHCHa3abHbI
i «CnnueyHas
ronoBka»
Transnasal
Match Head/
Bop
TpaHCHa3abHbI
" «CnnyeyHas
ronoBka»
Transnasal
Match Head/
Bop
TpaHCHa3aNbHbI
i «CnunyeyHas
ronoBKa»
Transnasal
Match Head/
Bop
TpaHcHasanbHbI
N «CnunyeyHas
ronoBKa»
Transnasal
Match Head/
Bop
TpaHCHa3anbHbI
" «Cnunueynasn
ronoBKa»
Transnasal
Match Head/
Bop
TpaHCHa3anbHbl
n «CnunyeyHas
ronoskKa»
Transnasal
Match Head/
Bop
TpaHCHas3anbHbI
n «CnuyevHas
ronoBKa»
Transnasal
Match Head/
Bop
TpaHCHa3anbHbI
N «CnuyeyHas
rofioBKa»

105,5

105,5

105,5

105,5

128,9

128,9

128,9

128,9

2,5

2,5

2,5

2,5

SymmeTRI/
CUMMETPUYHbI
i 3a0CcTpeH

SymmeTRI/
CUMMETPUYHDI
1 3a0cTpeH

SymmeTRI/
CUMMETPUYHBI
1 3a0cTpeH

SymmeTRI/
CUMMETPUYHDI
1 3a0cTpeH

15

15

15

15

15

15

15

15

Proximal
Curved/
MpokcumManbHbl
N N3OTHYTbIN
Yron nsrnba
18°+0,5“
Proximal
Curved/
MpoKcumanbHbl
N N3OTHYTbIN
Yron nsruba
18°+0.5“
Proximal
Curved/
MpoKcMManbHbI
N N30THYTbI
Yron usrnba
18* +0,5°
Proximal
Curved/
MpokcumanbHbl
N M30THYThI
Yron nsruba
18° +0,5°
Proximal
Curved/
MpoKcMManbHbl
A N30THYTBIN
Yron nsrnba
18° +0,5°
Proximal
Curved/
MpokcumanbHbl
A N30THYTBIN
Yron nsrunba
18° +0,5°
Proximal

Curved/ /
MpokcumanbHbl
1 N30THYTbI
Yron usrnba
18“ +0,5°
Proximal
Curved/
MpoKcuManbHbl
A N30THYTbIV
Yron usruba
18°+0,5“

4,0

4,0

41

41

8,3

8,2

8,3

8,3
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SD12MH25

SD12MH25T

SD12MH30

SD12MH30T

TN30OMCD

SP12MH25D

SP12MH30D

SP14MH25D

SP14MH30D

170

170

170

170

187

170

170

192

192

Transnasal
Match Head/
Bop
TpaHCHa3anbHbl
i «CnuyedyHas
ronoBKa»
Transnasal
Match Head/
Bop
TpaHCHa3aNbHbl
N «CnunyeyHas
rosioBKa»
Transnasal
Match Head/
Bop
TpaHCHa3aNnbHbl
N «CnunyeyHas
rosoBKa»
Transnasal
Match Head/
Bop
TpaHCHa3aNbHbl
N «CnnuyeyHas
ronoBka»
Transnasal
Match Head/
Bop
TpaHCHa3aNbHbl
N «CnunueyHas
ronoBKa»
Transnasal
Match Head/
Bop
TpaHCHa3aNbHbl
n «CnunyeyHas
ronoBKa»
Transnasal
Match Head/
Bop
TpaHCHa3aNbHbl
i «CnuyeyHas
ronoBka»
Transnasal
Match Head/
Bop
TpaHCHa3anbHbl
N «CnnyeyHas
rofioBKa»
Transnasal
Match Head/
Bop

105,5

105,5

105,5

105,5

121

105,5

105,5

128,9

128,9

2,5

2,5

2,5

2,5

SymmeTRI/
CUMMETPUYUHBI
i 3aocTpeH

SymmeTRI/
CUMMETPUYHBI
7 3a0cTpeH

Diamond
Coarse/
ANMasHbl i
KPYMHO3epHUCT
bl

Diamond/
AnMasHbliA

Diamond/
ANMasHbl i

Diamond/
AnmasHbl i

Diamond/
AnMasHblit

15

15

15

15

15

15

15

15

15

Distal Curved/
AvcTanbHblii
N30THYTbI
Yron usrmnba
14,5° +0,5°

Distal Curved/
AvcTanbHblii
N30THYTbI
Yron nsrnba
14,5° £0,5°

Distal Curved/
AncTanbHbl i
N30MHYTbI
Yron nsrnba
14,5°+0,5°

Distal Curved/
AvncTanbHblii
N30THYTbI
Yron nsrnba
14,5° +0,5°

Yron nsruba
15° +0,5°

Proximal
Curved/
MpokcumanbHbl
N N30THYTHIN
Yron nsrunba
18° +0,5°
Proximal
Curved/
MpoKcuManbHbl
N N30THYTbIN
Yron nsrubal

18°+0,5°/
Proximal
Curved/
MpokcumanbHbl
1 M30THYThbI
Yron nsrnba
18° +0,5°
Proximal
Curved/
MpokcumanbHbl

4,0

4,0

4,1

41

8,3

4,0

4,1

8,2

8,3



1. OnwucaHwne
NPUHaLIEXHOCTEN,
MeANLNHCKNX
n3aenni nnu
n3genuim, He
ABNSAOLLNXCH
MEAMUMHCKUMW,  HO
npeaycMoTpPeHHbIX
ONA NCMONb30BaHNUA B
KOMOMHaumnm c
MeAVNLMHCKUM
n3genuem
Ha/IM4mn)

8. MHpopmaumsa o
HaIMunu B
MegNLMHCKOM
n3genuu
NeKapCTBEHHOr 0
cpeacTea
MeAVLIMHCKOr 0

(Mpw

ans
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TpascHa' anbHbl
n «CnuyeyHas

Transnasal
Match Head/
Bop

SD12MH25D 170 105,5
TpaHCHa3anbHbl
n «CnuyeyHasn
ronoBkKa»
Transnasal
Match Head/
SD12MH30D 170 Bop 105,5
TpaHCHa3aNbHbI

n «CnunyeyHasn
ronoska»

Other additional credentials for all burs :

1- The strength ofthe neck - > 133.4

2 - The total service life - 30 minutes.

3 - The bur will function properly with continuous operation
for 2 minutes followed by a rest period of 1 minute at a
maximum speed of 75,000 rpm and a minimum irrigation
speed of 5 cc/min

4 - Rockwell hardness - 57-66 HRC

5 - Surface roughness Characteristics - max 32 micro-inches
torque strength
Transnasal burs are intended to be used for IPC Console (RC
# ®C3 2011/09133) and (or) with various approved electric
(Legend EHS (RC ©C3 2008/02599), Midas Rex MRS) and
(or) pneumatic (RC P3H 2017/6542) drill motors.

Do not use any parts other than Medtronic system components
as damage or substandard performance could result!

No ways of integrating with other medical products is known.

Transnasal burs are not incorporated with medicinal
substance.
Transnasal burs are not designed or manufactured with any

known biological origin components.

N U3OTHYTbIM
Yron nsrnba
18° +0,5°

B Distal Curved/

Diamond/ AWCTaﬂbeLM
25 i N30THYTHIN
AnmasHbl i
Yron nsruba
14,5° £0,5°
15 .
Distal Curved/
AncTtanbHblii
M30THYTHIN
Yron nsrnba
14,5° + 0,5°

Diamond/
AnMasHbl i

[pyrve gononHuTe bHble AaHHbIE 41 BCeX 60POB:

1- MpoYHOCTb LIENKK - He meHee 133,4 H

2 - O6wwwii cpok cnyxbbl - 30 MUHYT.

3 - bop (YHKUMOHUPYET [O/MKHbIM 06pa3om  mpw
HenpepbIBHOM paboTe B TeYeHMe 2 MUHYT C NOC/AeLyHOLUM
MepMoaoM OTAbIXa B 1 MUHYTY MPU MakCUManbHOW CKOPOCTH
75 000 06/MWH W MWHMMaNILHOW CKOPOCTW OpOLUeHUs 5
Ky0.CMAVWH.

4 - TeeppocTb Mo Poksenny - 57-66 HRC

5 - LLlepoxoBaTOCTb MOBEPXHOCTU - He 60n1ee 0,8 MKM

Bopbl TpaHCHa3aNbHble NpegHasHaveHbl 418 UCNONb30BaHWS C
YHusepcanbHoin KoHconbto IPC (PY &C3 2011/09133) wu
(nan) ¢ pasMYHbIMU  OJOBPEHHBIMM  3NEKTPUYECKUMM
(Legend EHS (PY ®C3 2008/02599), Midas Rex MR8) u
(nnn) nHeBmatnyeckumn (PY P3H 2017/6542) moTopamu
apenn.

He ponyckaeTca  MpUMEHEHWE  Kakux-nnbo  Apyrux
KOMMOHEHTOB KPOME KOMTMOHEHTOB CUCTEMbI «MeLTPOHMKS,
TaK KaK 93TO MOXET TMpPUBECTU K MOBPEXAEHUAM WK
HeHagnexatlemy  (OYHKUMOHMPOBaHUO  060pyaoBaHus!
Kakne-nmbo  crnocobbl  WMHTErpuMpoBaHMS C  Apyrumu
MEAMNLMHCKAMMN U3LENAMMN OTCYTCTBYIOT.

JlekapcTBeHHble cpeacTBa U (hapMaleBTUUecKne cy6eTaHLmm
B bBopax TpaHCHasaNbHbIX B BapuaHTax WCMOMHEHMS
OTCYTCTBYHOT.

MaTepuabl XXMBOTHOTO WK Ye/IOBEYECKOTO MPOUCXOXEHMS!
B Bopax TpaHCHa3a/bHbIX OTCYTCTBYHOT.

4,0

4,1



nMPpMeHeHUA,
MaTepuanos

XUWUBOTHOTO 1 (Unn)
Ye/l0BEYECKOro
NPOUCXOXKAEHUA

9. WHudhopmaymsa o
nopsigke YCTaHOBKMW,
MOHTaXa, HaCTPOWKH,
KannbpoBKN W MHbIX
LeACTBUAX,
HeoOX0AMMbIX  Ans
BBOJA MEAMLMHCKOrO
n3genus B
aKcnnyaraumio
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Bur Setup

1. Slide the bur over the drill, aligning the and

markers.

2. Turn the bur until the T markers on the bur are aligned

with the 7 markers on the drill.

3. Before connecting irrigation tubing to the bur, use the
Prime or Flush function on the IPC™ to ensure that the
tubing is full of irrigation solution.

4. Connect the irrigation system to the bur by pushing the
irrigation  tubing (1895522/1RD350, RC # @C3
2008/02599) onto the irrigation barb.

A Irrigation Barb

5. Set the irrigation flow rate to at least 5 cc per minute.

Warning: Always connect the irrigation system to the bur
with a minimum setting of 5 cc per minute, before using
the bur.
6. Briefly run the motor with the bur installed, checking
for bur wobble or excessive vibration, and ensuring that
irrigation solution is flowing near the tip of the bur. If a
problem is observed, perform the corrective actions described
in the Troubleshooting section of these instructions.

Bur Operation

Warning;

* Always use irrigation during dissection.
irrigation may cause thermal necrosis.

* If you lose sight of the surgical site, discontinue use of the
handpiece.

Inadequate

1 Activate the motor and gently press the bur against the

YcTaHoBKa 6opa

1 HapgeHbTe 60p Ha Apenb, COBMECTUB Mapkepbl A 1
T.

2. MoBopaumBaiiTe 60p 4O Tex nop, Moka mMeTkn T Ha
6ope He coBMaayT C MeTKamu A Ha gpenu.

3. TMepen noacoefvHeHWEM WPPUTaLMOHHON TPYOKM K
6opy mncnonb3yinte GyHKUMo Prime nam Flush Ha 1PC, 4yTo6bI
ybeautbca, 4YTO TpybKa 3amnofiHeHa pacTBOpPOM A/
nppuraumu.

4. ToacoeguHuTe cucTemy mppuraummn K 6opy, Hages
Tpyoky ana wuppuraumm (1895522 / IRD350, PY ®C3
2008/02599) Ha 60poaKy Ans nppurauuu.

Bopogxka ansi uppuraumm.

5. YCTaHOBUTE CKOPOCTb MppUrauum Ha He meHee 5 Kyb.

CM B MUHYTY.

MpegynpexaeHue: Mepen ncnons3oBaHMeM 6opa Beerfa
MOAKNIOYaTE  MppPUrauMOHHYIO cucTeMy K 6Gopy ¢
MWUHMM&a/IbHOIM HAaCTPOIMKOIA CKOPOCTU 5 Ky6. CM B MUHYTY.

6. Ha «kopoTkoe Bpems 3anycTute fBuratenb C

YCTaHOBMEHHbIM GOpPOM, MPOBEPVB €ro Ha npeaMeT GueHus
WK Ype3MepHoii B1bpaumm, a Takke yoeanTech, YTo pacTBOp
AN MppuUraummn CTekaeT psAOM C HaKOHEYHWKOM Gopa. Mpwu

00Hapy>eHUn  npo6GneMbl  BbINOAHMTE  [eAcTBMSA MO
MCNpaBNEHWIO,  OMNWUCaHHble B pasjene  «YCTpaHeHue
HEeMonagoK» NMHCTPYKLWIA.

Pa6oTta ¢ 6opom

MpegynpexaeHwe:

e Bo Bpema  guccekuuyM  BCerga  MCNofb3yliTe

nppurauunio. HenpasunbHO MNPOBeAEHHAsA MppuUraums MOXeT
BbI3BaTb TEPMUYECKUIA HEKPO3.

e Ecnu Bbl notepsete u3 BuAy OnepauyoHHOe Mose,
npeKpaTuTe NCNONb30BaHNE HAKOHEYHUKA.

|. BknounTe gBuratenb U OCTOPOXHO MpMKMUTE 6op K



10. TpeboBaHMA K

MOMELLEHMNSIM, B
KOTOpbIX
npeanonaraetcs
ycTaHOBKa (MOHTaX)
MeLMLMHCKOrO
n3genns, a Takxe
TpeboBaHUs K
NMOAroTOBKe nnm
KBanMpukauum nuu,
OCYLLIECTB/IAOLLMX
yCTaHOBKY (MOHTax)
MeAMLNHCKOrOo
nsaenus (npwn
HaMunK)

11.  WNudopmauns
ans NpoBepPKM
NpaBuIbLHOCTA
YCTaHOBKM (MOHTaxa)
MeAMLNHCKOrOo
n3genns n ero
rOTOBHOCTU K
6esonacHoii
aKcnyaTaumm

a) CogepxaHue u
NepruoLNYHOCTb
TEXHUYECKOr0
06cny>KnBaHus,
BK/IlOYaA OUYMCTKY MU
Je3nHgeKLnio
MeAMLIMHCKOr0o
N3nenuns;

bone to begin dissection.
2. Use a light sweeping motion to continue removing bone.

Bur Removal
Bur removal is the reverse of installation.

User: Surgeon.

Not applicable.

For single patient use only. Do not re-use, re-process, or re-
sterilize this product. Re-use, re-processing or re-sterilization
may compromise the structural integrity of the device and/or
create a risk of contamination of the device, which could
result in patient injury, illness, or death.

Each bur is gamma-sterilized and is not intended for repeated
use. Do not attempt to re-sterilize.
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KOCTW, YTOGb! HayaTb AUCCEKLMIO.

2. Mpogomxkaiite yaanaTb KOCTb NerkuMmn
pa3MaLLlUCTbIMU ABUMXXEHUAMU.

YpaneHue 6opa
YpaneHne 6opa npou3BOAUTCA B NOpsAKe, 06paTHOM

YCTaHOBKEe.
Monb3oBarens: Bpay-xupypr.

He npvimeHumo.
MpegHasHauyeHo A1 WCNOMb30BaHUA TOMbKO Yy  O4HOrO
nayneHTa. 3anpeljaeTcs UCMoNb30BaTb, 06pabaTbiBaTb WU
CTEpPUNN30BaTb fAaHHOe Wu3genne MOBTOPHO. [OBTOpHOE
NCMOMb30BaHNWE, MOBTOpPHas 06paboTka WM NOBTOPHAas
CTEPUAN3ALMSA MOTYT HapyLWUTb CTPYKTYPHYHO LEOCTHOCTb
usgenns u/uam co3fgatb PUCK KOHTaMUHAULUWM U3LEeNns, 4TO
MOYKeT NPUBECTM K TpaBme, 60M1e3HN UM CMePTU NaumeHTa.

Kaxgplii 60p CTepuaM3oBaH ramMma-u3yvyeHMeM W He
npegHasHayeH A8 MOBTOPHOrO  WUCMonb3oBaHusA.  He
MbITaNTECh CTEPUNN30BATL NOBTOPHO.




6) MepeueHsb
npeaocTaBAeHHbIX
NPOU3BOANTENEM
(n3rotoBUTENEM)
MeLULIMHCKOr0
n3genuns CBefeHNiA,
KNHoYe, naponen
JocTyna, nporpamm,
HEeo6X0ANMbIX ans
MOHTaXa, Hanagkw,
aKcnyaTauum "
TEXHNYECKOr0
06CcNy>XnBaHms
MEeAMLNHCKOro
n3penus;

B) MepeyeHb
pacxogHbIX
mMaTepuanos
(KOMMNOHEHTOB,
peareHTOB), a TaKXxe
npoueaypy nx
NPUMEHEHNS n
3aMeHbl:

r HeobxoanmocTb
Ka/InbpoBKHU ons
obecneyeHuUs
Hafexalwemn n
6esonacHon  paboThl
MeANLIMHCKOrO0
usgenns B TeyeHue
CpOKa ero cnyxobl;

o) MeTofbl
CHMXeHUS PUCKOB,
CBSI3aHHbIX c
yCTaHOBKOIA,
KanmbpoBKOi
TEXHUYECKUM
ob6cny>KnBaHMeMm
MeANLMHCKOr0

nn

Not applicable.

Not applicable.

For single patient use only. Do not re-use, re-process, or re-
sterilize this product. Re-use, re-processing or re-sterilization
may compromise the structural integrity of the device and/or
create a risk of contamination of the device, which could
result in patient injury, illness, or death.

Each bur is gamma-sterilized and is not intended for repeated
use. Do not attempt to re-sterilize.

Not applicable.

Not applicable.
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He npumeHumo.

He npumeHumo.

MpefHasHauyeHoO [/ WCMOMb30BaHWSA TOMLKO Y OfHOrO
naumeHTa. 3anpelyaeTcd MCNonb3osatb, 06pabdatbiBaTb WM
CTEPUNIN30BaTb [aHHOE U3fenue MOBTOPHO. [1OBTOPHOe
MCNoMb30BaHMe, MOBTOpPHas 06paboTka WM  NOBTOPHas
cTepunu3aumna MOryT HapyLluTb CTPYKTYPHYIO LeOCTHOCTb
n3genua u/mnu cosfatb PUCK KOHTaMMHaUMW W3JeNnus, 4To
MOXET MPUBECTMN K TpaBMe, 60/1e3HM UM CMEPTU MaLMeHTa.
Kaxgplli 60p CTepunn3oBaH ramma-usnyyeHwem U He
npegHasHayeH 419  MOBTOPHOMO  MCNOMb30BaHuA. He
MbITalAiTeCh CTEPUIN30BATbL MNOBTOPHO.
He npumeHumo.

He npumeHnmo.



n3pennsa;
e) WHgpopmaumsa o

MOHTaXe,  Hanagke,
HacTpoWKe,
Ka/InbpoBKE W MHbIM
[encTBMAM,

Heo6XxoaMbIM ans
BBOAA MeAMLMHCKOI0

n3gfenus B
aKcrnlyatauuio n ero
npaBW/IbHOM
aKcnyaraumm
(NpumeHeHuUsA);

Bur Setup

7. Slide the bur over the drill, aligning the and

markers.

8. Turn the bur until the * markers on the bur are aligned

with the = markers on the drill.

9. Before connecting irrigation tubing to the bur, use the
Prime or Flush function on the IPC™ to ensure that the
tubing is full of irrigation solution.

10. Connect the irrigation system to the bur by pushing the
irrigation  tubing (1895522/IRD350, RC # ®C3
2008/02599) onto the irrigation barb.

. Irrigation Barb

11. Set the irrigation flow rate to at least 5 cc per minute.

Warning: Always connect the irrigation system to the bur
with a minimum setting of 5 cc per minute, before using
the bur.
12. Briefly run the motor with the bur installed, checking
for bur wobble or excessive vibration, and ensuring that
irrigation solution is flowing near the tip of the bur. If a
problem is observed, perform the corrective actions described
in the Troubleshooting section of these instructions.

Bur Operation

Warning:

e Always wuse irrigation during dissection.
irrigation may cause thermal necrosis.

« If you lose sight of the surgical site, discontinue use of the
handpiece.

Inadequate

3. Activate the motor and gently press the bur against the
bone to begin dissection.
4. Use a light sweeping motion to continue removing bone.

Bur Removal
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YcTaHoBKa 6opa

1 HageHbTe 60p Ha Apenb, COBMECTMB Mapkepbl A 1
v

2. MoeopaumBaiiTe 60p A0 TeX Nop, Moka MeTkn T Ha
60pe He COBMagyT C METKaMW B Ha penu.

3. lMepen noAcoesyHEHVWEM WPPUraLMOHHOW TPYyOKM K
6opy mcnosnb3yiiTe GyHKUMIo Prime nan Flush Ha IPC, 4T06bI
ybeanTbCd, 4YTO TpybKa 3anosHeHa pacTBOpoOM AN
nppurauum.

4. TloagcoegMHMTe CUCTEMY Mppurauum K 6opy, Haaes
Tpybky ana wuppuraumm (1895522 / IRD350, PY @C3
2008/02599) Ha 60poLKy Ana uppurauuu.

Bopogxa Ans uppuraguu.
X

5. YcTaHOBWTE CKOPOCTb MppUraumm Ha He MeHee 5 Ky®0.
CM B MUHYTY.
MpegynpexaeHue: Mepen ncnonb3oBaHneM 6opa Bcerga

noAkMovaiTe  MppPUrauMoHHYD  cucteMy K 6opy C
MWHMUMa/IbHON HACTPOMKOI CKOPOCTU 5 KyB. CM B MUHYTY.
6. Ha KopoTKOe BpemMsi 3amycTute ABuraTenb c

YCTAHOB/IEHHLIM GOPOM, MPOBEPUB €ro Ha npeaMmeT 6UeHNs
WK Ype3MepHoOli BUGpaumK, a TaKkxe y6eamuTeC, YTO pacTBop
AN MppuUraLum cTekaeT psAoM C HakoHeuHWKoM 6opa. Mpu

O06GHapy>XeHUM  Npo6femMbl  BbIMOAHWTE  [AEACTBMS MO
NCNpaB/ieHNIO,  OMUCaHHble B pasfenie  «YcTpaHeHue
HEMNonagoK» UHCTPYKLMIA.

Pa6oTa c 6opom

MpeoynpexxaeHue:

e Bo Bpems guccekumuM  Bcerga  MCMonb3yiTe

nppuraunio. HenpasuibHO MPOBEAEHHAs MppuUraums MoXxet
BbI3BaTb TEPMUYECKMNIA HEKPO3.

e Ecnu Bbl notepsete u3 BUAY OMepaLyoOHHOE Mone,
npeKpaTuTe UCMOoJb30BaHNe HAaKOHEYHMKA.

1. BkounTe gBuratesib M OCTOPOXHO MpYXMUTE 60p K
KOCTM, 4TOObI Ha4aTb AUCCEKLMIO.

2. MpogonxaiTte yAanaTh
pasMaLlUCTLIMU ABMKEHUAMU.

KOCTb Nnerknummn



X)  VHgopmaumsa o
nepeyHe  OCHOBHbIX
XapaKTepucTuK no
aKcnyaTaumm
(MpuMeHeHN10)
MeAMLIMHCKOr 0
n3genus,  ycnoBusM

TPaHCMOPTUPOBKU 1
XpaHeHus (Hanpumep,
Temnepartypa n
B/IXKHOCTb  BO34yXa.
OCBELLleHNe ”N  UHble
XapaKTepucTukm)

3) MepeyeHb
NPUMeHSIEMbIX
npounsBoaMTENeM
(n3roToBUTENEM)
MeLMLIMHCKOro
n3genus
HaLVOHaJTbHbIX
CTaH4apToB

12.  WHpopmaumsa o
CTEPUNIBHOM
COCTOSAHUN
MeNLNHCKOro
n3genus, meToge ero
cTepuavsaumm 1M 0

Bur removal is the reverse of installation.

Operating conditions:
Sterile Burs must function in temperatures ranging from 18°
to 30° C (65° to 85° F) temperature at the standard conditions
of hospital operating room environment, (humidity 10 - 80%,
pressure 700-1060 IcPa)

Storage Conditions:

Store with other sterile devices in normal operating room
temperatures in a dry place and in a manner that protects the
integrity of the package and the sterile barrier. Rotate
inventory so that device is used before the expiry date on the
package.

(Temperature +10° to 35° C Humidity 10 - 80%, Pressure
500-1060 kPa)

Transport Conditions:

Can be transported in temperature level -40 °C to +70 °C,
humidity levels 10-95%, atmospheric pressure 500-1000 kPa
and in a manner that protects the integrity of the package and
the sterile barrier.

Packed by the manufacturer products are transported by all
modes of transport in closed vehicles in accordance with the
rules of carriage of goods, operating in each mode of
transport.

Transnasal burs meet the requirements of a series of
international standards EN I1SO 10993, EN ISO 11137. A
complete list of international requirements is available upon
request.

1 This device is single-use.

2. Device is sterile.

3. Sterilized by Gamma Radiation.

4. Sterility Assurance Level (SAL) - 107

For single patient use only. Do not re-use, re-process, or re-
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YpaneHue 6opa
YpaneHne 6opa Mpon3BOAMTCS
YCTaHOBKE.
YcnoBua aKcnyataunm:
Bopbl f0/MKHBI UCnonb3oBaTLea npy Temneparype 18 —30 °C
B CTaHAapTHbIX YCNOBMUAX OMEpaLMoHHON  CTauuoHapa.
(BnaxHocTtb 10 - 80%, fasneHme 700-1060 KIla)

B Nopsigke, 06paTHOM

YcnoBuAa XpaHeHUs:

XpaHWTb C APYTUMW CTEPWIbHBIMU M3LENAMU B OObIYHbIX
YCNOBUSAX OMEpPaLMOHHOA B CyXOM MeCcTe W B MOpPAAKe,
06ecrneynBatoLLLeEM COXPaHHOCTb  LIEIOCTHOCTM  YMaKOBKM
cTepubHOro 6apbepa. ObecneynTs 060POT 3amacoB TaKuM
06pa3om, 4TOObI M34enMs WUCMOMb30BAIMCh A0 WCTEUYEHUs
CPOKa rO4HOCTW, YKa3aHHOrO Ha ynakoBke. (TemnepaTypa
+10°...+35° °C, BnaxHoctb 10 - 80%, pasneHune 500-1060
KIMa)

YCcnoBus TPaHCNOPTUPOBKN:

PaspeluaeTca TpaHCNOPTUPOBKa Mpu Temnepatype ot -40 °C
po +70 °C, c ypoBHem BnaxHoct 10-95%, npwm
aTtMoctepHoMm pasneHun 500-1000 kMa wn B nopsgke.
obecneymBaroLeM COXPAHHOCTb LIE/IOCTHOCTM YNAakoBKU U
CTEPUIIBHOTO Gapbepa.

WM3genns, ynakoBaHHble MPOM3BOAUTENEM, TPAHCMNOPTUPYIOT
BCEMW  BMAAMU  KPbITbIX  TPAHCMOPTHbLIX  CPEACTB B
COOTBETCTBUU c npasuniamm NnepeBO3Ku rpys3os.
JeliCTBYIOLLMMMN 415 KXKAO0r0 B TPaHCNopTa.

Bopbl TpaHCHa3anbHble OTBEYalOT TpeboBaHMAM  Cepuu
MexayHapofHbix ctaHgapTos EN ISO 10993, EN ISO 11137.
MonHbIl CMUCOK MeXAyHapOoaHbIX TpeboBaHWiA
npefocTas/seTcs no 3anpocy.

1 JaHHoe wu3fenve npeAHasHauyeHo [ OfHOKPaTHOro
NnpUMeHeHus.

2. N3genve aBnseTca CTepusibHbIM.

3. CTepunn3oBaHo C UCMO/b30BAHMEM FramMmma-u3yyeHus.

4, MVHUMaNbHBIA rapaHTMPOBaHHbIA YPOBEHb CTEPUILHOCTM
(ryc): 1o



rnopsiike [eicTBUN B

cnyyae  HapylueHuUs
CTepPUNbHOIA
YyNaKoBKM (ecnn
MeAMLMHCKOe n3faenue
noctas/sieTcs B
CTEPUIBHOM BUe)
nnu, ecnm
MeAMLMHCKOe 13aenme
nocTaB/isieTcs
HeCTepW/IbHbIM,
yKaszaHune Ha
HeobX04MMOCTb  €ro
cTepunnsaunmn  nepeg
NCMo/Ib30BaHNEM

13.  WHdopmauua o
nopsigke 06paboTKu
MeAULIMHCKOr 0
nigennsa  Ans
NMOBTOPHOTO
NCMo/1b30BaHMS,
BK/IOYAA  OYMCTKY
Le3nHheKUmIo,
YyNakoBKY U

ero

npw

sterilize this product. Re-use, re-processing or re-sterilization
may compromise the structural integrity of the device and/or
create a risk of contamination of the device, which could
result in patient injury, illness, or death.

Each bur is gamma-sterilized and is not intended for repeated
use. Do not attempt to re-sterilize.

See labeling:

Do not use if package is damaged

=y

If the single use symbol is on the device label then this device
is designed for single patient use only. Do not re-use,
reprocess, or resterilize this product. Reuse, reprocessing, or
resterilization may compromise the structural integrity of the
device and/or create a risk of contamination of the device,
which could result in patient injury, illness, or death.

STERILE R
Sterilized by Gamma Radiation

Not applicable.

For single patient use only. Do not re-use, re-process, or re-
sterilize this product. Re-use, re-processing or re-sterilization
may compromise the structural integrity of the device and/or
create a risk of contamination of the device, which could
result in patient injury, illness, or death.

Each bur is gamma-sterilized and is not intended for repeated
use. Do not attempt to re-sterilize.
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MpefHa3Ha4yeHO [Ans  WUCMOMb30BaHWS TONMbKO Y OfHOTO
naumeHTa. 3anpelyaeTcs WCMonb3oBaTb, 06pabaTtbiBaTb WM
CTepunM30BaTb fJaHHOe u3fenve MNOBTOpPHO. [loBTOpHOE
ncnonb30BaHMe, MOBTOpPHas 06paboTka WM MOBTOpHas
cTepuAn3aLms MOryT HapyLiMTb CTPYKTYPHYIO LeNOCTHOCTb
n3genua u/van cosfatb PUCK KOHTaMMHaUMW W3Lenus, 4To
MOXXET NPUBECTM K TpaBme, 60ME3HN UM CMepPTU NaLneHTa.
Kaxabli 60p CTepunM3oBaH ramma-usnyyeHMem U He
npefHasHayeH Ans  MOBTOPHOrO  MCMOMb30BaHWs.  He
MbITaliTeCb CTEPUIN30BATL MOBTOPHO.

CM. MapKuMpoBKY:

He wucnonb3yiiTe w3genve, ecniv ynakoBKa BCKpbITA WK
MoBPeXAeHa

Ecnn Ha MapKvpoBKe W3fenust ecTb CUMBON OZAHOPA30BOrO
UCMOMb30BaHMUs, TO 3TO YCTPOICTBO NpeAHa3HaueHO TO/bKO
ANs UCMONMb30BaHWS OOHMM NaUMeHTOM. He MCrnonb3yiiTe
MOBTOPHO, He o06pabGaTbiBaliTe U He CTepUnn3yinTe aTOT
npoaykKT MOBTOPHO. MoBTOpHOE CNO/b30BaHWe,
nepepaboTKa UM NOBTOPHAs CTEPUAM3ALMS MOTYT HapyLIUTb
CTPYKTYPHYIO LIENIOCTHOCTb U3Aenus W / Wan co3faTh PUCK
3arpssHEHNs U3AENNs, 4YTO MOXET MpUBECTU K TpaBMe,
6ONIE3HN WM CMEPTU NaLMEHTA.

STERILE

CTepuin3oBaHo raMma-usnyyeHnem

He npymeHuMmo.

MpefHa3HayeHO [AN18  MCMONb30BaHWA TOMBKO Y  OLHOrO
nauueHTa. 3anpeLlaeTcsa UCMonb3oBaTb, 0bpabaTbiBaTb WM
CTEpUNN30BaTb AaHHOE M34enve MNOBTOPHO. [oBTOpHOE
MCMONb30BaHMe, MNOBTOpPHas 06paboTka WAM MOBTOPHas
CTepUNuU3aLmMa MOryT HapyLWUTb CTPYKTYPHYH LeNoCTHOCTb
usgenns nvnnm cos3gatb PUCK KOHTaMMHaLUW U34enus, 4To
MOXeT MpUBECTU K TpaBMe, 601€3HM UK CMepPTX NauyeHTa.
Kaxablli  60p CTepunvM3oBaH ramMma-usslyqyeHvem U He



Heo6Xx04MMOCTN MEeTO[

NOBTOPHOM
cTepunmsauum  (ecnm
MeMLMHCKOe mn3genve
npegHasHa4yeHo  Ans
MHOropa3oBoro
NCNOo/Ib30BaHuS), a
Takxe KpuTepuu
HEMPUro4HOCTY
MeLNLMHCKOIO
n3genus ans
NPUMEHEHS;

14.  WNHdopmauus,
HeobxoAMMas ans
NaeHTUNKaunm
MeULMHCKMNX
n3nennin - ¢ Uenblo
nonyyeHns
6esonacHoii
KOMOMHaumn, 7
NHopmaLms 06
N3BECTHbIX
OrpaHnNYeHmnsX no
COBMECTHOMY
NCMOMb30BaHNIO
MeANLIMHCKNX
n3aennii (gns
MeANLMHCKNX
n3genui,
npegHasHaYeHHbIX
4N UCNONb30BaHUS
BMECTE C ApYrymmu
MeLULMHCKMU
nsgenuamm 1 (Mnn)
NPUHAANEXHOCTAMM)
15.  WHdopmaumsa o
npupoge, Tune, a
Takxe (npwm
HeobxoAMmocTn) 06
WHTEHCUBHOCTM n
pacnpefeneHum
N3N1yYeHuns

Transnasal burs are intended to be used for IPC Console (RC
# ®C3 2011/09133) and (or) with various approved electric
(Legend EHS (RC ®C3 2008/02599), Midas Rex MRS) and
(or) pneumatic (RC P3H 2017/6542) drill motors.

Do not use any parts other than Medtronic system components
as damage or substandard performance could result!

No ways of integrating with other medical products is known.

Radiation, electromagnetic and magnetic fields do not
interfere with the operation of the medical device.
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npegHasHaveH  AnAq MOBTOPHOro MCcnosib30BaHNA. He

MblTalATeCH cTepunnmsosatb MOBTOPHO.

Bopbl TpaHCHa3a/bHble NpefiHa3HaueHbl A5 UCMOob30BaHUS C
YHusepcanbHoit KoHconbto IPC (PY ®C3 2011/09133) wu
(unn) ¢ pasnMyHbIMKM - OLO6PEHHBIMU  3NIEKTPUYECKUMU
(Legend EHS (PY @C3 2008/02599), Midas Rex MR8) u
(nnn) nHeBmaTuyeckumu (PY P3H 2017/6542) moTopamu
apenu.

He ponyckaetcs  NpPUMEHEHWEe  Kakux-nnbo  Apyrux
KOMMOHEHTOB KPOME KOMMOHEHTOB CUCTeMbl «MeLTPOHUK»,
TaK KaKk 3TO MOXeT MNPUBECTUM K MOBPEXAEHUAM WM

HeHagnexaiemy  yHKLWOHMPOBaHUIO  060pyaoBaHus!
Kakue-nn6o  cnocoGbl ~ MHTETPUPOBaHWS € APYrUMU
MEAVLMHCKUMU U3AENNAMUN OTCYTCTBYHOT.

/

Pafmauus, 3NeKTPOMarHWTHblE W MarHUTHble MNOMS  He
OKa3blBalOT BO3/E/CTBME HA PaBOTy MEAULMHCKOIO M3aenus.



(3neKTpOMarHMTHOe,
NOHN3MPYIOLLIee,
MNHOE) MeLULMHCKOro
n3genMs un cnocobax
3alWmnThl

noTpebuTenei n
TPeETbUX  Any  OT
HenpeAHaMepPeHHOr o
N3ny4YeHns B
npotiecce
aKcnayaraumm
MeAULNHCKOro
n3aenns (ecnu

MeaULMHCKOe 13aenme
CO3/1aeT ONacHbIii Um

noTeHuuansHo
onacHbI YPOBEHb
U3Ny4eHus npu
MCMo/1b30BaHMM no
Ha3Ha4YeHUIO)

16. WHdopmaums o
Mepax
NpesoCTOPOXHOCTH,
npegnpvHUMaeMbIX B
cnyyae:

a) HeuncnpaBHOCTU

MeAMLMHCKOrOo
nsgenuns, cbost B €ero
paboTe nnn
OTKJ/IOHEHWIA B
(DYHKLMOHMpPOBaHUM
KoTopble MOryT
BNATb Ha
6e30nacHoOCTb
MegMLMHCKOrOo

n3aenns, B TOM 4mcne
onpezensieMbIx no
BHELLHUM
npusHakam;
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Issue

Upon inspection, bur
appears to be damaged
or defective.

Bur does not rotate or
does not cut bone when
pressure is applied.
Curved Bur has
excessive vibration or
wohble.

Irrigation solution does
not flow from the bur.

Solution
Remove and replace the defective
bur.

Make sure the bur is properly
installed.

. Inspect the bur head. Ifit
is visibly bent, replace the bur.

. Make sure the bur is
properly installed.

. Make sure that irrigation
tubing is properly connected to
the irrigation barb on the bur.

. Make sure that the
irrigation flow rate is set to the
minimum recommended value of

Mpobnema
Mpu ocmoTpe 6op

NN AeeKTHbIM.

bop He BpalyaeTca u He
paspesaeT KOCTb Mpu
MPUIOXEHUN AaBEHNS.

Y u3orHyToro 6opa
Habntofaetca n3bbITOYHas
BMGpaums nam bueHwe.

VippurayunoHHbIii pacTBop
He BbITEKAeT 13 bopa.

PeLueHne
Ypanute n 3aMeHnTe AetheKTHbINA
BbIFNSANT NOBPEXAEHHBIM 6Op.

Y6eamTech, 4To 60p YCTaHOB/EH
NpaBULHO.

OcmoTpuTe ronoBky 6opa.
Ecnu oHa 3ameTHO
NorHyTa, 3aMeHuTe 6op.
Ybéeputech, 4To 6op
YCTaHOBJIEH MPaBUbHO.
Y6eautech, 4to
MppuraLnoHHas Tpybka
NpaBUNLHO NOACOeAVHEHA
K MppUTaLOHHON
6opopke Ha 6ope.



6) BosgeiictBua Ha
(DYHKUMOHMpPOBaHME
MeANLMHCKOro
n3genms BHELLHNX
(hakTOpOB

CBSA3aHHbIX c
NPUMeHEHNEM
MegULMHCKOro
n3penns B
KOMOMHaLnm c
apyrumm
MeAULNHCKNMN
mgenuamm  un - (nnn)
o6opyaoBaHWeM, Wn
TaKux
npeacKasyemblX
thaKTopoB
BHELLHWe
3M1eKTPOMarH1UTHbIE
nons,
3fleKTpocTaTUyecKme
paspsgbl, U3nyYeHue
(3neKTpomarHMTHOE,
NOHM3MpYIoLLee,
WMHOEe), aTmocdepHoe
faBrneHne n ero
nepenagbl,
BNIaXKHOCTb n

KaK

5 cc per minute.

. Make sure irrigation

tubing is not bent or kinked.
Bur continues to Remove and replace the
malfunction. bur.

Call Customer Service.

» Do not use the device if the package is opened or damaged.

* Do not use excessive force to pry or push bone with the
attachment or tool during dissection. This could cause the tool
to break and cause injury to the patient or operating room
staff.

« Test for bur wobble (eccentricity) at the desired speed prior
to use. Select a new bur or reduce speed if wobble is observed
prior to use or during the procedure. Bur wobble may cause
patient injury.

 During procedures near nerves, keep bur and bur cannula
away from tissue to minimize the potential for thermal injury.

e For procedures near nerves, nerve monitoring should be
used to alert the user of the potential for injury.

 Inspect the bur for damage, prior to use. If damage is
observed, to do not use the bur.

Caution:

Do not use this device with the Legend EHS console (EC200)
or the Legend EHS irrigation system
(IRC100/IRC115/IRC230).
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Y6e[uTech, YTO CKOPOCTb
MppUraLroHHOro NoToKa
YCTaHOB/EHA Ha
MWUHMMaTbHOE
PEKOMEHAyeMoe 3Ha4YeHVe
5 KyBunyeckmx
CaHTUMETPOB B MUHYTY.
Y6eanuTtecs, 4To
nppuraumoHHas Tpybka
He COrHyTa 1 He
nepekpyyeHa.

CHMMMTE 1 3ameHuTe 6op.
Mo3BOHWTE B CYXOY
NoALEePKKN K/IMEHTOB.

He wcnonb3yiiTe u3genue, ecnu ymakoBKa OTKPbITa WM
NOBpPeXAeHa.

. He npunaraiite upe3mepHbIX YCUANIA, YTOObl NOAAETH
WKW NOATONKHYTb KOCTHYH0 TKaHb C MOMOLLbKO Hacafku wam
WHCTPYMEHTA BO BPEMS AMCCEKLMU. ITO MOXET NpUBECTU K
MO/IOMKE WHCTPYMEHTa UM TPaBMUPOBaHWI0 MauMeHTa Wi
nepcoHana onepawyioHHOIA.

. Mepen vcnonb3oBaHVeM MNpoBepbTe 60p Ha 6GueHwue
(3KCLIEHTPMCUTET) Ha >Kenaemoli ckopocTu. Ecnu  nepeg
MCMONb30BaHNEM WM BO BpeMsi Mpouesypbl HabnrogaeTcs
6ueHne, BbIGEPUTE HOBbI GOpP WAN YMEHbLUWTE CKOPOCTb.
BrieHne 6opa MOXET NPUBECTM K TPABMUPOBAHMIO MaLMeHTa.
. Bo Bpems npouesyp B6M3M  HEpPBOB fepxkuTe
KaHI0NI0 C MHCTPYMEHTOM BAaNnM OT TKaHei, UTobbl CBECTU K
MWUHUMYMY BEPOSTHOCTb TEPMUYECKOTO MOBPEXAEHMS.

. Mpn npouegypax B6AM3M HEPBOB HEOOXOAUMO
MCMO/b30BaTb MOHWTOPWMHI HEPBOB, UTOGLI MpeaynpeanTb
Nonb30BaTens 0 BO3MOXHOCTY TPaBMUPOBaHMS.

. Mepen vcnonb3oBaHWeM OCMOTPUTE 60p Ha nNpeameT
noBpexaeHuii. Mpu  0OHapy)XXeHWW  MOBPEXAEHUA  He
ncnonb3yiTe 6op.

Bop npofonkaeT fasatb
cboin.

BHumaHMe:

He wucnone3yiite 3To um3genve ¢ KoHconbto Legend EHS
(EC200) wnu wuppuraumoHHon cuctemoin Legend EHS
(IRC100/IRC115/1RC230).



TemnepaTypa
BO3/yXa;

B) Pucka Not applicable. He npumeHumo.
ANIEKTPOMArHNTHBbIX

nomex, cosgaBaeMbIxX

MeLULUHCKAM
n3fenvem Ans Apyrux
MeANLMHCKINX
n3aenni,
obopynoBaHus 7

CpeacTB  CBA3M  Mpu
NPOBeJEHNN N OLEHKe
pe3ynbTaToB
OVNarHOCTUKMN,
NIEYEHUS UAWN MIPU €ero
NPUMeHeHUN no
Ha3HauYeHuto
(Hanpumep,
3/1EKTPOMarHuTHOe
n3nyyeHme
MeLULMHCKOro
n3genus,
OKasblBaloLLee
B/IUSIHAE Ha ApYyroe
obopyfoBaHue);

17. MpegynpexgeH  Not applicable. He npumeHumo.
M n (uan) mepbl
NpeAoCcTOPOXHOCTH,
npeanpuHUMaemMble
notpebuTenem npuv
NPYIMEHEHNN
MeMLMHCKOrOo
nsgenns,
COAepXKaLLlero
NNeKapCTBEHHOE
CpeacTBo ans
MeMLMHCKOrO0
NPUMeHeHNS,
MaTepuas XUBOTHOIO
n (nnn)
YeI0BEYECKOr0
NPOUCXOXAEHNS,
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mMaTepuasnbl, KOTopble
ABNAKOTCS
KaHLepOreHHbIMMU,
MyTareHHbIMN
TOKCUYHbIMU,
BO3MOXKHOE
BbleneHne nm
BbIMbIBaHMe KOTOPbIX
npuBoanT K
ceHcmbunmsauunuy,
anIeEPrnyecKoi
peakuuu
oTpuLUaTesIbHO
BNANAET Ha
penpoAyKTUBHYIO
DYHKLNIO

18. lMpepynpexaeH
MW un (unn) wmepsl
NpesoCTOPOXHOCTMU,
npegnpuHNMaemMble
notpebutenem npu
yTuasaumm
MeAMLMHCKOro
n3genus,
NPUHaANEXHOCTER 1
pacxofHbIX
maTepuanos,
NCMOMb3yeMbIX
BMecTe C HuM (mpw
Hannumn), BKIKOYas
cBefeHus 06
NH(EeKLNOHHOMA,
MUKPOGHOIA,
3KO0M0rMYecKoi
thunsnyeckoii
onacHocTu
MeLMLMHCKOro
nsgenus

19.  WHdopmayms
06 o0b6cTOATENbLCTBAX,
npwu KOTOpPbIX
noTpebuTeNb  4O/MKEH

nn

nnn

nnn

Disposal must be carried out in accordance with the
regulations of the medical institution and the requirements for
the disposal of biological waste.

Waste of an unused medical device (due to damage to
packaging or expiration of the expiration date), in accordance
with SanPiN 2.1.3684-21, is classified as waste of class A.
Waste of the used medical device, in accordance with SanPiN
2.1.3684-21, is classified as waste of class B.

User: Surgeon.
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YTunmsaums LO/MKHA NPOU3BOAUTLCA B COOTBETCTBUM C
HOpMaTMBaMW MELULMHCKOIO YUpeXxKaeHus n Tpe6oBaHusMU
M0 YHUYTOXEHUIO BUONOrMYECKNX OTXOL0B.

OTx0fbl HEMCNo/b30BaHHOr0 MeAVUUHCKOro wusgenvs (B
CBA3N C MOBPeXAEHWEM YMakoBKU WAW UCTEYEHMEM CpoKa
rogHoctn), B cooTBeTcTBMM C CaHluH 2.1.3684-21,
OTHOCATCA K 0TX0faM Kracca A.

OTxofbl  UCMOMIb3YeMOro  MEeAWLMHCKOro  u3genus, B
cootBeTcTBUU ¢ CaHlunH 2.1.3684-21, OTHOCATCA K OTX04am
Knacca b.

Monb3oBaTens: Bpay-xupypr.



NMPOKOHCYbTUPOBATb

cA C MefULMHCKUM
paboTHMKOM

20. TMopagok n
YyCnoBUS  yTunamnsauum
nnm YHUUTOXEHUA
MeLMLMHCKOro
nspenns

21. Cpok rogHocTtu

22.  MapKupoBka

Disposal must be carried out in accordance with the
regulations of the medical institution and the requirements for
the disposal of biological waste.

Waste of an unused medical device (due to damage to
packaging or expiration of the expiration date), in accordance
with SanPiN 2.1.3684-21, is classified as waste of class A.
Waste of the used medical device, in accordance with SanPiN
2.1.3684-21, is classified as waste of class B.

4 years

1,5 years for TO40RFL, TO30RFL, TN30MFL, TN45RCD;

TN40RCD; TN30RCD: TN30MCD.
Caution: Federal law (USA) restricts
this device to sale by or on the order
of a physician.
If the single use symbol is on the
device label then this device is
designed for single patient use only.
Do not re-use, reprocess, or resterilize
this product. Reuse, reprocessing, or
resterilization may compromise the
structural integrity of the device
and/or create a risk of contamination
of the device, which could result in
patient injury, illness, or death.

Manufacturer
EC REP Authorized Represe_ntative in the
European Community
A Attention, see Instructions for Use
Consult Instructions for Use
T

Use By Date
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YTunusaumsa [O/MKHA NPOM3BOAUTLCA B COOTBETCTBUM C
HOpMaTVBaMn MEeAMLMHCKOTO YUpexeHns 1 TpeboBaHWsaMU
M0 YHUUTOXEHUNIO 61ONOTrMYECKUX OTXOLOB.

OTX04bl HeWcnonb30BaHHONO MeAMUMHCKOro wusgenuns (B
CBA3WM C MOBPeXAeHWeM YNaKOBKW WAN WUCTeYeHWeM CPoKa
rogHoctn), B cooTBetcTBUM ¢ CaHlnH  2.1.3684-21,
OTHOCATCA K OTX04am Knacca A.

OTxoAbl  MCMONb3YEMOrO0  MEAMUMHCKOro  u3fenus, B
cooTBetcTBMUN C CaHlMnH 2.1.3684-21. 0THOCATCA K O0TX04am
Knacca b.

4 ropa
15 roga gna TN4ORFL, TN30RFL, TO30MFL, TN45RCD;
TN40RCD; TN30RCD; TN30MCD.

CumBson Pacwungposka cumBona
| BHUMAHWE! ®epepasibHoe
I only 3aKOHOAaTeNbCTBO CLLIA paspeluaeT

NPOA&XY 3TOr0 YCTPONCTBA TOMLKO
MeAULUHCKUM paboTHMKaM Uan no
mx3akasy
Ecnn Ha MapKupoBKe 13genmns ecTb
CUMBON O4HOPA30BOro
MCNOMb30BaHNs, TO 3TO YCTPONCTBO
npegHasHa4YeHo TONbKO A5
MCNOMb30BaHNA OAHVM NMaLUEHTOM.
He ncnonb3yiTe NOBTOPHO, He
06pabaTblBaiTe N He CTEPUNU3YIITE
3TOT NPOAYKT NOBTOPHO. MOBTOPHOE
MCNonb30BaHue, nepepaboTka nnm
MOBTOPHas CTepUAM3aLMsa MOTyT
HapyLUUTb CTPYKTYPHYHO
LLeNOCTHOCTb M3genus u/ unm
€034aTb PUCK 3arpsA3HEHNA n3Lenus,
YTO MOXET MPUBECTU K TpaBMe,
60/1€3HM MM CMEPTYM NalMeHTa.
[Npounssogutens

®



23.

MapaHTUN

Catalog Number

Lot Number

LOT
STERILE R

(8)

CEl

Sterilized by Gamma Radiation

Do not use if package is damaged

Compliance with European Directive
93/42/EEC

A. This LIMITED WARRANTY provides assurance for the
customer who purchases a Trans-Nasal Skull Base Bur
(hereinafter the “Product”) that should the Product fail to
function to Medtronic Xomed’s published specifications prior
to the Product expiration date, Medtronic Xomed will either
replace, or issue a credit for the Product or any portion
thereof. This LIMITED WARRANTY is extended only to the
buyer purchasing the Product directly from Medtronic Xomed
or from its affiliate or its authorized distributor or
representative.

B. To qualify for this LIMITED WARRANTY, the following
conditions must be met:(lI) The Product must be used on or
before its “Use By” or “Use Before” date, if applicable.

(2) The Product must be used in accordance with its labeling
and may not be altered or subjected to misuse, abuse, accident
or improper handling.

(3) Medtronic Xomed must be notified in writing within thirty
(30) days following discovery of a defect.

(4) The Product must be returned to Medtronic Xomed within
thirty (30) days of Medtronic Xomed receiving notice as
provided for in (3) above.

(5) Upon examination of the Product by Medtronic Xomed,
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EC REP OdmumanbHbIA npegctaBuTens EC

A

BHMMaHwue, obpatuTech K
COMPOBOAMNTENLHOW AOKYMEHTaL M

Cnepyite MHCTPYKLMN MO
NPUMEHEHUIO
Mcnonb3osarb [0

Howmep no katanory

REF

LOT
STERILE R

Homep naptum

CTepvm M30BaHO ramma-un3nydyeHnem

He ucnonb3yinte nsgenue, ecnm
ynakoBKa BCKpbITa WM NMOBPeXAeHa

CootBeTcTBUE TpeboBaHUAM
EBponeiickoin gnpekTnebl 93/42/EEC

CE

A HacTosuwas OrPAHMNYEHHAA FAPAHTUA
o6ecrneynBaeT rapaHTUIO ANA KAWEeHTa, KOTOPbIA NpuobpeTaeT
TpaHcHasanbHbIn 60p (Aanee «MpoaykT»), yto ecnn MpoayKT
He  OyfeT  (PyHKUMOHMpOBaTb B  COOTBETCTBUM  C
ony6a1KoBaHHbIMU crneuupuKaunamm «MeaTpoHuK Kcomeny»
(Medtronic Xomed) [0 MCTeUYeHMS CpoKa TOLHOCTU
MpopykTa, «MenTpoHuk Kcomea» nubo 3ameHuT [poaykT
unu nbyto ero 4actb, MMB0 NPefoCTaBUT HA HEro Kpeawr.
HacToswas OrPAHNYEHHAA FAPAHTUA
pacnpocTpaHseTcs TO/IbKO Ha MOKynaTens, npuobpeTaroLero
MpoAyKT HenocpeacTBEHHO y «MeaTpoHuK Kcomeg» mbo y

ee  ahuAMpoBaHHOrO  nuUa  WAKM  aBTOPU30BAHHOIO
auctpubbloTopa NMbo npeacTaBuTens.

B. YUT00bI npeTeH40BaTb Ha JaHHY
OrPAHMYEHHYIO FTAPAHTUIO, [JOMKHBI 6bITb
BbIMO/HEHbI CNEAYHOLLME YCN0BUS:

(1) MpoayKT Heob6XxoAMMO WCMOMb30BaTb He MO03[Hee

fatbl  «lcnonb3oBatb» wnKM  «lcnonib3oBatb  A0», €Ciu
NPYMEHNMO.

2 MpofyKT JO/MKEH MCMOMb30BAaTLCA B COOTBETCTBUM C
npefHasHauYeHHbIM UCNO/b30BaHMEM, HE [OMYCKaeTca ero
U3MeHeHune nnu HenpasuibHOe 1CMonb30BaHue,



Medtronic Xomed shall have determined that: (i) the Product
was not altered by anyone other than Medtronic Xomed or its
authorized representative, (ii) the Product was not operated
under conditions other than normal use, and (iii) the
prescribed periodic maintenance and services have been
performed on the Product.

C. This LIMITED WARRANTY is limited to its express
terms. THIS LIMITED WARRANTY IS IN LIEU OF ALL
OTHER WARRANTIES, EXPRESSED OR IMPLIED
WHETHER STATUTORY OR OTHERWISE, INCLUDING
ANY IMPLIED WARRANTY OF MERCHANTABILITY
OR FITNESS FOR A PARTICULAR PURPOSE. In no event
shall Medtronic Xomed be liable for any consequential,
incidental, prospective or other similar damage resulting from
a defect, failure, or malfunction of the Product, whether a
claim for such damage is based upon the warranty, contract,
negligence or otherwise.

D. The exclusions and limitations set out above are not
intended to, and should not be construed so as to, contravene
mandatory provisions of applicable law. Users may benefit
from statutory warranty rights under legislation governing the
sale of consumer goods. If any part or term of this LIMITED
WARRANTY is held by any court of competent jurisdiction
to be illegal, unenforceable, or in conflict with applicable law,
the validity of the remaining portion of the LIMITED
WARRANTY shall not be affected, and all rights and
obligations shall be construed and enforced as if this
LIMITED WARRANTY did not contain the particular part or
term held to be invalid.
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HEeOCTOPOXHOe  ObpallieHWe, HecyaCTHble Cayyau  Wm
HenpasubHOE 06palLleHue.
3) KomnaHus «MegTpoHuk Kcomeg» posikHa 6biTb

yBeAOM/eHa B MUCbMeHHOW thopme B TedeHue 30 (TpuAaLatu)
[Hel nocne obHapy>xeHus aetekTa.

4) MpoAyKT HeobxoAuMMO BepHYTb B «MegTPOHUK
Kcomeg» B TeyeHue Tpuguatm (30) AHeli € MoOMeHTa
nony4yeHnss KomnaHunelin «MeaTpoHMK Kcomea» yBefOMEHNS,
KaK yKa3aHo B MyHKTe (3) BbllLe.

(5) Mocne  wuccnegoBaHua  [MpogykTa  KOMMaHueld
«MeaTpoHuk Kcomef» KomnaHus «MefaTpoHUK Kcomen»
ycTaHaBNMBaeT o0fHO w3 cnepytouwlero: (i) TpogykT He
PEMOHTMPOBANCA WAW  He W3MeHsANCA Kem-nnbo, Kpome
«MeatpoHnk  Kcomeg»  wam ee  YMNOJHOMOYEHHOr0O
npegcrasutens, (ii) TMpoAyKT He 3KcniyaTupoBaics B
YCNOBUAX, OT/INYHBIX OT HOPMa/IbHOr0 MCMOMb30BaHUA, U (iii)
ana - lpogykta  6blIO  BbIMO/HEHO npegnvcaHHoe
nepuoguyeckoe 06Cy>KMBaHWE U CepBuC.

C. HacToswasn OrPAHNYEHHAA FTAPAHTUNA
CBOAMTCA K MPAMO BblpaxeHHbIM ycnosuam. HACTOALLAA
OrPAHMYEHHAA TAPAHTUA 3AMEHAET BCE
OPYTUVE FAPAHTW, ABHbIE nn
MOAPA3YMEBAEMbIE, 3AKOHOJATEJIbHbBIE W/
VHbIE, BKJ/TIOYAA JHOBbIE TMOAPA3YMEBAEMbBIE
FAPAHTUM KOMMEPYECKOW LIEHHOCTW WU
MPUIrOAHOCTW AN OMNPEAE/NEHHOW LIEN. Hu npw
Kakux obcToATensctBax «MeatpoHuk Kcomen» He Hecet

OTBETCTBEHHOCTM 3a /11060  KOCBEHHbIN,  CNy4aiHbIi,
npegnonaraevblii  UAM  APYro  aHanorMyHbliA  yuiep6,
BOSHMKWWA B pesynbTaTe  Aedekta, OTkasa WM
HeucnpasHocTM  [lpofgyKTa,  He3aBMCMMO  OT  TOrO,

OCHOBbLIBAETCA /M MpPeTeH3Ms Mo Takomy yulepby Ha
rapaHTuu, [OOroBope, HEOPeXXHOCTM WM 0OOCHOBbIBAETCA
MHbIM 06pa3om.

D. 310)KeHHbIe BbILLE VMCKMOYEHWUS W OrpaHUYeHUs He
npegHasHayeHbl UM He  [O/DKHbI  TOMKOBATbCS  Kak
NpoTMBOpeYaLLne 0643aTe/IbHBIM MOMOXEHWAM MPUMEHUMOTO
3aKkoHogaTenbCcTBa. [1onb3oBaTeNn MOryT BOCMOJb30BATHCS
YCTaHOB/IEHHbIMW  3aKOHOM  FapaHTWiHbIMKW  MpaBaMy B
COOTBETCTBMM  C  3aKOHOAATENbCTBOM,  PErysmpyroLum
npofaxy NoTpebuTenbCKMX ToBapoB. Ecnm kakas-nn6o yacTb
nn ycnosue atoii OFTPAHUYEHHOW FAPAHTUW 6ypet
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NpM3HaHO /HO6bIM  CYAOM  KOMMETEHTHOW  HOPUCANKLMK
HE3aKOHHbIM, He  MMEHLWMM  WCKOBOM  CUMbl WK
NpPOTMBOpPeYaLLnM JeiicTBytoLLIEMY 3aKOHOAaTeNbCTBY,
[eACTBUTENbHOCTb OCTaBLLUEACA 4acTu OrPAHNYEHHON
FAPAHTUW He 3aTparmBaeTtcs, a Bce npaBa W 0643aHHOCTU
[OO/MKHbI TOMKOBATbCA W NPUMEHATLCA TakK, Kak ecin Obl
HacToAwaa ONPAHNYEHHAA TAPAHTNA He cogepxkana
YacTW WM YCNOBUSA, MPU3HAHHOTO HEAEeACTBUTEbHLIM.



«YTBEPXOAIO» / “APPROVE”

«MeaTpoHnK Kcomes, VIHK.»

(Medtronic Xomed, Inc.), CLLIA

[MpeKTOp Mo BONpocaM HOPMaTWMBHO-NPaBOBOM0
COOTBETCTBUS U KIIMHUYECKUM UCC/IE0BAHMNSIM
(Bon MocTb/position)

3aBapa YvH (Edward Chin)

(nma/name)

<nognucano>

(noanuce/signature)

23 Hosiops 2021 T.

«fleHb» Mecqy, (undpamu) / «day» month (numerals

«JKCMNyaTalunoHHas AOKYMeHTaLMsA» Ha MeAULMHCKOe 13fenne Ans nogaum B Poccuiickoi

depepaynn:

Bopbl TpaHCHa3anbHbIe B BApMaHTax UCMOIHEHUA

lMponssoauTensb:

«MepgTpoHuk Kcomepg NHK.» (Medtronic Xomed, Inc.) 6743 CayT-IoitHT [paiis HopT,

J>xakcoHBunn, ®nopunpa 32216, CLUA

Mpon3BOACTBEHHbIE MPEANPUATUS:

«MepaTpoHnk Kcomepg VHK.» (Medtronic Xomed, Inc.) 6743 Cayt-MoliHT Apaiis Hopr,

J>xakcoHsunn, ®nopunpa 32216, CLUA

MoanucaHo (MM yAOCTOBEPEHO) W MOATBEPXAEHO B MoeM NpucyTcTBUMO COBCTBEHHOPYUHO
NN B Qopme HOTapuanbHOro OHMailH-3aBepeHusi 23 HosA6ps 2021 roga SA4BAPLOM

YNHOM (EDWARD CHIN).

<nopnucaHo=>

(OuuymanbHas noAnNUCL HoTapuyca)

<nognucaHo=>

(PNO HoTapuyca nevatHbIMU BYKBaMM)

JlnyHocTe nmognucaHTa MHe m3BectHa 0 WJIA ycTaHOB/ieHA Ha OCHOBaHWW YAO0CTOBEPEHUA

nnyHocTtull

Twun npefocTaBNeHHOr0 YA0CTOBEPEHNA NMUYHOCTU

<WTamn: OHNTAWN U ®OPA (ONITAY E FORD)

HoTapuyc wTtata ®nopuga

NnueHsuna Ne 178514

CpoK geiicTBUa MOUX NMOTHOMOYMIA UcTekaeT 2 HOS6psA 2025 roga

MpoteccnmoHanbHas 0TBETCTBEHHOCTb 3acTpaxoBaHa yepe3 Cnyx6y rocyjapcTBeHHbIX HOTapuycoB>

MepeBof C aHTNIACKOTO N3blKa Ha PYCCKUI S3blK BbIMOMHEH MEepeBOAUYMKOM WICKYCHbIX

Amuntpnem AnekcaHgpoBuyem

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



Poccuiickan Peaepauusn
Jopoa Mocksa
Apaanats werséproro Aexabpa ABe THICAYH ABRAUATE NEPBOro rogs

S, lankopa Enenma Huxonaesna, BpeMEHHO HCHONHMOWMAA OCA33HHOCTH HOTApHYCa
Cunopora Kupunna EsreHbesuva ropoga MOCKBHE, CBHAETENLCTBYIC NOMIHHHOCTD MOANHCH
nepesoaanka UckycHeix JIMuTpus ANleKCaHAPOBHYA.

HOJII'IHOB CACIaHA B MOEM IIPHCYTCTBHH.
JIM4YHOCTE NOANKNCABIIEro JOKYMEHT YCTAHOBIICHA.
3aperucTpuporaHo B peectpe: Ne 77/519-1/77-2021-168-1647.

Ynnadeno 3a copeplileHHe HoTapnanbHoro aelictaus: 400 py6. 00 xom.

ITpowHypoBano, NPOHYMEPOBAHO K

AT it A
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