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O71aen obcnyxmuBaumA KNNeHTOB

OSpatnecs K Toprosomy npeacrastenc Madtronic Naurcsurgery nam nossouwre:

Tpynna cepancioro oScaymnsauna Medtronic Neurosurgery

{800) 335-9557 wbo (817) 788-0440

RS.DFWrepairs@medtroniccom

3a npenenamm CLUA ofpamaiitect X pernonansHony AMCTpnGenTopy Medtronic wm Toprosowmy npeactassrenc Medtronic Newrosurgery.

To obtain a copy of this manual in your local language contact your local Medtronic representative or go to manuals.medtronic.com.

BG 3a a NonyuwUTE eKISMNAAP OT TOB3 PLKOBOACTEO Ha BalIMA 23K, MOKETE 43 C& CBBIMKETE C MECTHUR NpeaCcTaBNnTen Ha Medtronic unu
Aa noceTuTe manuals.medtronic.com,

€S Mite-li zdjermn o kopii této pirucky ve svém jazyce, kontaktujte mistndho zdstupce spolednosti Medtronic nebo navitivte webowé

strinky manuals.medtronic.com.

Du kan fa en kopi af denne vejledning pd dit sprog ved at kontakte den lokale Medtronic-repraesentant elfer ga til manuals medtronic.com.

Eine Kople dieses Handbuchs in der jeweiligen Landessprache kann vom Srifichen Medtronic-Vertreter angefordert oder unter

manuals.medtronic.com bezogen werden.

Na va Adfete avitypago Tou Tapdvrog eyxeipeSion oty TomKl 0ac YMIOO0, ENKOIVWWITOTE LE Tov Torkd avampdowno T Medtronic

¢} emoxegOeive TV wrooeMiSa manuals.medtronic.com.

Para obtener una copia de este manual en su idioma local, pdngase en contacto con su representante local de Medtronic o visite

manuals.medtronic.com.

T Votke dhendust oma ettevitte Medtroni esindajaga vbi killastage veebisaiti manuals.medtronic.com, et hankida juhendist koopla
kohalikus keeles,

Fl  Jos haluat tdmiin kdyttSoppaan omalla kieleltsi, ota yhieys paikaliseen Medironicin edustajaan tal siirry osoitteeseen manuals.medtronic.oom.
FR Pour obtenir un exemplaire de ¢ce manuel dans votre langue, veuillez contacter votre représentant Medtronic focal ou visiter la page

]

manuals.medtronic.com.

HR Da biste dobili koplju ovog priruénika na svom jeziku, obratite se lokalnom zastupniku tvrtke Medtronic lll posjetite web-mjesto
manuals.medtroni.com.

HU Ha szeretne egy sajit nyelvi példanytajelen kézikdnyvbdl, vegye fel a knpcsolatota Medtronic helyi képviseletével, vagy litogasson el
a manuals.medtronic.com weboldalra

IT Per ottenere una copla del presente manuale nella lingua locale, contattare il rappresentante Medtroni dl zona o vistare la pagina
manuals.medtronic.com.

LT Norédami gaut Sio vadovo kopija vietos kalba, susisiekite su vietiniu ,Medtronic® atstovu arba apsilankykite adresu manuals.medtronic.com.

LV Lai sspnemtu 3Is rokasgramatas eksemplaru Jitsu valoda, sazinleties ar savu vietdjo Medtronic parstavi val apmekigjiet vietnd
manuals.medtronic.com,

MK 3a na foSuere Konuja of 080) NPUPAYHUK HA BALMOT NIOKANEH JASHK, KOHTAKTHPaJTE CO BALLMOT NOKANeH NPETCTABKNK Ha Medtronic
UAK NOJASTE HA lc.com.

NL memWWmmdwwmmmmwnmmw
nuw taal,

NO Dukan f3 et eksemplar av denne handboken pa ditt sprik ved 4 kontakte din lokale Medtronic-representant elier ga til manuals.medtronic.oom,

PL Aby uzyska¢ egzemplarz niniejszego podrecanika w wybranym jezyky, nalety skontaktowad sie z lokalnym przedstawiclelem firmy
Medtronic lub odwiedzi¢ strone manualsanadtronic.com.

r I-BR Para obter uma cédpia deste manual em seu idioma local, entre em contato com o representante local da Medtronlc ou acesse
manuals.medtronic.com.

PT-PT Para obter uma copia deste manual no seu idioma kocal, contacte o seu representante local Medtronic ou visite manuals.medtronic.com.

RO Pentru a obine o copie a acestui manual In limba locald, contactati reprezentantul local Medtronic sau accesati manuals.medtronic.com.

RU inA nonyweHnA 3K3eMUIRPa 3TOMO PYKOBOACTEA HA BaWeM AIbIKE 0GPATHTECH K MECTHOMY npeacTaBuTen Medtronic uni nocerure
CaT manuals.medironic.com.

SK Ak cheete ziskat képiu tejto priru€ky vo vasom miestnom jazyku, kontaktujte miestneho 2dstupcu spolo&nosti Medtronic alebo
navitivte stranku manuals.medtronic.com,

SL (e 2elite izvod tega prirodnika v svojem jeziky, se obmite na lokalnega predstavnika za Medtronic ali pa ga poiitite na spletnem mestu
manuals.medtronic.com.

SR Da biste dobili kopiju ovog prirsenika za korisnike na svom jezilay, kontaktirajte lokalno predstavniitvo kompanije Medtronic #i posetite
lokaciju manusts.medtronic.com.

SV Foratt erhdlia en kopia av denna handbok pa ditt sprisk kontaldar du din lokala representant fr Medtronic eller gar titl manualsmadtronic.com.

TR Bukilavuzun kendi diliniade bir kopyasww almak iin, bbigenizdeld Medtronic temsiicinize bagvurun veya manuals.medtronic.com adresine gidin,

UK Uo6 otpuMaTi KONIo LbOro NOCHHHUKA BMUOIO MICUEBOI0 MOBOIO, 38'XiThen 31 caoiM Miciteaum npeacTasHukom Medtronic abo
sinaigaiire seb-cait manuals.medtronlc.com.

Jlanee yxa3an TOBAPHLIR IHAK HAK 3BPErNCTPIPOSAHHBIA TOBIPHMIA 3HAK, NPHHARNEKAWMH xomnaxun Medtronic, Inc, B CLIA » Apyrvx crpanax:
IPC™, Midas Rex™ u MRE™, Bce Npoune TOBAPHIE 3HAKK, IHAKN OGCAYIKMBIHANA, 3APEFUCTPAPOSIHHLIE TOBADHDIE SHAKW WW 3aPErICTPUPOBAHHbIE
IKAKN 0BCHYXMBAHUR ABNAKTCA COBCTREHHOCTLIO MX COOTBRTCTEYIOWMX Iaaentiies B CLUIA ¥ ApyrvX CTpaNax.
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Copepxxanune
Cnosapb TepmuHos

Obuan nH$opMamn
MOKa33HUA K NPUMEHERMIO

Onucanume cncremn ENT MRS™

HAewravens ENT MRE™

Hacagxw ENT MRg™

Bope: ENT mas™
MporusonoxasaHua

NpeaynpexasHna

Cncrema

Kabenn cucremet
KOMIOHENTI ORHOKDATHOTO NPAMEHEHWUA M 6opbi

Npenocrepexexna

Hacwpoiixa IPC™

MNoaxniouesme x IPC
Obuapyxerne nomne IPC™

Inemente ynpaenerus IPC™ 1a CeHCOPHOM 3xpane

Cropocre

Wppnrauwn
Ycxopenue U 3amennenme

Bpawetme (penume: FWD v REV)

Aswrarens ENT MRa™

MHOTO Y HKUMOHANDHBIE MOAYNb HOXHOSO YRpaBneHna
TexHUUECKHe XaPaKTePHCTUKK

oL rbhbwadbbrbw NN o Lo o

PYKOBOACTED W REKNAPALMA NPONSBOAUTENA — INEKTROGEIONACHOCTL B OTHOWEHIWM IMC
{3nexTpoMarHnTHaN COBMECTUMOCTL)

AeAcTeyoume CTaHAIPTH ANA MNAKTPUUHECKHX CHCTEM

HacTo 1. INeKTPOMATHMTHAA NOMEXOYCTORMUBOCTE
Hacrs 1. InexTpomarHuTHoe nanyueHne

- 3R RN N

PexomeHgyeMbie 3HAYEHUA NPOCTPIHCTBEHHONO PASHOCE MEKAY NOPTITHBHLIMK W NOABIKHLIMH PARMOYACTOTHLIMK
CpencTsas CBA3N W CHCTEMON ENT MRS™

YacTb 2. PYKOBOACTEO W AEKNaPaLMA NPONIBOMUTENH — INEKTPOMATHNTHAA NOMEXOYCTONYNBOCTD
Bopw ENT MRE™

Ycrasosxa

Hometiknatypa 6opa.

Hacagsm ENT MR3™

NpAmbie Hacapku

YrnoBie Hacanxy

Mpameie 1 YINoBbe HACAAKK C NEPEMEHHOA ANWHOR BBICTYNAICUISH HACTH

Komnaext MppuraLmoHHbIX TPy SoK
HAononHurentHbie NPUHIANERHOCTH CHCTEMBE: KOMIOHEHTBI OfIHOKPATHOTO NPUMEHEHNA

Yucrrume wevkn

AonoasuTenbHbe NPWHAVIEMHOCTH CHCTEMBI: KOMITOHEHTH! MHOTOKPATHOTO NMPHMEHEHNA

NoTkn ana miCTpyMeHTos
MHeCTrue CTEPMAINIAUNOHHBIE KOHTEANEPB

HHcTpyxumn no noeTopoi oSpatotke cncremel ENT MRE™

NipeaynpexaeHna u NPeOCTepemeHUn

OrpaHnyEHKA Ha NOBTOPHYIC ofpatoTky

Ha mecre ucnonb3opanun

XpaHenme 1 TPAHCNOPTHPOBKA

MoAroTOBXa K ABTOMATUIAPO-BAHHON OUNCTKE

ABTOMATUINPO-BAKHAR OMMCTKA
Pyunan c4WCTKa

Aeamderamn

Oywka

Toxnueckoe obCny)KUBaHKE, OCMOTP W NPOBEPKa
Ynakoexa
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fswrarenc ENT MR8™ 26
Hacapxu ENT MRS™ unu Teneckonuueckne Tpyoku 26
Boput ENT MRg™ 27
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Crmsonu 28
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BoiCOKDIROPOCTHAN CHCTEMA Cuaphannn ENT MRa™

Cnosapb TepMuHOS

B NaHHOM PYKOSORCTES MOTYT MCTIONBIOBATLCA CREAYIIIME CNOBA M CORPALIEHRA;

FCU MOy HOXHOTO YNPABNENHA

FWD Bnepen — spaljeHite NO MACOBOH CTPAME

rc™ Integrated Power Console (OSvenqumanibil TynsT YIDAENEHKHA ANEKTPONPHEOGIMN)
ENT mRa™ Cucrema Midas Rex gna oTonapuHrononm, 8-2 nokoneswe

REV Ha3ag ~ BpaljeHne NPOTHS Y2COBOH CTPENKN

Ob6wan undpopmauun

Nepea ucnonbsosanyes cucTemsd ENT MRE™ CeflyeT NPovecTt U YCROWTL COZEPWIHNE HaCTOALErD PyxosofcTaa, Cctema ENT MRS™ npeaHasHauera gnn
HCNONL30RHNA MEIMUWHCKNMI PASOTHIGIMM, KOTOPHIE YMEIOT OGDALIITLCA C NPHBOANGIMM XMPYPIHYECKHMIN MHCTRYMAHTAMM, XHUPYR! 0GASEN NIYIUTL METORWKY,
NPHMEHASMBE OPH PAGOTE C CHCTEMON, NOTKONBIY 88 HENPABWILHOR HCMONLIOBIHHE MONET HIHECTH BPRR INOPOBLIO, XHPYRIY N CTIEUNAIMSHPOBIHOMY
MEPCOHANY ONEPALMORHON HACTORTENBHO PRKOMEHAYETCR OGYYHTEM olipalennio ¢ OGOpyAORIHMEM HA NpaxTHymax Medtronic Midas Rex™ uaw y moBoro us
MECTHHX YTIONHOMCOMEHHHX NpeacTaBHTeNneR.

MoxazaHua X NPRMEHEHNIO

Cucrema coapnaninn Madtronic ENT MRS™ NPEAHASHIUEHI QIR PACCRUEHHA/DASDEIMNA, YOAIRHIA, CARPARHNA H DACTIMAUBANIAA MATKIX, TESDALIX B KOCTHENX TRANER,
A Takxe GHOMATEPUANOS §O BDEMA HEAPOXNPYPTHUECKNX {MAPENHBIX H YEPENHO-MALEBNX, BXTIOVEA KPAHHIOTOMIIO), OTONAPUHroRtorudeckmnx (ENT) u ueniocTHo-
MLEBLOC BMENATENBCTS,

Onncanne cucrembl ENT MRES™

Aswuratene ENT Mes™
INEXTPOABUTATENL OGRCTIEUNBALT INEKTPONNTIHINE CHENHBIX OAHOPIIOBLIX GOPOR. BAArOSaPA CTAHAIPTHOMY GLICTPOPATHEMHOMY COBAMNENHIO ¢ PHNCMIMEN
REVFETEAL MOXET NPUMEHNTLCA C WNPOKIM HAGODOM HACAIOK U Bopas,

Hacapxu ENT mRe™
Hacafiku ApegHAateHbl v 3AKDRIVIRHHA XUPYPIMUecKin 6opos Ha IeHaTene H oSeCNEWSRICT UX NOAALHKKY W CTASUAMIAUMIO BO BPAMA PAMTMYHNX
XHPYPIHNECKNX BMEWATSNLCTE. HACANKN SbIBa0T C 0GLINHOR (NPAMBIE 1 YIIOBHIE) W NEPEMEHHOR ANNIDR BHICTYNAWEH YacTH (npaMbie 1 yrnoane).

Bopet ENT MRs™
Bopul NPegHAINAENB ANA HCCONEHNN MATKMX, TREPALX 1@ KDCTHLIX TRAKESH, 3 TRKKE SHOMETEPWANION ¥ METAIINOS BO BPREMA PASIRYHDIX XIUPYPIRYECKHX
SMEWATENLCTE. Boptl SHIAMOT PaHORN ANWHN,

MNporTuesonoxasanun
Orcyrcreywor.

MpegynpexaeHnn

cTeMd
PaboTaiouremy ¢ cHCTeMOR ENT MRS™ XHDRYPTY HEOGXO4HMO OIHIKOMMTLCA C AAHHOR BHCTRYIAINER 0 PIMSHEHNIO0, PYKOBORCTEOM floAvIosstens IPC™
W COARPKAUMMNCA § HHX MEPIMI NPRACCTOROKHOCTY, NPOLRAYPIMH M CBEASHHAMAY O Sa3onacHocTH.
Cucremy ENT MAS™ 1 cBA3ANHO® C Helt 0GOPYROBAHIE AOMNKHDI WCIONLIOBATH TOALKO KBARWGHLNPOSARHLIE MEAHLUHCKIWE PAGOTHIKK, NpowewKe
BCUCTOPONHEE OGYHRHNE W IMEICUINE OTIMT BLINOMHEHIA CNEPALMI C HCNONLIOSANKEM XWPYPTHIRCKNX cuctem Maedtronic,

{10 1 NOCHE UCNOABSOBARKA CNARYET GOMATHNBATEH KOMNOHEHTH HA NPEAMET ROBPANAeHAR. § cnyuae oBHAPYKEHIRA NOBPENACHHA SANPENIETCA

HCNONL30B3TH BHLRANMA W3 CTPOA XOMITOHENHT, NOKA OH He GYALT OTPEMOHTHROBH KoMnaued Madironic nnw sameveH.

Bo nafi@xaHne TepMONEKPOIA NPN PACTEVLHIN OOACTIEULTS HANMENXAUIYIO MDPHIALMI.

Ha ucnonuayiTe NeperpeToR YCTPOACTEO, MOCKOALKY 3TO MONET MPHBECTH K TEPMWVSCKOMY ONOTY AUWEHTSE RNV XUPYPTa.

HUHTeHMBHOIE GOKOBLIE HIFPY3KI WM ANNTENLHOE GYHKLUMOHNDOBINIE MOTYT NPHIECTH K NEPErpesy YCTROHCTEA.

W62 B0 apEMA ONEPALMN IATREWACTCA KAACTL NEPETPLBWWRCA ABHIATENL HA NAUMEHTA WIN NPOCTRHIO.

W5b Mpexpatwre paGoTy K AARTE OCTHITH ABMFATENNK, UCTIONDLIYA 610 B NPEPHIBHCTOM DEXIME, WK 0GEDHUTE ABHIATEAL/MECTO KPRNREHNN HACAAKN
BAANMHBIM CTELWRHEIM NONOTEHIEM,

W6c  [pu nepenaue ASHFATENA K3 PYK B PYKM NPRHIMAIUIKE A0IKeH SPATLCA 32 NPOXCHMANLHBIN KONEL, pALOM ¢ kalienem geurarend,

W7 Bo spema onepaunie 33NPEWAETCA € HINMWHIM YCHIHEM NORARBATD WM TONKATE KOCTb € ROMOLLBIO HACAAXV AN GoPa ANA PACCeMen,

WE  PaspeiuaeTcA NCNONBIOBATE TONLKO GOPLL, CNAUMBALIG IPEAHRIHINEHH DR LNNA SAHHOR CHCETOMDI CBSPNIEHKA, HEOTXOMN0 CPABHNTD HOMEHKNATYPY HA

w3

£g

§3% 8 §

ynaxosxe Sopa ENT MR3™ C HOMeHKNATYPOI Hacanku ENT MRS™,
3anpewreTca NCNoNbIOBETL CHCTeMY ENT MRE™ Ges Hagnexaltefi OUNCTKN W CTEPHANIMWN,

WIC Tlepen XpaHEHINEM HYNHO0 NPOCTEPHANSOBATL H BHICYWINTS YCTPORCTE0 MHOTOKPITHOID NpMMeHEUa, CROSRPEMEHHAR CTEDHIMSAUMA CHIDKAET
BAPORTHOCTD ARPEKPRCTHONO 3apaNeHna, Nocne KaaoR NPaleaYPb A0MKHEM 05PAIOM NPOBGAUTE CYHCTIY U CTEPIINASAIHIO BCEX KOMITOHENTOR CUCTRML!
MHOTOXKPETHOMD NRMMENSHUA.

W11 Bce paboTu NO TEXHINECKOMY 0BCAYIMBIHNIO AOMIKHLI BLNONNATHCA TONLKD KBANNGUUMPOBIHHMMHN CNEMANNCTAMK KOPNOPaLMKH Medtronic

W12 (Tph nononb3IoBaxHK BPANIAINMXCH AONOAHKTENBHIX NPHHASNEKHOCTEA C NPHAGROM CNBAYET NPUGLraTS K AKIYANMIALMN, B TOM MHCA® K CPefICTRAM
$opMuUpORANUA NZCOPINRHNR (HANPHMED, PEHTIEHOCKONHN, FHAOBHALOXIDYPIHN), MTDH NOTERE BU3YANKIAUMY OTIEPIUNCNHOTD NORA PROOTY ¢ NPUBORHLMAI
WHETDYMENTaMH HeoBX0AWMO NpepsaTL.

Wi3 3anpewprerch CHEMATL GOp ANit HACAAXY 90 BPEMA PAGOTH SRWATEIA, & TAIOKE § CITYHAR NEPRTPERA ABWIATENA WM HACAAKH, NOCKOALKY ITO YPERaTo
NOMYUEHAEM PBAHDIX PAN OT ABIKYLMECA DETAEH WK NEPEHOCOM GONEIHETBOPHIX OPFAHUIMOB YEPE3 NOPBAHINYIC NEPYATKY,
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BicoxocKopoCTHRA CHCTEMS CRapRenns ENT mrs™

wi4
wis
w16
w7
wis
w9
w20

w21

w33

He norpymailte KOMNOHEHTH CHCTEMb B IHAKOCTY, £CAH ITOTS HE TPRGYICT NPOUSAYPH: OWHCTKN, NPHESAEHHLIC B AAHNON MHCTPYKUWH NO NDHMEHE NG,
Moxa wacagxy we 2a8n0xHPYIOT, AsHraTens ENT MRS™ e Syfiet paborats,

3anpenipeTcn MOANMRIMPOBATL KBMHE-TNGO KOMOIOHEHTS CUCTEMbE; B NPOTHBHOM CAYHAE &¢ PATOUNE XAPSKTEPHCTISN MOTYT YXYAULMTLCR,

3anpewiaeTcs HONONL3IORATE CvcTeny ENT MRB™, ecnit AsnraTent He NPExpauaeT palioTy NOCNe OFNYCKAHNA HOMHOR NEAANK

aNPELAETCR KACTD ARKIATEND, HACAAKY KK GOP HE NBUMANTS WIN HESTOAFOTORNMHHOE MECTO DO BPEMA XUPYPTHWECKOR ONOPaLIAA,

3NPeweTCH NPHMEHATD TAKUE COUETANMA HACATKN H G0PA, NP KITOPLIX SOP NNOXD QEPWTLH & KACAAKE TG0 HAGNKAIETCR upeamepitan Bulipauma,
SanpewipeTca sanycKate Asiravent ENT MRE™ HenocpeacTEeHNO noche oSpalioTsm 6 aBToKNABE, MTocne NAPCeOH CTepNAKINIM Haolxogwmo JaTL
YCTPORCTRAM OCTHIT B TEYEHUE ROCTATONHOMD BPAMEHN,

Mepeg NCSTOPHLA NCNOALIOBAHWEM NPOBephTe paborocnocoliocTe:

W2la  OcmoTpiTe KaGeNK HA NPAAMET OTCYTCTAUR TPEUIMK, CNER0E WIHOLA WK KOPPOIML

W2ib (pomepeTe BHEWHAR 1 HACAROK. YCTRROBKTR HACARKY W 60D, & 3ATEM EMINOMHNTE JANYCK ASMIATENA HA KOPOTIO® BPEMA,

W2ic  MpobepiTe, HE NEPErPLBILTCA M ASHIRTEND.

W2td (posepuTe, He NEPErPESAETOR NN HACARKA.

W2te [liposapara, HagexHo /M 3axpenneh Sop.

W2i  Tposepere pazbembt Kabenedt Ha HATIIVINE NOTHYTHIX WK OTCYTCTBYIOLINK WTHIDLKOS.

He erocuTe asnratens ENT MRE™ B MENHNTHME NOMA, KANHUAMED B NOAR MATHUTHLX CANGETOK M MPT-0G0pYROBAHKA, YTOGRM NPEROTEPATHTL CRyvaioe
BIUNCHEHNE NANTATENR.

Cucrona ENT MRI™ CooTeeTCTRY T TPeGoBaHtAM cCTaHiapTa SazonacHocTn IEC/EN 6050141-2, pan. 3.0 » peag. 4.0, onecuieaouero Tpelosanua

K 2eKTPOMAIHNTHOR COBMECTMMOCTH (IMC) n ee waematin. Ho ecrniu faHHoe 06OPYA0REHWE FXCTITYRTUPYETCN B NPUCYTCTEWN ANBKTPOMATHWTHLX NOMEX
(BMIN} BEICOIDID YPOBHA WK BHKOKOVYSCTRUTRALHOTO OGOPYROBANKA, SOIMONKHO DOIHIKHOBEHWE NOMEX, I HEOGXOMMO NPEANPHHATD BOE HeoGxoanMbie
MEDH 110 YMEHLWRHWIC MOMEX WK YCTPAHEHUIO X HCTONHNKE. YXYAWEHWE TEXHHIRCKHX XSPAKTEPUCTMK MOWKET YESAWUNTE QNIA HBLAEHTA SDEMA OMIEPILYMNM,
NPOBOAMMON N0 HAPKOIOM,

L e HCKOr o IBXKTROOSOPYRO0SAHIA TPESYIOTCA 0COGbIE MEPHl NPEAOCTOPCIKHOCTH B OTHOLLIEHWUW MIRKTPOMIIHITHOR COBMECTUMOCTH. Ero Heolixanumo
m;nunm:mnamwmtwm WHHOPMALI 05 INKTPOMIHATHON COBMECTIMOCTN, CORBPIAILCHCA B HCTPYKLINK RO NPAMEHEHING
ABHHONW cucTeMm

Ha paboTy MEALIMHCKOTO NEKTROGGOPYACEIHIA MOTYT SAMATL NOPTATHEHLIE N NOAUIKHNE PAAHONICTOTHHIE CPEACTEA CBAIN,

Pa3pEWIETCA HCNONLIOBBYE TONLKS ATNONHUTENEHME NPUHALNMKROCTH, YKRAIAHNNE M NPORABAEMLIE KOMNANKEH Medironic. B NPOTMENOM CNYUAE BOSMONHO
MOBRILEHIE HANYYEHNA N CHINKEHHE YCTORUMSOCTI AANHOMO YCTPOHCTEA K BNEKTROMATHHTHBIM NOMEXAM.

3aNPeutaeTCA HCNONBICBATL ANGLIL HETANN, KPOME KOMITONEHTOR CcTaMM Madtronic. Hiaue BOIMONRG MOBPEXASHIE YCTPOMCTER N YXYAWEHUS PREOUMX
XAPAKTEPHCTIK,

Npexae vem NOMLIORATLCN KACaRXaWH ENT MRS™ ¢ nepamatiNoi ANUHOA BHICTYNAILEEN YBCTH, XHPYPFU AO/IKHbI OIHIKOMKTLLA € patounmi
XAPAKTEPHCTHRAMN GOPOD U BLIACHWTD, KaK PARNMUHAR QAMNA BHICTYTIAIOLMX YACTEH 5ODS BNHAET HA 610 YCTORUNBOCTD. B CNYYae UPEIMEPHOND TRRCKA,
mSpaY UM NORMUKHCCTN GOP3 CIERYET YMEHDUTD ANUHY $10 BUCTYNAOWSN HaCTH,

Nph NPOZOMKUTENLHOM UCTIONBIOBAHNN BOIMONEH BLIXCA #3 CTROR IONCATENRR M NACAOK, KOMMNOHEHTH KOTOPLIX MOTYT CTCORAMMNTLCR M YIIECT, NPHUMHNS
TPABNY NBLMEHTY.

Napag HaYanom PatioTl ANEKTPHUECKHE KOHTAKTH ROMMNL ShITb CyxuMM.

ECPW ABIWATENG HE KCIONLIYETCA, HEOBXARWMO YCTDEHNTE BOIMOKHOCTS LAYHERNOTO CPAGETHIBAHIA MOSIYTIA HOMHOTO YNPASAEHYA,

3anpeLiiseTcn NOALIOBATRCA CHCTAMOR ENT MRAS™ B NPMCYTCTENM OIHEONACHBIX AHECTETHRON, [TOCKONBKY MAIbl MOTYT ROCTINBMEHHTLOR WK RI0PBITLCH.
Janpauaercn patoTath ¢ CuCTeMoR ENT MRI™ 6o CPpaacT SMUMTE Ma).

SAIPRRLIETCA CYRDHANIORATE ) NPMMEHATD NP ONAPAUMNAK AIBSLI YCTPOACTEA, XOTOPLIE HE BMIITARNT NOMHOCTLIO YNCTRIMA, ECni Ha CGOPYROSAHUM 32METHI
I PAIHEHIN, NOBTOPUTE OBPaBaTiy, HAUNHAR € 3TaNa FIOAFOTOBNS K QUMCTE,

NPy skinonkeHN LUKND CTEPIIKIMWM HE KTAJIUTE B NOTOX ANA HHCTPYMEHTOS Gonee oaAHOTo AsiraTenn ENT MRS™,

He 06epTeBMATE MECTKMA CTEPWINIAMORHLIA KOMTeRKED.

TloToK AnA wHCTPYMEHTOS ENT MRE™ 01 XaCHonk CTRPMNMIBUMOHNNNH KONTERHED NPMAIHINGHN TONDKO 4NN CHIPATMIZNN MHOOPAZOEMX YCTROACTS ENT MRE™.
JanpemaeTcn YHCTIHTS NOTOK A MHCTPYMENTOS WAN MACTINA CTEPUAHIMINOHNHDIR KOHTERHER LIGRONHBIMN CREACTEIM,

TIOTOK ANA MHCTPYMEHTOR M MECTION CTEPHANIALMONHEH KOHTERHED NPEAHAIHIMENH TOMLKO BNA NPOSAARHIA CTEPUNNIALIN. YCrpoicTea oncrem ENT MRR™
HEOGXOMMO CUNINITL CTABNLHO OF AIOTKOS.

3aNPeiLAATCR MCNONLIOBATH MOTOK ONA MHCTPYMEHTOS W IKECTHIA CTEPHAMIAINOHHLI KOHTERHED UTH OMHCTKH WK A23UHGLKIMK MHOTOPAZ0BLIX YCTPOACTE,
Be3 NpeasapuTanbHOi oUNCTRM 1 GBEI3ADINHBANNA HEDOIMONKHO 06ecneuNTL Neobxoambi# SAL (Sterility Assurance Level — rapaHTHPOBIHHEIA yposeho
CTRPHNLHOCTH} YCTPoRCTS.

KaSenm cucremm

W42

3anpewReTch HLNONLIORATL KaBRAW, B TOM UNCNE KEGENN NUTARKA, C TPOWNHAMK, CHROIMN HIHOCA WIN KOPPOINN.

KOMNOHEHTM OQHOKPATHOIO NPNMEHEHNA W Copat

w43

Wa4

Wwas

W46

Gopoaaxit 60POB HMEIOT OCTPHIC KPIA ¥ MOFYT NOBPEAMTD XMPYDIHUECKIE NEPIATKM. MPK YCTAHOBKE M HIBNEURHNN GOPOS MAXKHO 3AXBATHIZATH KX OCHOBIHWA
KPOBCOCTAHAMNWBMOL| MMM SRKHMAMK BO BpPems XUPYPrveckint onepauvil cnegyer UCnonb308aTs COOTBETCTBYICAINE CNOCOGH OCTEHOBKN KPOBOTEHEHUA

8 ONEPAMOHHOM None AN oBecneveiinn GasONACHDCTU NIHENTS.

Bo ualiexaHne HAHECEHNRR PBARLAL PAH NONLIOBATENG ¥ NEPEKDECTHOND JAPAEIUR HEPES NCPEINHYIO NEPUATIY PEXYILYIO 30HY 60P3 CEAYET ABPNATL H3
PACCTORHIXMN OT TAMAES W HEMUOTHO APHALTBIOUNAX NACTER DREMALL

B 328WCiMOCTH OF pAIMepa U FEOMETRNH 60pa HA ONPEARNEHHLIX SKOPOCTAX MGNET ROHINATD WPE3MEPHAR BHEpauun, B aTom cnyyae heoSxoamwmo
YBRANUUTL WITN YMEHBWWTE CKOPOCTL ABUTATENA ANK APEACTSPMLEHNA BREPALMK. Bo MIEIKAHHE HENDEAHIMEDEHHOTO NOBPEXAEHNA TKEKH NBUNeHTa
CRegyeT 3AMENNHTS 8op Na HOBLIN,

Ypasmepiuiit isym 8HAUIN YANTKN HAKW LROOUKK KOCTONEK CPRARENT VXA, CORGARIRMLKI GOPOM RO BPEMA CRERARKIE, MOXAT NOEPEAMTE CNYX NALWEHTA.
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BRiCONOCKOPOCTHRA CHETEMA CoapAenn ENT Mrs™

Bopbi € METKOR elr = ITO YANMHEHHDIE NHCTPYMENTS, NPEAHAIHAUSHHLH ANA PACCEYEHWA NEKUX KOCTER. YANUHEHUE ROHCTDYKUNN rONOSKI/HOMKN SOpa
MOXCET MOBNMATE HA CTAORNBHOCTD PACCEMEHHA,

BOPl NPEAMAIHANSHE TOAMKE ARR ORNOXDETHOIS NPRMEHNNA, VX 3MNPERIEHO CTEDHNNIORATE. BOPM NOCTABAIOTCR CTEPHALHDIMI K HE NPEANIIHAYIHY
ANA NOBTOPHOTO MCRCMLIONAHRA. UToSb) NPEASTARATHTD 3ATPAIHEHNE, HCRONLIYITE WX TONLKO OfMH Paz.

MPK HUPEIMEPHOM HAXHME GOP MOMET NRPRNOMMNTACA. B chyuae noncium S5opa HEOBXORWMO ¢ 0COBOR TILATENLHOCTLIO YRARKTD BCE FC CCKONKM H3 TeNA
nAUMeHTS, Heyganentnie 0CKonKkn Gopa MOTYT NOBPEAKTD TKARK NAMINEHTA,

3aNPaUIIRTCA CTEPHINIORATE YCTPORCTEA OAHOKDATHONO NPIWMEHENUA, CriM NOABEPTMOTCA CTEPMANIMMMN NPOUSBOAKTRNEM W HE NPEAHAZHAVEHE 4N
NOBTOPHOTO WCRONLIOBAHAA. UTOGM NPERCTEPATHT. JATRABHEHHE, UCNIOMLIYHTE WX TOMKO OOMH Pa3.

3aNpPLWAeTe] NENOMBIORATL ACNCANNTNILHE NPHHAAMKHCCTN #3 NOSPENASHHOR NG SCKpTOR BHE CTEPIABHOND NONA YNAKOBKIW, ECnu yraxkoaxa
BCKPHITE KITH NOBPEXALHA, CTEPHABHOCTD MokeT SbiTh HapyiLiena,

FANPOWBLTCA RCNONLIOBATL TYNLIG SOPLL B PesyNnsTare HCHONBICBAHKA TYNBIX SOPOA MONET CHRINTHCR MPHEKTUBHOCTE PACCAUSHHA H YBRAMINTRCA
TERNEPATYDA ASHIATENA,

Bopbi ¢ GopoaaKaMA NPEAHAIHIMEHD ZAN NCNONLICBIHMA B PENKME BPAEHNA B NPAMOM HANPAIRNEHUN, BOPBI < ANMABHINM NOKPRTHEM NOAXOART AR
PEKUMOR BPULEHNR B NAPAMOM M OGPATHOM HINPIBNEHIME,

Jrurensioe BORGHCTENE SCTECTBOHHOMD CBETA HA YNAKOBKY SOPA MOKET MPUBECTH K £8 NOAPOXAHWIK.

PaSoTaiowni € cncremoll ENT MRE™ XHUPYDI ROTIKEN PUHIATD BCE HEOTOANMbIE MEPL], YTOBI NE NOBPEAWTL OXPYAMOWME TKIHW B0 BPEMA CHEPNeIUR
W QPYTHX BRGOS MCNORbIOBBHMA cicramel ENT mMas™.

SAOCTEPANEHMA

Mpw paGore C YrNoBod HACAAKOH QRENUTE Y28N QEMTATENA 33 HACAOKY, YTCOM OHA CRYNMAHC HE BUINENA NS ASUIATANA,

Npexge Yem NOMEWETL YCTPORCTEA B MOOWR-ALIMHGRUNDYIoWee O0OPYIIORAHNE, WK HYKHO HIBNEYE M3 NOTIR ANA MHCTPYMBHTOR, 3 3aTeM NOROKAATS,
IO CHI BHICOXNYT. YCTPONCTEA CIRAYRT PASMELITH B MOORIE-GEINHEHLWPYIOWSM OSOPYROBINMUN € COSMOZLHWEM OPDWEHTAUMM, PEXOMEHAOBBHHOR
NPOHISCAUTENEM,

W3-22 OrpAHUHCHWR HI BHYTPRRHIA JNAMETD W AMMKY NPOCBETA JMNIPEWRETCH NPHMEHNTL CTEPNANILNI0 B HISKOTEMNEPATYPHON rasoscil NRaIMe NepoxcHga
80480poaa.

33NPediaeToN CTEPUITN308aTE 6 HHEKOTEMNEPATYPHOR XWIKOR HAZYRCYCHON KICKNOTE, TAK KK 3T NPOLSYDPa NOLPATYMECIET NOTPYREHNE.

Buibefeting W3 INCINYETAMI M YTHAHSIMA RONOMHHTENLHAX NPHHAHEKHOCTEH SOMKH OCYINECTEMTDOA 6 COOTSETCTRMN € MECTHEIMH HOPMATHEHBIMIA
AKTAMN, PETYIIMPYIOLMMH YTIINEIUND 3ADNNEHHBIX MaTEPUaNnos,

JaNPELIETCA ZAMIUNERTS WKW NOTRYRATE B MHAKOCTD YCTPORCTBS CHcTemb ENT MAS™,

JanpewasTCr YNLTRAIBYKOBR DUNCTKE YCTPOACTS CncTemMbl ENT MRS®,

JANPEMILTCA HCNOARLIOBATD BLIFEIBMOLLNE KOPPOINIC WM COREPXALIANE RNOP MHCTAUINE CHRACTEA, TAKNE KAK OTCENNBATEND, WENOK, MIETON, THNOXNOPUT
HATDKA, GAKHA HATD, MYPABLWHAA KMCIIOTR, WK PACTBOPH, COREPALINE MYTApARALIHA,

Pa3DRLMTCA HENONLIOBITE TONLKO HEANCHOBLIE YHCTAME WIETKK, HNCTALIMG IWATKI HE M2 HERNOHS CCTARMICT OCTATKK, KOTOPLIR MOTYT HE OIBOMTL
NPABHNLHO RAKPENNTL Gop & Asmratene.

3aNpelUAETON CTERMAMIORATS YCTPOACTEA NPH TRMNEDPSTYRE Bbite 137 *C. BoanedcTaMe TeMepaTyphl shiile 137 *C MOXAT YXYAWNTL paboune
XAPAKTOPHCTHRH YCTRORACTEA M CHI3UTD DOPERTHBHOCTD LIMKNA CTEPIINIMNMN,

W3-38 HEOHMHAKOSLDL TAPAMETPOS PABOTA CTEPNNUAATOPOS H 3HHLKTHBHOCTI OUINCTKH SOR YRASRHLIE NAPAMETPH (TEMNEDITYPA, BPEMA # T. f1.) AOFNHS
GpiTh BATRAKPOBAN AUUAMN, NPOIBEAINMM O5YUEHNE H YIRE NROBOIMBUNIAM CTRPAMIALM0. DTEETCTBEHHOCTE 33 OTKNAOHEHNA OF PEKOMEHAORANNBI
CTEPWNIIAUNOHNDIX NPOLUECCOS HECET YUPOKARHWE-DKCNNYITANT,

YCTpORCTRO CRORYET OWMUATE & TeueHMe 30 MmyT {30:00} NGCAE HCNONLICAIHMA, YTOSM SATPAIHEHHA HE YCNeNK NPHCOXHYTH.
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BMCOKOCKOPOCTHAR CUCTOMS cCBapNeHng ENT MAs™

Hacrpodixa IPC™

MpUBAREHHEIE HIKE UNCTRYRLINK, KACHOWMECH MtexTpoRaurarend ENT MAS™, 70NONKAIOT o8 RMNE HHCTPYKLMN NO CBOPKE, NDHBRARHHDIE B PYKOBOACTRS
ROAMMOBATHAR O ENAAMMEHHONO NYNBYS YIPESASHNA NSKTPONPIBORMN. [t NONYREHAN KIEMNNADS PPROBOACTEA NONRIOSATERA IPC™ olpatrTecs

B Komnanne Madtronk W X MECTHOMY AHCTPHOLTOPY.

Menonsyiste ycrpoicTeo IPC™ ¢ nporpasmmbiv obecnevueuant sepcm He Hioxe 2.7.3.0 unn oSnoare nporpasmmHos obecnausime yeTpoicrsa IPC™ ao nocneaneid
BEPC, OGPATUERMCE K TOPTOBOMY NPERCTIMTENIC PyTinu Medtronic Neurosurgery. 3a npegenami CLUA 0Spat@itecs K pernasansHomy anctputisioTopy
Madtronk unm ToproBoMy npeacTasurenio rpynnu Medtronic Neurosurgery.

Noaxmouetne x IPC
Haignre nopms gsnratenn ENT MRE™ W MORYNA HOKHONO yNpasneniun (FCU) 4a nanemm pasoemos IPC™ (DIC. 1} 10 6CTABBTE MHOMORITHIPRKOA LIS PASLEM,

Tipuweanne. YTofitl GCTaBNTL MHOTCITHMPLRORME PATHAMM (TAKHE PA3BEMB OBOIHANEHH COPRBPAHON MM KPACHON METKOH), COBMECTHTE METKY KX PATheme
CMETKOA HE NYNLTE YNPIONEHKS M BCTIBLTE PAIDOM.

. Manans PASRANOS KYRNTA ynpasnessn IPC™ gan cucresmus ENT ks~

1. 3nextpogenratent ENT MRs™

2. ynbT AUCTAHUWOKHONO YNPIBNEHIA
uppurayued IntelliFlow
' \ 3. Mogynh HOXHOFC ¥NPARNEHWA

OSuapyxenna nomam IPC™

B IPC™ scTposHa MPPRraLRA INEKTPOABWATEA ENT MARS™ C OMOLIIO NOMIN 1. ECN Npw patoTe ¢ ABWraTenmmn ENT MRE™ NPPHIMIMR HE KENONLIYETCH, BRYNHNG
swibepuTe ans nomni t ycranosxy None (Her). loncniuumenshyio midopmaypuo ¢ 8 pasgene «HacTpodiia i a0NIS NG NOMITs PYKOBORCTES NORL308aTERA IPC™.
Ecnn encrema oSuagysveaeT NCACOSAMHEHIE BReKTPOAAMIaTERs ENT MAS™, 208 Nosnol 2 N0 YMOMEHMO YCTaNasnuaaeTcn None (Her).

Ecnu IPC™ 0GHAPYRHBIET NOACCEANHEHNE ANEXTPOROUIATERR ENT MRS™, IR NOMITH 2 f10 YMOMUIHING YCTIHINNHBACTCH Kondmrypauns Shared (OGuian). Ha axpane
YIIPBEIGHIN TIOMITAMH MOIKHO BPYYHYIO HIMEHHTD NAPDAMETP NG ymonuamo Shared (OGwan), smpas Ann nomne 1 anextpoasnratens ENT MRS™. Jlononuwrensiyio
MHGOPMALMI CM. B pasfene «HACTPOAKA 0 HANGARSING NOMNS PYKOSOACTES NONLIOSATIAR IPC™.

PaGovoil anekrpogswrarann ENT MRE™ MOXHO YIPARARTL € CRRCOPHOTO IKPAHA IPC™ i € NOMONIBIO MHOTOSYHKLINOHANDHOTO MORYA HOKHOTO YNPABNEHWRA,
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BblCOKOCKOpPOCTHas cucrema ceepneHns ENT mas”

onemMeHTbl ynpassieHunsa IPC** Ha ceHCOpHOM 3akpaHe
YT06bl 3a4aTb WA HACTPOUTL 3/1EMEHTbI YNpaBieHns anekTpoasuratenem ENT Mas™ (puc. 2), Ha ceHCOpHOM 3KpaHe IPC™B nosie ynpasieHNs BbINOSHNTE
cnepytoLLve AeicTBrS:

L CeHcopHbIiA 3kpaH IPC™ ans
ynpasneHus anektpoasuratenem ENT MRS”

: . RightFo«
Speed . conUolBiiltnn
P n
- = Pause

Ctrlgutloo

‘eAMhomOnSaem

. Accelaraocfi
i 45%

tetlon
, 45% f~
Reverse Mode Enable ’

CkopocTb
e [Onsaanektpogsuratens ENT MRS* ckopocTb Mo ymMon4aHuto coctasnseT 75 000 06/MUH 1 BO3MOXKHA HacTpoiika B ananasoHe 200-75 000 06/MuH.

m YT06bl yBENNUNTb UM YMEHbLINTL CKOPOCTb B pexkume FWD (Briepes) unm REV (Hasag), B none ynpaenenus Speed (CKopocTb) cnefyeT HaKMMaTb KHOMKN

«MIC» NN «MUHYC» COOTBETCTBEHHO. |

Wppurauus
e YT06bl yBEANYNTb UAWN YMEHBLUIUTH CKOPOCTb MPPUTaLIMOHHONO MOTOKa, B NMO/e YNpaBneHna uppuralmeil cnegyeT HaXKMMaTb KHOMKY «MHOC» WAW «MUHYC»
COOTBETCTBEHHO. EC/v B cucTeme ecTb (hyHKLMS NPEPbIBUCTON MPPUraLym, HaXaTe KHOMKMW «M/koC» UK «MUHYC» NEPEKTIoYaeT PeXUM UppUraLmn Mexay
NPepbIBUCTbIM U MOCTOSIHHBIM. BpexuMe NpepbIBACTO Mppurauumn cuctema otobpaxaeT Hagnuch Intermittent (MpepbiBucTas).
MpumeuaHwve. [ins perynnpoBaHns CKOPOCTU NOTOKA MOXHO MCMO/1b30BaTh CEHCOPHBIA 3KpaH MW NyNbT AUCTaHLMOHHOO ynpasneHns uppuraumeii IntelliFlow.
« CKOpOCTb NOTOKA M0 yMON4YaHWto cocTaenseT 0 cM’/MUH Ans pexxumoB BpatieHns Forward (Bnepes) v Reverse (Hasag).
e [lononHUTeNbHbIE MHCTPYKLMM CM. B PYKOBOA,CTBE Nosib3osarens [PC™.

YckopeHuve u 3amenieHvne

> Yr06bl HACTPOUTL YCKOPEHUE 1 3ameaneHune, B MeHto Defaults (Mo ymonyaHuio) (puc. 2) HaXXMUTE KHOMKM «MAKC» UAWN «MUHYC» COOTBETCTBEHHO. Acceleration
(YcKopeHue) — cKopoCTb, C KOTOPOI ABUraTens HabrupaeT 060pOThbI ANA OCTUXKEHNS 3aAaHHOr0 3HaueHns. Deceleration (3ameaneHne) — CKOpoCTb, C KOTOPOW

ABuratenb copacbiBaeT 060p0Thl 415 [OCTUKEHUS 334aHHOTO 3HAYEHUS UIW OCTAHOBKM.
MpyMeyaHue. MNMoka UCTOMbL3YHTCS HACTPOVKM MEHHO M0 YMO/HaHWIO, BbIGPAHHbIE 3HAUYEHS YCKOPEHMS 11 3aMeaNeHNs NMPUMEHSITLCS He ByayT, NOCKO/MbKY
ABuratens He 6yaeT pa6oTtatb. YToGbl N0A06paTh HEOGX0ANMbIE 3HAUEHMS, PETYNPYIiTe YCKOPEHMe 1 3amMe/ieHne BO BpeMs paboTbl jBUraTens, oTmedas ans

cebs NpeAnoYMTaeMble 3HaYEHUS.
* YTo6bl paspeLLnTb perynmpoBKy YCKOPEHUs 1 3aMedneHus Bo Bpems paboTbl ABUTaTeNs U BKIIOUUTL OTOGPKEHNE NapamMeTpoB HACTPONKM YCKOPEHNs!

1 3aMefneHns Ha paboyem akpaHe gsuratens, B MeHto Defaults (Mo ymonuaHuto) Bbibepute Show On Screen (IMokasbiBaTb Ha akpaHe) 1 HaxmuTte [OK]. YUTobbl
BbIK/OUYNTL 0TOBPAXEHWNE YCKOPEHNS 1 3aMe/iIeHNs BO BpeMs paboTsl Asuratens, B MeHto Defaults (Mo ymonyaHuio) oTmeHuTe Bi6op Show On Screen
(MokasblBaTb Ha 3KpaHe).

BpaweHue {pexxumbl FWD 1 REV)

o [ina n3meHeHWa HanpaBneHWs BpalieHuna B none ynpasneHns Mode (Pexwviv) Bbibepute FWD (Bnepes) unn REV (Hasag).

BaxkHas nHopmauus! KoHhpurypaums cucteMbl MOXeT OT/IMYATLCA OT UCMO/b3YeMOiA Mo yMonvaHuto. Ecim kHonka REV (Hasag) oTo6paxaeTcs omkaToi
(puc. 3-1) 1 PAAOM C Hell HET aKTVMBHOI KHOMKM-Nepek/oyaTens, pexxum BpaLleHns Reverse (Hasag) BbibpaTth Hemb3sa. Ecim kHonka REV (Hasag) oTobpaxkaeTcs
HaXxaTon (puc. 3-2) 1 pAJOM C Hell eCTb aKTUBHAsA KHOMKa-NepeknoyaTeNb, pexum BpatleHus Reverse (Hasas) MOXHO BblGpaTh C MOMOLLbKO CEHCOPHOTO 3KpaHa

UM MHOTO(YHKLMOHANLHOTO MOAY/ISi HOXKHOTO YNpaBeHNs.
« Y6eauTech B NpaBMIbLHOM BbiGOPEe HanpaBneHus BpalleHus Ha akpaHe IPC™nepes 3anyckoM NpOBEPKY CUCTEMbI MasbLEeBOro/HOXHOTO YNpaBneHus.

| CeHCOpHbINA akpaH IPC™ EQ CeHCOpHbIli 3kpaH IPC™
KHonka REV (Ha3ap) omkaTa KHonka REV (Ha3ag) HaxaTta
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BbicokockopocTHas cuctema ceepiieHns ENT MR8

Asuratens ENT MRS™ 3nekTtpoasurarens ENT MRS"

AnekTpogsuratens ENT MRS’ (puc. 4) — 3TO BbICOKOCKOPOCTHOIA
peBepCUBHbIN 3NEKTPOABUTaTENb C BbICOKAM KPYTALLMM MOMEHTOM,
MCMO/b3yeMblii A1 pacCeveHmns KOCcTW 1 6riomaTepmanos Co CKOPOCTbIO,
KOTOPYHO MOXHO BblbpaTh BAnanasoHe ot 200 go 75 000 o6/mMuH. Bnarogaps
CTaH4aPTHOMY MeXaHU3MY (mKcaL My ABUraTeNb MOXET NPUMEHATLCA

C LUMPOKUM HabOPOM CMEHHbIX HacafoK 1 60poB. dnekTpoasurartens ENT
VRS™NpUBOAUT B [IBUXKEHWE OJHOPA30Bble 6OPbI, MPUMEHAIOLLMECS NPU
Pa3/INYHbIX XUPYPruYecKnx BMeLLaTe/lbcTBax.

OneKTpofsuraresi MOXET UCMO0/b30BaTLCA MHOMOKPATHO 1 MOCTaB/IAeTCs
HecTepubHbIM. TpebyeTcs 04NCTKa U CTepun3aLns anekTpoaeuratens
nepej Kol onepaweii ¢ ero NpyMeHeHNeM.

MpumeyaHue. Bee Kabenu ABuratens ABAAIOTCA BCTPOEHHLIMW 1 HEOTAENNMbI
OT Hero.

MHOFObeHKLI,VIOHaanbIVI MOAYyNb HOXHOrO ynpas/ieHUA
npumeyvanue. Mepes KaxAol npoueaypoit nposepbTe paboTy CUCTEMBI,
BbIMO/HWB KPaTKOBPEMEHHbII MPOGHbIA 3anycK Npy NMOMOLLM HOXHOI Nefanu.
BaxxHas nHopmauma! Mo ymonyaHuo Moy /b HOXHOrO yrpaBneHuns
aKTUBMPYETCS MPU HaXaTUU COOTBETCTBYHOLLEN KHOMKY U ee yaepXKaHuu

B TeYeHne Kak MUHUMYM 100 mc. VI3MeHUTb 3TO 3HaYEHMe Mo YMONYaHWUI0
*“0XKHO Ha 3KpaHe HaCTPOeK CeHCOPHOro akpaHa IPC™

NS YNpasneHus ABUraTesemM ¢ NOMOLLLH MHOTOMYHKLMOHaIbHOTO MOAY /A

HOXHOTO yNpas/eHus (puc. 5} BbINOHWTE CeAytoLLme AeiicTBIS: 1 HenogsuHblii 3a)KMMHOIA 3. 12-WTbIPbKOBLIA pa3beM Kabens
naTpoH
¢ Yr06bl BbIGPATH PEXMM MPAMOrO MAWM 06PAaTHOTO BPaLLEHNS, HKMUTE 2. Bpalaiowmiica 3aKIMHOI
naTpoH

KHOMKY Nepek/oyeHns pexuma (puc, 5, nos. 1).

* YT06bl aKTVBMPOBATL fiBUTATE b UM HACTPOUTL €F0 CKOPOCTL B PEXXMME
NepemMeHHOI CKOPOCTHU, HXXMUTE HOXHYIO neganb (puc. 5, nos. 5).

* YT06bl NEPEKTIOUNTLCA MEXY PEXXMMOM 3aMyCKa/oCTaHOBKY 1 PEXKMMOM NMepeMeHHOl CKOPOCTM, HXXMUTE KHOMKY ynpasneHus (puc, 5, nos. 3).A
Mpumeuanue. BmeHto asuratens Defaults (Mo yMonyaHuio) MOXHO M3MEHNTb (DYHKLMIO KHOMKYW YNPaBAeHUst Ha MPUOCTAHOBKY Uppurauuu. Cm. «/3meHeHne
HacTPOeK CUCTEMBbI» B pasdene «/IHCTPYKL MM Mo Hayany paboTbl ¢ CUCTEMOI» PyKOBOACTBA Nonb3oBatens IPC™.

® YT0Gbl M3MEHWUTb ABUraTe b, HAXKMWUTE KHOMKY ABUraTtens (puc. 5, nos.

OymncTKa MHOTO(YHKLMOHANIbHOTO MOAYNS HOXHOTO YNpaBieHuns
VIHCTPpYKUMM MO 04nCTKe CM. B pasgene «O4Ynctka MHOrO(YHKLMOHaNbHOTO MOAY/s HOXHOrO ynpaBieHuns» B pasgene «O4ncTka u ctepunnsauns»
pykoBofacTBa nonb3osarena IPC.

MHOroyHKLMOHAbHbI MOAYNb KOXKHOIO ynpasieHus nY-06pasHblii passeTBuTeb

1 KHomnka
nepekntoyeHmns
pexxnuma

2. KHorka
fsurartens

3. KHonka
ynpasneHus

4. Heckonb3suwas
HOXHas
nogknagka

5. HoxHas
neganb

6. Y-06pasHblii
passeTBUTENb
Mopt 1

8. Mopt2
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BMCOROCKOPOCTHAA CHETEMS CRAPASHNA ENT MRS™
Texuuueckne XapaKTenPNCTISKM

Tatanua 1. Texnmvecote XEPAKTEPUCTIKN INOKTROASNFATEAR ENT MR™
Inexvponserarens ENT MRe™ (18470RLMTR}

Pasmep 8o Cxopocre Patowh ynxn patonel 4acTi, KXOHYEETHPYIoWeH

€ NALNENTOM
Anvna: 9,73 on x guanetp: 1,55 ov flnnsa kabenn arr 75 000 05/MMH 3 NPAMOM InexTponpucarans ENT MRE™ pBCCYNTaN Ha HeNpepHaHyw
AsUraTenN: 460 cv N OBPATHOM HANPARAEHMY | PEIKY N TRUEHNE 3 MUHYT (03:00} Ha CKOPOCTH 75 000 of/min

NP TEMNEPATYPE B ONEPAYMONHOR He smie 40 °C
€ NOCARAYIONIAA REPERLIBOM Ha 25 MuHyT (25:00).

Py KOPMANLHOHK TEMIEPSTYPE & ONEPALNOHHOA
{oBbiio 20 *°C) snexTpossirarent ENT MRE™ pacCUWTaN Ha

HEMIPEPLIAHYIC DEIKY B TEUSHHE HEOTPAHUMEHNOTO BPEMEHN
NpH cxopacTu 75 000 ob/mnn.

PyxoBoACTBO M AeKNapaLMA NPONSBOANTENA ~ INEKTPobe3onacHocTd B oTHOWEHWN DMC
{3NEKTPOMATHNTHAR COBMECTMMOCTD)
AeACTRYIONMNE CTAHBAPTH ARN PASKTPRYACKIX CHCTOM

ANSVAAMIES00801-7  Medical electrical equipment - Part 1: Genersl requiremants for basic safaty and essential performance (Magenna MeauuwHcKkne
MeKTpUYECINE. Macts 1. Obwue TpeSoRarun GeIONECHOCTH C YHETOM OCHOBHBIX GYNKLNOHANBHDIX XOAKTEONCTIIG
2005, CORR. 1:2009, AMMEND. 1:2012 (2005, UCNP. 1:2009, CH3M, OF 1:2012)

EC 608601-1 Medical electrical equipment - Part 1: General requirements for basic safety and essential performance fAaaenmm MeauUHCKNE
anexTpryeckne, Yacts 1. Ofiwme TpeGosannn GE30NACHOCTH C YUSTOM OCHOBHBIX ¢YHKLIMNOHANbNLI XBPAKTEPHCTUK]
2005, CORR. 1:2006, CORR. 2:2007, AMMEND. 1:2012 {2005, UCNWP. 1:2008, UCTP. 2:2007, CU3M. OT 1:2012)

EN 80601-1 Medical electrical equipment - Part 1: General requirements for basic safety and essential parformance (Magenua meuuwHcrne

anexTpiiackue. Yacrh 1. Ofume TpeGosaniA S230N3CHOLTH € YHETOM OCHOBHBIX GYHKUMOHANbHLIX XAPAKTEPUCTHE)
2006, AMMEND. 12:2014 (2008, C W3M. OT 12:2014}

1EC 60601-1-4 Madical efectrica) equipment - Part 1: General requirements for safety, Part 4: Programmable electrical madical systems (Uagenns
MEDMIUMHOMER PRKTPRUECIKHE. HacTh 1, OGuine TRaGonaHma 5e30NacHOCTI. YacTt 4. MPOrpaMMHDYEMbIR MEMUMHCKNE JNEKTPONHbIR
CHCTeMbI)
1996, AMMEND. 1:1999 (1996, C U3M, OT 1:1999)

IEC 605601-1-2 Medical electrical equipment - Part 1-2: General requirements for safety, collateral standard: electromagnetic

compatibility - requirements and tests (MAgeNA MEANLMHCKIG INEXTPHMECKIE, HacTb 1-2, Obuue TPeGosaNMA GeronacHoTT.
Napannenbusiil CTAHAPY. INBKTPOMITHNTHAA COMMECTHMOCTD, TPLOOBAHHA H METOAN RCNbITAMWA)
ED. 3.0:2007, ED. 4.0:2014 (PEL. 3.0:2007, PEA. 4.0:2014)

CAN/CSA Medical electrical equipment - Part 1: General requirements for safety (Azgennn Maauymnciae mextpiveckne. Yacre 1, Obwwe
€22.2460601-1 Tpetosanmns Ge30nacHocTY)
ED. 3.0:2014 (PEL. 3.0:2014)

Cpaga NPeANOASTASNOTO HCTIORLSOBANIE
+ YCNOBKA NPOGUNBHOTO MEAMIMHCKOTO YIPENKSHNA
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BRCONOCKOPOCTHAA CHCTOMA CoepRadNNn ENT mRe™
YacTd 1. IREKTPOMETHNTHAR NOMEXOYCTORYNBOCTE

Cucrema ENT MRS™ NPRANAHAULHD AR PHMEHRHKA § ONICAHHALS HIKE YCOSRAX MNEXTPOMATHWTHOR cpeast. Moxynatens WK nonblosatent cucTemb ENT MRS™
Aomxen oBeKnewnTh 82 NPUMEHENNE B YKA3aHHOE cpege.

Ucnuirane ua Menorrarenshed ypobens YPoBeHb COOTBATCTINA INUTPOMM HRTHAN CPHOJA — POKOMOHANLIN
yoroRuneocrs (EC/EN 80681-1-2)
MNSTPOCTATHURCKUA £8 xB — xoHTaKTHUA papRa +8 KB -~ xoHTaKvHW# paspRR OTHOCHTENLHAA ANANHOCT ROJOKHA COCTANNTL He MeHee 5 96,
:tm £15 kB no po3gyxy +15 «B no soayxy MNpumeuauna 1 03
BHICTPLR SNERTPIYECKIR 12 kB ann nminid +2 KB ANA ANUA Kauecrso SNexTpeveckof IHEPIni B 3NeKTPIUECKOR ceTH
nepexaMoR npoyect/ ANEKTPOTIHTIHNR WIEKTPONHTEHNA AFAHMA AOMKHO COOTRATCTROBATE THANYHUIM YCNORWIM
acnaeck IEC 51000-4-4 +1 KB 478 WA snoga/ £1 «B AR IMKNA sso KOMMEPLECKON N GonutntaHoR 6ELTANOBKK.
pLBOSA SHiaons
CKBYOK HANPAMEHRA 11 kB npet noaAE NOMEX N0 21 «B NP NoBIvE AOMEX NO Kavecrso BRexTpeseckoi IHEPTUA B 2RRKTPIACKOR CoTH
1EC 61000-4-5 OleMe «NIPOEOR — NPOBOR* CXEME SNIPOBOR ~— NPCBOR IRAHMA AODKHO COOTBETCTBOSATD THIHYHLIM YCNOBRAM
12 KB Np#t NOJINE ROMEX 1O £2 KB NpH MORINE NOWEX N0 KOMMEPSIECKOR Wn SoneHWIROH OBCTaHOBKN.
OB «STPOROS — I8MNA> CAEME ANPOBOA — SN
ManeHnsa NANPRNEHNR, 0% Ur (nanenne 100 % W) 0% Uy (nagesine 100 % Ur) KauecTeo INexTpHVECKOR SHEPIA B INBKTRHHECKOR Cey
KOPOTHNE NPEPLISANA 3a 0,5 ywxna npn 0%, 45°, 90°, 33 0,5 ywsaz npw 0°, 45°, 90°, IRAHRA JOMENO COOTBRTCTBOBATL TYHIMWILIM YO MEAM
W KONEG3HNR HANPAKEHWA 135%, 180°, 225°, 270° 4 315* 135°, 180, 225", 270* n 315* KOMABPUICKON W1n BoabHIIHOR 0BCTANOBKN, ECu
10 BXOQNLIX SMHUAX NONRIOBATRINO CHCTEMb ENT MRE™ TpeSyetc Henpephisian
INEXTRONMTAHNA ?%thmg::mloo%lmu ?*mtﬂw&“lm*wu PAGOTA B YCNOBKAX NPEPMBIHHA COTEBOTD HANPANHNA,
#E£C 61000-4-11 LBWA npU HNKN DR POKOMEHIYATCA 00ECNEUNTE NITHNE cHCTeMul ENT MRS™ oY
40%Us(nanenme 60 % Ui)3a  40%Ur{nanenwe 609 Uaa  wcToums Secnepaboinoro InexTponwTanin uan Gatapes.
$ mnos 5 ynnos Opwsesasnn 11 3
70 9% Ur (napeswe 30 % W) 3a 70% Us {(naienwe 30 % Ur) 3a
05¢ 0S¢
0% Ur (nagetine 100% U} 3a5c 0% Ur(nagenie 100% U saSc
MarunTHO® NoNe 30A/M 30 A/ YpORHH MATHMTHOFO MIONA IPCMLIMNEHHOR HACTOT SOMKHN
NPOMUILENEHNON YACTOTM COOTEETCTECHATL TN HEIM YCTIOBMAM KOMMEDUECKON W
(50760 My GONbIHIHOMN OBCTAHOBKN.
IEC 61000-4-8
Fipnsanwe.

1. Ur— HanpoweHne B CETW [0 NPMMEHEHRA HCTRITATRNLMOTC YPOSHA.

2. KOrga mmeT ynpasnesinh NOMyU2eT NUTAMHNE W TONKIIONEH K HONHOMY NEPEKMIONSTEN0, PAIPAA MO BONTYXY HANPRNEHHMA —15 KB Ha KHOTIIN HOXHOTG
NENEKMOLATANA MOMET NPHBACTH K SABNCIMHI0 MYMLTA. oGl BOCCTAHOBITL HOPMANBHYIO PaSOTY MYNLYa YNPABNEHIA, BLIKNONHTE ¥ CHOBS BK/RGUWTE e10 NUTHNE,

3, Boe anexTponenraten ENT MRS™ COOTRETCTRYIOT CTANGARTAM [EC/ENGDG01-1-2 pea, 3.0 W pea. 40. UNGopMaLIMA O COOTBETCTENN CHCTRMM OPELLNRHHLM
CTANZAPTAM NPHBELEHA & PYKOBORCTEE NOALIOBATARA IPC™,

Yacre 1. INeKTPOMAINNTHOS RANYUSHNE

Chcrema ENT MRS™ NPEHAIHIYEHA A PHMEHEHUA B CNACAHHLIX MIDKE YIIOBIRX MEXTPOMATHITHOR cpefsi. Moxynatent HAW NonbsoaaTens ccTems ENT MR3™
qomeeH OSRCNEUNTL £€ NPHMEHEHNE 8 YKAJAHHOA Cpene.

ACnuTHNGS HE BASKTPOMATHITHYI0 RMNCCHI0 Coorsercrone INEXTPOMAMHUTHEN CPEAA — PEROMIHAIWN

PY-uanyuerne fpynna 1 Cucrema ENT MRS™ ncnonvayet Pd-anepnmo

CISPR 11 NCKTHOUMTRIIBHO AN BLNTONTHEHHA BHYTPRHHMX
$yHxumii. Noaromy PU-wayuerie RaaneTCR
HHINMM W, BEPOATHO, HE COINACT NOMEX ANR
PANONACKEHHOTO BENUIN FHRKTPCHHOTO

PY-sanyuenne Knacc A Cucrema ENT MRS™ npHrofeia AnA NDAMEHEHKS BO

CISPR 11 SCEX MECTEX PASMELEHHA, KPOME IWNLIX AOMOB
¥ 30ANHHA, HENOCPRACTRSHHO NOARMOUEHNbIX

IMICCRA FAPMOHWHECKMX COCTABNAIOUWMK Knacc A X PACAPENCAUTENBHON INERTPUUECKOH CETI

1EC 61000-3-2 HUIKOTO HMMPANEHWA, NUTAIWEA XMMuNale AoM,

KoneGanna Hanprxerim/dnnkep CooTercrayer

EC 61000-3-3
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BRCOKOCKOPOCTHRN CHCTEMA CospRsunn ENT Mmas™

PakoMeHAYRMbIS SHANGHNA NPOCTPANCTESHNOTO PASHOCA MOKAY NOPTATHEHNMIMM W FIOABIDKHLIMN PEAWCUECTOTHRMN
CPeACTBAMMN CBABN M cucTemost ENT MRe™

Cucrema ENT MRE™ NPRAHAIHIMEHA ANA NPHMEHEHIA B NEKTPOMATHUTHON CPee,; NPW KOTOPCH DCYULOCTBARETCR KONTPOAL YPosHeR wanyyaemex PU-nomex.
Mokynatent HAK NOALIOIETENE cHETeMb ENT MRB™ Momet N35amaTH BIMAHKA NSKTPOMBIHHTHbIX NOMEX, 0GECNRUNBAR MUHVIMANTLHLIN POCTPSHCTBEHHHIA
PAIHOT MENY NOPTATHEHLIMG W TIOABIKHDIMM DAIVMOUACTOTHEMH CPEACTBAMM CRAIM (NepenaTImKaMn) 1 ccTemol ENT MRB™, KaK PEKOMEHIYETCH HIXES, < YHETOM
MAKCHMANLHOR BRXOAHOR MOMHOCTH CPRAICT CAASIA,

Homuiansiten NpoctpaccTosnmniil PasHOc (M) B SABUCINMOCTI 0T VACTOTH REPARETHIXA

MANCIAARLIAD Ov380 20 Or430 80 Or 70480 OT 500 g0 or1,7 a0 072480 Ov5.1 po
w“"‘"’"" 390 MMy 470 My 787 My 960 MIy 19910y 2,57 My S8y

Br d=022VP d=0,22# d=0,67 P d=022vP d=022 P d=022 P d=0,67 VP
001 0,03 0,03 007 0,03 003 0,03 007

0,4 0,07 0,07 0,21 0,07 0,07 007 0,2t

1 0.22 022 0,67 0,22 022 022 0,67

10 07 07 22 0.7 07 07 212

100 2 22 6.7 22 22 22 6,7

MipH ONPERSNEHIM PEKOMEHOYEMBIX SHIUEHIA NPOCTPAHCTIEHHOTO Pa3HOCa d B METPAX (M) ANA NEPRRATUNKOD £ HOMHHANGHOR MEKCHMANBHOR BLIXOAHON
MOIHOCTIO, He YKASANHOR B TAGRMUS, B NPHBEASHNLIS BUPRKSHIA, JABHCALNE OT HACTOTH NEPEAITUNKA, NOACTARAAIT HOMIHANLHYIO MAKCHMRNLHYIO BRIXOAHYID

MOIHOCTD P B AaTTax (BT}, yKa3aHHYI0 B JOKYMEHTALNM NPOHSBOAHTENR NEPERATUKA.
MpaMeNaNNE. ITH PEKOMEHOMINN NPUMEHIMM HE 80 BCEX CHTYAUNAX, H3 PACHPOCTPAHENNE XNEKTPOMETHUTHOIO NINYHENRA BAKAKT &F0 NOTACULENKE
H OTPAKOHUE KOHCTPRYKUNAMM, NPLAMETEMM H MNORbIH.

Yacry 2. PYKOBOACTEO0 N ASKRAPALWA NPONSEOANTEAN — SNOKTROMATHNTHAR OMEXOYCTORUNBOCTD

Cuctema ENT MAS™ NpeaNazHadena IR NPHMEHBHAA § OTINCBHNLIX HIAHGE YCIOUHAX ANeKTPOMATHUTRGH cpenbl. MoxynaTens KAK NofblosaTanb crcremy ENT MAs™
AOIKEH ODECNEMNATD &8 NPUMEHEHINE 8 YXA3aWHOHA CpRae.

Menmirasme v McnmTavensistl yposens Ypooens COOTETCTERA INEXTPONATHUETHAN CPAfA = PONOMENABNN
ycrofiunsocre  (IEC/EN 60601-1-2)
Moy, 3B<p. xp. IBep. ks PACCTOAHWE MEXAY PATHOUBCTOTHIM KOMMYHMKAUMOHHIM
HapeaeHHbe OT 150 Ky 10 80 My Or 150 «lit 10 80 MLy OSOPYROBBHUEM (BRNICUIA Nepudepniinee 0SOpYROBIHNE, HANPWASD
PM-nonAmMn KaGEM AHTRHH W BHRILHKE JHTEHHI) H NIIOTHIM FNEMENTOM CHCTRMY
EC 61000-4-6 5B 68 ENT MRE™ (prsiouan xa5811, YRAIAHNGI® TPOUIBOANTENEM) LOMKHO BuiTh
Cp. k8. . xa. He MeHbLe 30 aM. B NPOTHEHOM CRyuse DOPEXTUBHOCTE PASOTH! 3T0(0
O7 150 xfiy ao 60 My Or 150 Ity ao 80 My, MOGRNLHOFD OGOPYAOBAHNA MONAT CHAIMTRCA.
8 NPOMBIMIACHHOM, 8 NPOMBRUNEHHOM,
HAPYHOM 3 MEQMUMHCKOM HEYUHGM W MEAMLIMHCKOM
PARMOANANAZOHAX PAGHOAMANAIOHNAX
PagwovacrotHoe 3B/m 3B/Mm PRCcTORNME MEMAY HCNONLSYEMBNMKN NOPTATHENGIAN 1N NOQRIDKHbIMK
ANSKTPOMAr- OT80 ML R0 2,7 My O 80 MMiyno 2,7 Iy PAAMOUACTOTHWAM CPEACTRIMN CRAIH W ML 2NEMEHTOM CHCTEMO!
HUTHOE NOtE ENT MRS™, BRMIO4SA KIGLIIN, ROMKHO GbiTh HE MEHBUE PEXOMEHIYAMOTO
1EC 61000-4-3 NPOCTPAHCTRANHOCS PASHOLA, KOTOPLIA PACCUNTHIBIETCA < MIOMOLIO
9-236/m 9-28 B/ COOTRRTCTRYIOWEN GOPMYNLE  YHETOM YSCTOTH NEPRAATINKS,
OUKCHPOBAHHBIE MACTOTH ONKCHPOBINHDIE HACTOTH! PeKOMENYeMbI NPOCTPIHCTRRHHLIA PasHoC
O1385 MMy o 5,785 My Or385 My ae 5,785 My d-iﬁ
HmnynecHan mogynaLmn HMIYNLCHAR MOQYNALIRA (3

Anech P == MAKCUMAMEHAR HOMIHANDHAN BEDIOAHAN MOKMOLTD
NEPEAATUHKS B BATTaX (BT) NO AANHLIUM TIPOMIBORNTENA NEPARATYIKE,

£ — WCNBITATRRLHLIL YPOBRHL NPH MONLITAHMAX Ha NOMEXOYCTONUMBOCTD
B BONILTAX Ha METP (B/M), 3 d — penomengyemsil NPOCTPANCTBEHHER
PAIHCC B MOTPAX {M).

PRAOM C 0G0PYACBIHMEM, NOMEMEHHEIM CREAYIOLIAM CHMBONOM,
BOIMONKC BOSHUKHOBEHWE NOMEX:

()

TIpHMeyae. 3TH PEXOMEHAILIMNN NPUAICHNMBI HE BO BORX CHTYaUMAX. Ha PACNPOCTRAHERNG INEKTPOMATHITHOTO HANYWEHHA BANAKIT 10 NOTNOWRHE
H OTRRIXEHUR KOHCTPYRUNAMK, NPSIMETIMMN W IGELMHA.

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



BRCOKOCKOPOCTHIN SHCTEMA COspnennn ENT e

Bopvt ENT MRS™

Bopul ENT MR8™ {pwc. 6) paspatoTatul N NPEgHASHINEHE ANA WCCRUEHWR, CREPTIEHIA It NNARHIA MATIKRX, TEEPRbIX
M KOCTHLAL TRBHEN, 3 TAIOKE SHOMATEPHANOD H METAINNOS B0 BPEMA PAIMYHEIX XHDYDIHUECKNX BMSLIATENLCTS,
YInosbie HACARKN OCHBULEHE MEXAHNIMOM $HKSBUMI SORS, XOTOPMIA NOARONNAT 3aKpeniTs Gop B Hacaaxe.

B Apyrix HacagKax Sop $HXCHRYETCA § JKWMHOM NATPOHE QENFATENA B MOMENT $HKCALUH HECARKY HA ABNTaTENS.
Boe Sopri ENT MRS™ MAEI0T JHANIOTWUHYIO KOHCTPYKLINNO, & WMEKHO ROHEY AN PaccaeimA (ronosxy). Ero dopma
MONQT BAPLUPOBITLCA ANA PAMIMNHLIX XHPYPCUUSCKIK 3alaY. HCnonseHsa (onosi Gopa SKAMBIOT CIRRYIoNme
YHHELDCANLHYIE HOPMIL CHEDINECKARA VAN KPYTNAA, [ONOBKM MOTYT WMETL GOPOIAKW WIH ANMAIHOR NOKDHTHE.

Yeranosxa
£lnn nonyuEHKA WHHOPMALMN ND APWCOBAWHEHING HACAIKN K JBIFATENIC CW. COOTBETCTBYIILWE WHCTPYIUMA NO
YCTRHOBKE HACAAOK B QAHHOW HHCTPYKIMH N0 NPHMSHEHWO,

Homenxnatypa Sopa

ApTHEYNH GopoB ENT MRE™ COOTBRTCTEYIOT HOMRHKNATYDE, MPUHLNN COTAHMA KOTOPOR ONNUCAH HA NPHBARCHIOA
HIxe exane (puc. 7). CrangaprHoit apTcyn 6OPS COCTONT M3 ARMHE COOTBETCTRYIULEH SMY HACAII, KOAR
cemedicTsa Gopos M AMaMETPa e90 FoNoBxH, Kpome Torc, SpTHKYhl MOTYT SINTIKOUATE 8 CROR PAIMMNHEE NPadnKcty,
ONPRALNAICINE KOHKDITHLIA T HACAAKN, 3 TAIOKE PASAKHLIE CYPHHICH, CORLPIKALINE AOMONHMTENbMLIE
coegennn o Sope,

Npumassnne. Xupyprmvackue 50pw MPEANAIHINEHM TONKO ANN OAHOKPITHOTD NDMWMEHEHUN K FIPOMAPKHPOBIHL
COOTBRTCTRYIOWMM OBPAIOM, GOPLI NOCTABNTHOTCA CTERMIHSOBAHHDIMM CAMME-HINYUSHINEM, B NEPMETHYHON YNAKOBKE,

. Homesnarypa Sopa ENT Ms™
1847 CIV 3'0 IT DIF
1 2 3 4

1. Cemedictao fiopos () Mnm 2 cwmaana) 4, Tan 6opa{2 cmecaa)

a. B — crangapranil Sop a,  CF — aAnm uacvosoro pazanun
b. &V —Gop ClearView b. CT—anA pessima
2 fAnameTp ronosxu Gopa (2 cumaona) € CC— xapSugHsl gna pezaunn
a.  {Hanpwmep 30 = 3.0 mm) d.  DF = anmasiuiil nm TOHKOH
3. Anwna Sopa {1 cwmson) obpatioTkn
a8 s_mmmm e, DM —anmasuuliA gnm

npomexyTouHoRk o6paborkn

b L— HEHHBIRA
YA f.  OC—anmaneiit gnn rpySoi

obpatonas
g. DX —anmasHbil ana ceeprrpybod
obGpaborxm
Anpypruvecxos npumensnne  Hacagsn Bop
OTOPHONAPAHIONOIVIA 1847ATTSS Céhepnuecran
{oTonorua, HERPOOTONOrMA) 1847ATTAS Canpanbibie pexyuime 60po3aKn 3$PeKTHBHO PacceKmoT KOCTL
1847ATTSV W UEMEHT NPY PasHOM yrre AACTYNA. Ucnons3yerca Npu CASAYIOWNX
1847ATTAV NPOUEAYPAX: UCCENEHUE U YANCHUE HEKPOTUUECKUX TKAHER,

ACKOPTUKILMA, PACCEUEHHA HA NPUAATOUHBIX NA3YXaX HOCA K T. A,

10
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BaiconoenopocTHan cucrema coapaenun ENT mrs™

Hacapxn ENT MRS™

Hacasm oBecneunsanT NOAREPNKY W CTAGHANIALING BOMUMOLNICA XMPYPIHMECKIn GOPOR 80 BpestA PAsNHNNLD XHPYPIHHECKIX BMaLIATENLCTS. Hacagkn

MOTYT WCNONbICBATHCH MHOTOKPATHO U TOCTARNAKTCA HECTEPWIGHBIMN. OHW TPEEYI0T OWHCTRN ¥ CTERUMIMIMING Nepea Kxaofl xUpypriueckoR onepaliieit ¢ ux
HCNONBLIOBAMIUEM. HICAQKN HMEIOT MEXIHNIM GHKCALNMN, SUPISHHENOLIA W SaKPeNAOWMA Sop 8 HacaTKe. Kax Ha ABMTaTEnb, TaK W HA HACAIKM HAHECEHNM CTRENIKN
{pnc. B-1), ROACKAIMEMOUME, XAK 22DNKCHPORATE HACARKY HA fiENraTens {pUC. 8-2) nau oTcoaRUHNTE 8 (pixc. 8-3),

Hacagmm ENT MRE™ JOCTYTHIL B PAMIYHGE BAPHHTEX MENOAHEHIA RN WHPOKOTO CEXTPS XMPYPIWNECKIX EmewaTenscTs. CraHpapTHbie Hacagky ENT ves™
Go8MOT NPAMOR W YTNOBOR KOHCTPYRUUM, ROCTYNHEIR & PHKCUPOSBHHOM SAPHEHTE NCTIONNEHIA TN BIPHAHTE C NEPEMENHON JNHHON BHCTYTIAIOLIEH YaCTH.
Xupypr moxet nopoSpate Hacagxy Medtronic HanGonee NOAXOARLLH GOPMLI ANA KAKAOTO BUAA XHPYRFWNECKOTO BMRLISTENLCTRA. NG YAOBL W NPABIX HACAROK
NORXORUT OAMH I TOT xe Gop.

NpRusie Hacagxu

Npegyapaxasnnn.

= ECnW HacanKka se 306noKMpoadna, AsuratTeny ENT MRE™ He SanycTHTOn.

* PaspeuiaaTca HCNONRIOBATY TOALKD SOPhI, CNEYHAMLHO NPEAHATHANSHHIE V1A ASHHOH CNCTEME! CBEPNEHIA, HeoGXOQMMO CRABHITE HOMEHKNSTYPY HB
ynaxoake Gopa ENT MRE™ C HOMRHKISTYPOR HaAAKM ENT MRE™.

Mpamenanne. Hacana He SyaeT BEPHO YCTAHORNEHI HA ABHFATENE, ECAN CTPRAIKH HA FPARAX SHDKIMHOIC MATPOH3 ABUIATENA He CoBMBtIENbL,

Ycrasoana:

1. HagewmbTe NPAMYIO HACANKY HA 33XIMHON NATPOK ABNTATENA, COBMECTIS TPRYTONMHKE CTPENKN HA HACARKE W KOpITYCe Asurarenn (puc. 9-1). Byaet caviwen
OULYTHMAI WEMUOK, KOTOPH NOATBALNKAIET, HTO HACAAKS NONHOCTHIO BCTANMA KA CROR NECTO.

2. Bcranure 60p B HACAAKY NETKIM BPaWeHHEM (PVC, 9-2), BYReT CRuIBeH QIYTVMbLIR WRVCK, KOTOPLIA NOATEEPXAET, YTO GOP NAMOCTL0 BCTAR HA CBO® MECTO,

3, TosopaunbaiTe HACAAKY B YKATAHHOM HA HEN CTPEINGA HENPITATHIN, NOKI METKD COBMEIIHNA KA HACATKE HE OKRNETCA HA ORHOR INHIK € CHMBONOM
Bnoxuporiw (pc. 9-3).
Mpasesanne, LLeNIoK 03Ha4AET, MTO HACAZIKA YCTAHORNEHA NONHOCTHIO ¥ GHRCUPAIOIOE YCTPORCTEO SIKHNMNOTD NATROKA cpadoTano.

4. YGeaurecs, yro Sop 3a6A0KNPORAN B AENFATENE, CNETKE NOTAHYS 80,
Npmasuanne. Sop JoMKeH BPALATLON CBoGAAHO, B NPOTHBHOM CITyuae pasiinoxMpyRTe HACAAKY, 3AHOBO BCTaaLTE 60p W CHOBA I2GUKCAPYHTE HACAARY.

Cunavue

1. Bosbmure gewratent § pyxy. MosepHUTE HACAAKY B NOAOKENNE PAITAOKHPOSKM, B JTOM NONCHEHNN CYPEIKI HE HACAAKE M ABUIATENE COBMBCTATCR, N3K
NOKAIMHO Ha pUC. 9-2,

2. Vasnexitre 60p H3 HECAIKHN B YTHNHSHDYATE 810,

3. € nomoisio SONBIIOTD M YKAIATENBHOTO NANBLIES STARNMTE HACAAKY OT ABKCATENA.

"
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BbicokocKkopocTHas cuctema ceepneHns ENT MRS™

YcTaHOBKa/CHATNE NMPSAMONA HacagKu
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BblCOKOCKOpOCTHasA cuctema ceepsieHns ENT MR8"

Yrnosble HacagKku
MpepynpexaexHus.
« Ecim Hacagka He 3a610kmpoBaHa, Asuratens ENT MR8~ He 3anycTutcs.
* PaspeluaeTcs UCNOMb30BaThb TONIbKO 60PbI, CNELNanbHO NpejHasHayueHHbIe ANS 4aHHOV CUCTeMbl cBepneHns. Heob6xoanMo CpaBHUTL HOMEHKNATYPY Ha
ynakoBke 6opa ENT MR8™ ¢ HOMeHKNaTypoii Hacagkn ENT M-8~
MprvmevaHus.

« Hacagka He 6yaeT BepHO YCTaHOB/MEHa Ha jBUraTesie, eCaiv CTPeSIKU Ha rpaHAaX 3aXKMMHOro NaTpoHa iBUraTens He COBMELLEHbI.
« TMpexze yeM ycTaHaBNMBATb YINOBYH HacafiKy Ha ABUraTe/b, B HEe MOXHO BCTaBUTb 60P 1 3aMKCUPOBATb €ro.
« [InA yrnosbIX 1 NpAMbIX HacagoK NOAXOAAT OANHaKOBbIe 6OpbI.

YcTaHOBKa

1. BcrasbTe 60p ¢ pa3GNOKMPOBaHHbLIM (IMKCATOPOM B YI/IOBYHO HacafKy, HEMHOTO Bpalas ero (puc. 10-1). BYAeT C/bILIEH OLyTUMbIA LLENYOK, KOTOPbIA
NOATBEPXKAAET, UTO 6OP MOSHOCTLIO BCTAN HA CBOE MECTO.

2. MNoBopaunBaiiTe hukcaTop 60pa B yka3aHHOM CTPE/IKOI HanpaBneHWn, Noka MeTKa COBMeLLeHUs mkcaTopa 60pa He OKaXeTCs Ha O4HOIN IMHWM C CYMBO/IOM
6n0kmpoBku (puc. 10-2).

3. Y6eautech, uTo 60p 3a6/10KMPOBAH B ABUTATENE, CIErKa NOTSHYB ero.
Mpumeyarune. BOPAOMKeEH BpaLyaTbcs CBO60AHO. BNpoTUBHOM cnyyae pasGnoKMpyiiTe HacaaKy, 3aHOBO BCTaBbTe 60P M CHOBA 3a(hMKCMpyiiTe HacaaKy.

4. HajBuHbTe YIN0BYIO HACAAKY Ha 3aXKMMHOM NaTpOH BMraTeNs, COBMELLAs TPEYro/bHbIE CTPE/KI HA HACAAKE W KOPMyCe ABuraTtens, ByAeT CAbILIEH OLLYTUMbIi
LLeNYOK, KOTOPbIM NOATBEPXKAAET, UTO HAcaAKa NOMHOCTbIO BCTana Ha CBOE MECTO,

5. TosopaumBaiiTe HacafKy B yKazaHHOM CTPE/IKOI HanpasneHum, Noka MeTKa COBMELLLEHMS! HA HACAKE HE OKaXETCS Ha OA4HOI IMHNM C CUMBO/IOM 6/I0KUPOBKM.
Mpumeyanme. LLLenyok o3HauaeT, uTo HacadKa yCTaHOB/IEHa MONHOCTBLIO U (UKCMPYIOLLEe YCTPOMCTBO 3aXMMHOrO NaTpoHa cpa6oTano.

6. YbeguTech, YTO MeTKa COBMELLLEHNS HACaAKM C ABUraTeNieM 1 MeTKa COBMELLEHNS (hrkcaTopa 60pa HaXOAATCA Ha OfHOW IMHUM C CUMBONAaMKN 6/10KMPOBKM
(puc. 10-3).

CHAaTVe

1. Yrobbl cHATL 6Op C Hacafku, NOBepHUTE rKcaTop 6opa B MONOXKEHNE pa3bIOKMPOBKY.

2. TloBepHWTe HacafKy, 4Tobbl NepeBecTn ee B NONOXKeHNE Pa3bNOKMPOBKU U OTCOEANHUTL OT fBUraTens.

YCTaHOBKa YI0BOWi HacagKm
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BblcOKOCKOpOCTHasA cuctema ceepneHns ENT MRS™

MpsiMble NYrNoBble HacaaKu C NepeMeHHOo A/IMHOW BbICTynatoLlei YCTaHOBKa HACAA0K C NEPEMEHHO
yactum [OJIMHOM BbICTyMatoLein yactm

Hacagku ¢ nepeMeHHOV ANMHOI BbICTYNatoLLeld YaCTW NO3BONAIT USMEHATb AINHY
BbICTYMatOLLEN YacTu 60pa, perynvnpys cTeneHb BblABUXEHNS TPYOKM HacaaKm.
MpepynpexgeHne. MNpex e 4em N0Ab30BaTLCA GOPaMM, XMPYPri [OMKHbI 03HAKOMUTLCA

C UX pabouNMM XapaKTePUCTUKaMN U BbIICHUTb, KaK pasMiHas 4/IMHa BbICTYMatoLLyX YacTel

60pa BNMAET Ha CTabuNbHOCTL pacceyeHns. Benyyae Ype3mMepHOro Tpecka, Bubpauum nam

MOABVKHOCTY 60pa crefyeT YMeHbLUNTb A/IMHY €ro BbICTynatoLLelt YacTu.

MpumeyaHuns.

* BnpsambIx Hacagkax ¢ (hMKCMPOBaHHOM G0 NepeMeHHO AIMHOI BbICTYNAtOLLEN
4acTn 60p (hrKCUpyeTCs B 3KMMHOM NaTpoHe ABuratens. Byrnosbix Hacagkax
C (PMKCMPOBaHHOI 1M60 NepeMeHHOV AAMHON BbICTYMatOLLEi YacTv 6op drKeupyeTcs
B 32KMMHOM MaTPOHE HaCaaKuU.

e BoTAnuve oT HacagoK ¢ MKCMPOBAHHOM A/IMHON, s Hacagkax ENT MRS™ ¢ nepeMeHHO1A
ONVHON BbICTyNatoLLEl YacTy eCTb BpalLaloLLMincs perynsartop.

* W13-3a pa3mepa 1 reometpun 6opa (CpeAn NPoYEro) Ha onpefeneHHbIX CKOPOCTAX MOXET
BO3HMKATb Ype3MepHas BMbpaLma. YBennubTe AN yMeHbLUUTE CKOPOCTb, U3MEHNB
JaB/ieHne Ha nefjanb WaW NanblLeBO pblyar IM60 CMEHNB HACTPOIKY CKOPOCTU Ha My/bTe
ynpasnenus. Mpyu HeobxoAMMOCTH UCNoNb3yiiTe apyroii 6op.

¢ He ncnonb3yiiTe HacagKy ¢ NepemMeHHO ANNHON BbICTYNatoLLER YacTu, eciv perynatop
[/MHBI TPYOKM CBO6OHO BpaLLaeTcs UK He (IUKCUPYETCS CO LLENYKOM, MOCKOMbKY ANNHA
BbICTYNAtOLLEI YacTu MOXKET U3MeHUTbCSA 6e3 NpeaynpexaeHus.

He ncnonb3yiiTe KOHeL, TPY6KM B KauecTBe rny6rHOMepa i orpaHuunTens ray6mHbl.
Mocne Kaxzoii perynvpoBKuM ANHBI BbICTYNatoLLel YacTy y6eamnTech, 4To 60p 1 Hacaaka
no-npexxHemMy HafjeXxHo 3amKcupoBaHbl. Ecn HacafKa He 3aMKcupoBsaHa, cuctema

He 6yaeT hyHKLMOHMPOBaTb. ECnnM 60p He 3adhMKCUPOBaH, OH MOXET NeperpeTbes unm
CKOPOCTb BpaLleHuns ynageT.

YcraHOBKa:

1. YcTaHoBWTE NPAMYIO HacaAKy C NepeMeHHO ANVHON BbICTYNatoLLei YacTu no
VHCTPYKLMN «YCTaHOBKA MPSAAMOWA HacaAKv», a rnoByto HacaaKy ¢ MepeMeHHO AInHON
BbICTYNatoLLeli YacTy — MO MHCTPYKLMUN «YCTaHOBKA YI0BOI HacaKu».

2. Tlocne ycTaHOBKY fi/IMHa BbICTyNatoLLeli 4acT 6opa perynmpyeTcs ¢ NOMOLLbIO
PerysimMpoBOYHOro Kosblia Tpy6Ku (puc. 11). UTobbl yBENUUUTL J/INHY TPYOKU
1, COOTBETCTBEHHO, YMEHBLUWTb ANVNHY BbICTyNatoLLeli YacT 60pa, NoBepHUTE
perynnpoBOYHOe KO/MbLO BNPaBo, Aep>Ka 60p B HanpasaeHUn oT cebs. Mpw nosopoTe
KOMbLa BNEBO fIMHa TPYOKM YMeHbLLIAeTCS, a ANIMHA BbICTYNatoLLe yacTn 6opa
yBENNYMBAETCS.

CHsaTHE:

CHUMUTE NPAMYIO HacafKy C NepeMeHHOli ANMHOM BbICTYNAtOLE YacTh Mo UHCTPYKLMK
«CHSITME NPAMOIA HacaaKM», a YrnoByto HAcafKy C NepeMeHHON A7IMHOM BbICTyNaroLei
4acTh — Mo MHCTPYKLMN «CHATUE YTNI0BOW HacagKn».

KoMnnekT nppuraumoHHbIX TpY60K YcTaHoBKa Habopa MppUraLMoHHbIX TPY60K
WHCTpyKumm no noacoeanHeHnto Habopa Tpy6ok K IPC cm, B pykoBogcTse IPC™
YcTaHOBKa:

OTperynupyiiTe NoN0XeHNe NNacTUKOBOrO 3aXMMa Ha UPpUTraLMoOHHOI Tpy6ke 13
HepxasetoLLeii cTanm (puc. 12).

CorHuTe MppUraLoHHyto TpyOKY NoA HYXHbIM YToM.
3. YCTaHOBUTE 3aXKMM Ha UCTa/IbHbI KOHeL, Hacaakm (psigom ¢ 6opom).
CHATHE:
1 CHumMuTe Habop MppUraunoHHbIX TPYBOOK C HacagKu, CHAB 3aKUM.
2. AHa/10rM4HbIM 06pa3oM OTCOEANHUTE BCE 3aKNMBbI.

3. YTunnsupyiite Habop UPPUrauMoHHbIX TPY6OK B COOTBETCTBUM C MECTHBLIMM
HOPMATUBHbLIMU aKTaMU.
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BHCOKOCKOPOCTHAN CHCTOMA COEPASHNA ENT MAs™
AononwntenbHoie NPUHARNAKHOCTH CHCTEMDbI: KOMINTOHENTH OHOKPATHONO NPUMEHEHNA
Yucraune LieTKn
Yaanure HHOpogHbe BEUIECTES M3 NPOCBETOR RACAAOK € NOMOLLBIO NOAXORRUMX WETOK.
PazMepil OQHORAIORLIX HHCTALLOK LIETOK COOTBETCTRYIOT paaMepan Hacanox ENT MAs™,

Tatanus 5. Pasmapbl ofyHOPAZOSSD: MNCTRIENX WOTOK
Mﬂmm Mw
2,4 M0 41¢cm

AononnuveasHbie NIPUHAGNGHOCTH CUCTEMDI: KOMITOHENTH MHOFOKPaTHOTIO NPUMEHEHNA

JIOTKW ARR RHCTPYMEHTOS
B NoToK AR MHCTRYMEHTOD KAARYTCA HACAAKM ENT MRE™, asrarent ENT MRE™ w/nan Ayrwe 4acTin cucrem ENT MRS™ AnA NOCAERYIOWER creprmssywn. OH, 8 CBoio

CAEPRAD, KNARETCA BHYTPD KECTHOTO CTEPINMIALNONHOTD KOHTERAHEPA MG 05LPTHIBILTCR QNA TAPOBON CTEPHAKIAUNK. JLAHHNIA NOTOK HOCTYNEH B PAMEpe
172 DIN 1847TRAY {pmc. 13-1 n 13-2).

- IpeiTol ROTOK TR MHCTPYMSNTOS rnwlmmmm
12DIN 1847TRAY wHCTPYMaiTOS TB47TRAY pasmepa
112 DIN ¢ nacagsiams

® & ¢ ° & (
",0 ® & 5 @ ol
® & 0 00 e

& & & @& & 0

HeLyKue CTePUANIBUNONHLIS KONTSRREPD!

HKacTrne CTAPIHAIIMONHDIE KOHTERHEPH! — 3TO YCTPOHCTAA, B KOTOPLIC KOMNOHEHTS: ONCTembl ENT MRS™ NOMEIAOTCA ANA CTEPHTHZIUMN, XPaHENHA,
TPAHCTIOPTHPOBKM W NPEACTABNSHHA HX B JCLIITHVECKIX YCNOBRTX. 3TH KONTRAHEPH WMeoT pasmep 1/2 DIN {puc. 14),

CHCTEMA COCTOMT M3 GLHOBAHNA C PYUKAMM ANA NEPEHOCKH 1 KPBILKIL, $HKCHPYIOERCA Ha OCHOBBHIH NOCPEACTEOM SMLENOK. B NOTOK ANA UHCTRYMEHTOB KNAAYTCA
Hacasixu ENT MAS™, peuratenn ENT MRS™ w/uwm Apyrue vacrw cucTeme ENT MRE™ Q0A NocReayowei cTepnu3aling. OH, § CBOI0 OUepenn, KNAMETCA BHYTPb KeCTKOrO
CTRPWIMBSUMOHHOTO KOHTEANED. B CTEPUANIALMOHHDIA KOHTEHHED BCTPOSHE CHCTAMA PUNATDALWMN /NN ALIBLAEHHA BOYXNA W BIYCKA CTEPAIAHTA BO BREMA (MKAA
CTEPWTHIALMM; TRIOKE OHE MPEAOTEPMUIET NONAXIHNE B KOHTRAHEP MUKPOORTAHHIMOS NPH XPAHEHUW, TREHCTIOPTRPOSKE W NPHMEHEHHN.

Crepunusaysonned xonteitsnep 1/2 DIN
% SRCAIRINIRIT G <7 LR S LB
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BUicoROCKOPOCTHAN CHCTOMA chephanns ENT Mea™

Mucrpyxumun no nostoprol obpaborke cucremot ENT MRS™
QUNCTRE — 3TO YAANRHIWE OPTAHMMECKHX JATPAIHEHNH, DG GEKTHENAN QUNCTR:
o MAHIMAIHPYRT PHCK REPESAYH OPIaHHHECKNX SNPASHEHWA MEKITY NALUNEHTEMK,
« lMpegoTepalliaer HAKONNEHWE SBIPASHENHIA B TausHMe cPOKa Crnymbbl YCTPOHCTBa.
» o380NMT NPOBECTH YCNWHYIC CTEPMIMILING. OF TIATENRHOCTN OMHCTKH SABHCHT KAYEICTEO NOBTOPHONA 0GpatoTiu.

QuUNCTKa — 370 NEPRuIA 3TAN. CTAPNMMZAUMA NPOUCKXOMMT NOJRHEE B0 BPEMA NOSTORHOA OSPSGOTEN N NPEANAININEHA ANR YHIUTONEHWA MHKDOOPRIAHHINGS,

WTO6M CHUSHTL BOPOATHOLTD WHGHLIMPOBAHMA M MX NEPEAIUK. JINA NONEMAEMOTD KAUECTEA NOSTOPHOR

MEXAY SHHCTROR, NOCNEZYIUNM OCMOTPOM

W CTEpUMMIMNER He Ao Gaite Jagepmex,
TIePRARIOUNECH C KPORNIO RATOPSNME NPH OGPALIBHIN € AAHHEIM YCTPORCTEOM ROCAR 810 NPUMINEHNA BOCH NEPCOHM MEANUMHCIKONS YUPENIEHHUA QOMKEH
coBMORITD obuiie Mepal NPEROCTOPOXHOCTH COTNACHO cTangapTy OSHA 29 CFR 1910,1030 <KOHTIXT C NOPEAMOMMMINCH C KDOGHIO NATOrEHIMM N3 PaGouem MecTes,

MNpsaynpexiesmn + 3aNpelBeTon IBNVNBITD YCTPORCTE MW NOFPYRATS HX B MHAKOCTh.
WNPEROLTEPANANRA | « 3NPLIIETON YILTPAIBYKOBAA CUNCTKS YCTPOHCTS.
» 3aNPeINAETCA HCNONBIOBATH BLIZHIBMOLLNE KOPPONO K CORNMIIHE XNOP YHCTALIWE CPEACTBA, TAXWE K3K OTOSNRETRNS, WANOK,
BULTOH, THNOXNIOPIT HATHA, QAKIG HITD, MYPIBLWHAR KHCNOTA WM PACTEOPA, COREPIKELINE FAYTADANDREI WL
+ Mocne NAROBOA CTAPMNNIAUNA HEOBXOAWMO AATH YCTPORCTEAM OCTRITh & TRNAHNE JOCTATONHOTO BPEMENHN,
Orpansvenun Npumausine. 1o 3aBePusHN CPOKS CYIKGsl HACRADK X MOXKHC YTRAMSHPOBSTE B COOTBRTCTRHM C MECTHELAIN M HIUMOKAITLHMMI
2 NOBTOPNHYIe HOPMBTHBHDIMN AKTAMN. 13 cOOBpamennit GE3ONACHOCTI M ZMUNTM OKPYRAIILSH CPaAtl KomMnanus Medtronk RpocT so3spawaTs
obpatomny ANBKTPHULCKIE SHCOKOCKOROCTHHE ABWFATENN NO IFEEPUWIRHKM CPOKE CYMGl A KX HARNERMUER YTUAHIALINM,
OxoHUAHHE CPOKA CRY NGt O0StUHO ONPEASIAETCN NT NIHOCY W NOBPERAEHIRAM, CBAIHILIM ¢ HCTIONLIORIHHEM,
YA 110 ONPEACAEHNIO OKOHUMNA CPOKS CTYAGH YCTPOACTEA NPheEaeHtl 8 padgene sTexHnveckoe obChyRHEaHNe, OCMOTH
H NPOSEPKE» JAHHOTO JOXYMENHTA.
Ha necre MostopHan oSPABOTHE HANMHIETCA HA MECTE NCTIONMIOBAHNA.
WERORRICEANMA He onyCxaiTe JACHXBHMA KDOBM, HHOPORHM BRIIECTE W SHONOTHUECKNX MWIKOCTRH HA YCTPORCTSE. YRAIWITE KZYNHBIE S PAIHEHHA
nop cTpyeh xonognod (10-22 °C) s0R0NPOROANCA 80AW. BAAGNPORAIaN S0AR ONPRASARETTA KaK NUTLEBAA BOAA C MECTROCTHIO OT
0,7 Mmoni/n 5o 2,0 Mmonb/n.
Xpaneune TIPaRGCTEPGRBNNG. YTPORCTEO CHERYET ONHILATD B TEUHIHE 30 MISHYT NOCIE HONICALIOEMHIA, YTOGH SITDASHENIA HE YCNRAN NPHCOXHY T,
W TPMHCNOPTPOBRS | SaNDEsReTON KABCTD SATPATHEHNDIE HICTRYMEHTD 8 $YTARD ANA HHCTPYMENTOS, TRAHCNIOPTHURYITE HENOALIOBHNDIE YCTPORCTEA
B OTAENLHOM KOHTeRmepe,
Ecom nemenaesnan oGpaboTs YCTRORCTE HESOIMONNHA, XPAKUTE 670 S0 B/IBKHOM COCTOANIU NPK TPSHCNOPTHROBIE.
Pakossesyeten nosYopHo oSpalaTuisats YCTPORCTE KK MONHO CROPEE MOCIE MCTIGMMIOBAHNA,
Yrofitl NPOANKTE CPOK ChyGts YCTPOHCTES, npoaasgure obpaBoriy chasy HOCLAE HENOALIOBAHUA.
Nogrovosxa InextpopsnraTane ENT mas=;
KaSTOMETHINPO- + Nepen ouncTroh Hacanxs, TEYGKa ¥ Sop Z0mKH SuiTh CHATE € gEuraTann.

+ BpyuHyo npomoita AsraTens W xaben Noa cTpyed xonogHoH {10-22 *C) sononposogHon 6ait, 4TOSH YAANTL BNAMMbEe
BATPASHEHNA. JWKMMHOA NATPOH H PATHIM Kalenn npx 3TOM ROMKHY GbiTh KANPIBNEHL B3,

Mpw DUMCTRE HCNONhayiiTe HENNONOSYIO ETKY.

Ocofenroe BHMAH e YTenAfiTe GOPONIAM W APYTRM TRYAHNM AR ONHCTKH YUACTKEM,

Pacnonaraiive yCTPOACTES B COOTEETCTRIN € PEXOMEHAMINAMN NPONISOJITRIM MOLLLE-AEINHPNLNPYIOHEr0 CBOPYACSANIA,
OURCTKY SHINOAHARTE COTRICHO PEKOMEHAOEIHHOMY LWKAY O8patomct @ MORNHOR MMLINHE, NPHBERLHHOMY B TAGINLE 6 Wwin 7.
FloCnE GUINCTION OCMOTPITE BCE HACTH YCTPORCTEA [IfIA CLISHIKH X YHCTOThL, ECNN OCTANKCL BALHMME SHNTRINSHNA, NOSTOPWTE OVHCTXY.

Hacapun ENT MRs™:

« MMepag ouncrxol Hacagxa K 50Op LOMKHD SbITh CHATE ¢ ABHTATENA,

« Mpomoiire Hacamm nag CTPYed Xonoanos (10-22 "C) sogonposogoi BoAb), NTOGH YAANKTE BRANMbIE SATPATHEHRA.

= [Py oRICTRE HCHONLIYRTE HEFNOHOSYI WATKY.

= Ocobetinoa BHIMANKE YReNARTE GOPOIAXAM K APYTHM TRYAHEIM ANLA QUHCTEN YHACTRIM,

+  Hacamn C NOZBIOKHMMI YACTAMN CHERYET NPOMLIBATL NOA CTRYEH XoNoaHoH BORONPOSARNOH BOK, NEPEMEILEN DTH NACTH 80 BCEM
AVANAIONS WX XOAS.

« Bo SpeMA NPOMBINAKKA NOA CTPyei XONOANOR BORONPOSOAHOA BOAL CUNRAATE NPOCHET HICAKA HEANOROBOH WLETKOH
NOAXORALLETC Pasmepa (cm. by 5).

< Hacammmn ¢ nepemeHRON 2ol BRICTYTIaWeR yacTh (1847ATTXX) cneayet pacnonaraTh B MORYHON MALLIMKIE TaK, uTobu! TPYSKa
Guind BRIAMNYTS NONHOCTRY.

» Pacnonaraiive yCTPORCTER B COOTSRTCTRMM € PEKOMEHOMINAMM NPOMIBOANTRRR MOICUE-RESRHEAUNPYIOWETD OBORYROBARNA.

«  QUNCTKY BHNOHARTE COITCHO PEKOMEHNOBAHHOMY LUWAY 06paBaTiu B MoRNHOR MILIVHE, NPUBEACHNOMY B TASANLS 6 wn 7.

= Fl0CNe CYHCTN OCMOTPHTE BCR MACTH YCTPONCTEA 2/ OUSHKH MX UHCTOTLL, ECH OCTANNCL SWANMNE 33TDAIHEHNUR, NORTOPHTE OLUMCTKY.

NIOTOR AR RNCTPYMEHTORE

o YroBe! CHUCTHTD NOTOK [IIR HHCTRYMENTOR NOCHE NCTIONBIOBINIA, THIRTENLHO NPOMGHTE 10 NOA CTRYRH Xonoel BORONPOROAHOA
SOM 4NN YRABHMN SCEX BUAWMUIX JAPASHEHMA.

o VCNONbIYATE WETKY C MATROR LEETUHOW MK SHCTYIO TK3HD, HTO00 OBNErINTY YRRNEHHE JAPAIHEHWH DOKDYT ARNKITENSN W PYMEK,

« Ocolienqos BHRMAHNE YRunniTe GOPOoIAKaM H APYTIM TYZINSM ANA OUMCTKH YURCTKEM.

o BHANATNIBHO OCMOTRUTE SIOTIN, PYUKH, AEPKETRAN WHCTPYMEHTOS W NOMIOCTH, HTOGH YORIOMTLOA B OTCYTCTRINV SIAHMBIX
JATPASHEHWIL

»  OUMCTRY BLINOAHARTE COMACHO PEXOMEHAOBAHIAMY LMKTY 05pABoTIan B MOsUHON MIWWKWE, NPHBERHHOMY B Talnvue 6 win 7,

+ [MocHr OUNCYIGE COMACHD BOKOMRHAOBAHHOMY LIKAY 0ODAGOTKN B MOBUHOR MALMHE, NPHESAEKHOMY HIXE, BHIYARLHO NpoAEpLTe
NOTOK 4NR WHCTPYMEHTOB HB NPEAMET YHCTOTHL ECAIM OCTANNCE BUAWMME JACRAIHENMA, NOSTOPHTE ONKCTKY.

* & a4 v &
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BMCOROLHOPOCTHAN CHCTOME coepneins ENT MRe™

MacTnil CTOPNARIANONNHLI KONTeANED:

o UroSu CUHCTHTS CTEPHANIALIMONHN KOHTEHHED NOCAL KCTIOMMIOBSAHUA, YTHININDYATE GUILYPL OAHOKPATHONO NPHMEHHUA
W TWATRNLHO NPOMOATE CTEPWAMIALINOHHWER KOHTRANEP NOJ CTPYER XAROZMOA BOJONPORCAHOA SO0 ANA YAMEHHA BCEX BUAHMEX
SarpAsHeH,

= WcnonibayiTe weTKy C MATKOA LIETHHOR WK SNCTYI0 TREND, YTO0M OBHEWITL YARNEHNE SIFPAIHEHHA SOKPYT gepxataned,
YRCPKNBMORIMX NNACTIH GINTETPOS H PYLEK.

«  Ecnm ecTd SUQMMLIL JAMPAHEHNA, CCTOPOIRHO NPOMOATE olNACTL NPOKNANIN CIEPWMBALNOHHOTO KoHTeNHepa,

« Ocobennoe Mawanne ynensite G0poIam W APy TRYSIHNM QNR OHWCTIW YHACTAN,

¢ BHUMBTENILHO OCMOTPHTE KOHTEAHEPD, PYHKN, NPOKAANKM, YAEIKNOMOUNE MIACTRHE! PUNETRON, REPWATE/IN WHITRYMEHTOS
W NONOCTH, YTOOu! YSRAWTLCA B OTCYTCTBHN BMAMMMX JATPASHEHUNA.

+  CHUMNTE YORDNMBAIORINE NNICTHHL HMITPOS € KPLILIKK W OCHOSAHNA, NOSEPNYE PHINAT HA YASDIKUBAIOWEN NNACTUHE MO YacoBOH
cTpenrke, He CHUWMAATE NPOKNAGKY QNA OUHCTKN,

+  OuUNCTKY BUINCANATTE COTRACHO PEKOMBHIOEANHOMY UWKITY 0SpaboTikin B MOCHHON MBLIWHE, NpuseaeHHOMY B TaGnmue 6 ww 7.

« (oCne CUHCTXN COTMBCHO PEKOMEHAORANHOMY LIMKNY OSPASOTKM B MOGUNON MALIWHE, NDHBEACHHOMY HIDKE, BHIYANLHO NPOBERLTe
CTREHANIAMNOHHIN KONTERHEP K3 NPEAMET UNCTOTE!, ECNM OCTANMCH BIOWMBIE JXNPAHEHKA, NOBTOPHTE OYNCTKY,

Npsgynpenpsnun.

» NOTOX ANR MHCTPYMEHTOE W RECTIGIA CTEPNIAMMOHHMA KOHTERHED NPEAHASHINEH M TOABKO ANA CTEPHAHIMWN MHOTOPAIOBHX
ycTpoRcT.

+  33NPEUALTTA WCNOABIOSATL NOTOK AR IHCTOYMEHTOD W CTEDUWINSALINOHIMLIRA KOHTERIED QAR CUHCTIN AN SESHHEEKLNH
MHOTCPABDBLI YCTPORCTR.
o 3ANPOUIAETCR YHCTHTE NOTOK /M UNCTPYWWEHTOR MM XECTKWA CTEDINIAUMONHBIR KOHTEAHED LLANCUHLIMMN CPRACTEAMN,

Mpeaocrepaenun,
« He ucnoabsyhte yneTpassyxceost GUMCTUTAND.
Tabnnua 6. NapameTpel GuKAs MOBKN ¢ HORTPABHLIN CRORCTIOM
JABITETANG, HACAZIKN N AOTOK /A WHCTPYMOHTOS ENT MRE™ — HeflTPaNnbitoa MOWNIRES CPaICTEO
daza Paigpxynaunn/ Tomnepatypa 00AM | THR MOWENS CPORCTEA
samiumpasue (sun)
Mpenpapnrenvhaa | 2 mnH (02:00) XonoaHas HanpmmeHHmo
mMoiKa B80QCNPOACAHAR BONA
10-16*C
Moixa 2 mwiH (02:00} fopavan DEPMEHTHO® MO CPRACTBO < HERTRANDBHLIM PH,
B depMerTHOM BOQONPOBOANAA BOJA | HANPIMED KOHLEHTRHPOBINNOR HEDMEHTHOE MO eE
cpaactae 43-55°"C cpaaceo Sterls Prolystica® 2x, 1.0 mn/n (1/8 yuu/rann)
Mofixa 1 2 mun (02:00} 66 °C (3anaHnoe Moee CPRACTEO € HeliTpanbHam pH, Hanpumep
SHavenHne) KOHUSHTRWPOBAHHOE HERTPANGHOR MOIWISE CPEICTIO
Steris Prolystica 2x, 1,0 mn/n (1/8 ynu/rann)
Mpomeiska 1 15 ¢ {00:15) 43-60°C Henpamannmo
Tepunsscan 1 mm {01:00) 90 °C (zapanioe Henpamesinmo
NPOMbIBKS INIUEHME)
Mpomeinxa 10 ¢ {00:10) 66 “C (3apansioe Henpumenimo
QMMLENHON BoflOM INAUBHKE)
ECNW OCTANMCH BUAMMbIE SATPAIKEHIR, OUTOPMTE OUMCTKY.
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BaicoROCROPOCTHAN CHCTEMA COPNNA ENT Mns™

Tatinwua 7. Napamatpis MoHRN 00 RISNONHLIM CPEACTEOM
Bsnrarans u uacagen ENT MRS™ — mjencviioe MoloLgee cpaacTso (patownil pacTacp ¢ pH < 10,5)*
Mipasesiasme, 130PAURSTON LNCTHTD NOTOK TR MHCTPYMEHTOS W IECTKHA CTEDWMMLIMONHLIN KONYRNED LSNOWHMMI CORICTRAMM.
dan Paumpiynsuna/ Temnepatypanogst | Tn moletgero cpagcTsa
ZAMEUNERING (M)
Mpeasapurencian 2 v {02:00) XonopHan Henpumenmo
MORKa BOROMPOSOAHAN BORS
10-16°C
Moixa $ Mist (05:00) 43°C (sapannon WienouHOR MOIOWER CPRARCTEO, HATIRUMED Neodishar®
. HAYEHNE) MediClean forte nponsbocTea komnadun Do Weigert,
2 an/a (1/4 yway/rann}
Npombaxa 1 mun {03:00) TopRuan Henprvennmo
BOACTIPOBGAMES BO7R
43-60°C
Tepmunuecxan 1 amH {07:00) 90 *C (zagontoe Henpumenwmo
NPOMbIBKA IHMONUE)
Mipombinxs 1 Mo 30 € (01:30) 66 *C (sapdhHoe HenpumeHmmo
cUMIEHHOH BOROR HaveHwe)
ECW 0CTANNCH BRAWMbIE SMPATHENUA, NTOBTOPWTE OMHCTKY.
* NPORSEOZMTENN LWEENONHBIX MOIOWHX CPEACTE ROCTAMNAKT X B SAAR KOHLRHTPATA. JUIR OUNCTKH YCTPOHCTS MRINIEHCNON
HAZHANEHHA STH CPBACTEA HYXHO PaIBARNTL COMNACHO MHCTPYKUWAM NPON3BOUTENnA. Komnanns Medtronic noavsepauna
NPUrOAHOCTE PAGOUNK PACTEOPOR LILNIOUHBD! MOIOLIMX CPeACTs © pH go 10,5.

NoCne ONHCTINN CMANETE HACARKN A3POICNLNOH CMAIKON (Hanprmep, Pana Spray) cnenyioupsm oSpason:

1. Depxa sspozonatinil GANNGHYNK HA PACCTOAHIN NPHEAIUTENLHO 10-15 04 OT HACARIGH, PACHILUFITE CMASKY HA RCE ARMNKYIMECA
AETANW, AEABA NO TPN KOPOTIHX HOKATUA ANR OMAIKK KUKGOR gaTann.

2 Tlonswraiire ARIKYLINECH NETANM C U0 OBECTIGUSHMA HAMTEMMUEH CMAZKN.

3. Yaanure HanuwKm Guazic YHCTOR TKINGIO,
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BLICONOCNOROCTHAR CHCTOME coapnainn ENT mas™

Pyusan ouncris

Inextpogsirarens ENT MRS™;

Hacagum ENT mte™:
= Mepen ouncrol Hacagia n Gop Rorin GaiTe CHATH C ARwraTens.

- Tipimap CWiCTEN YTROBON HACARRN

MNepaa cuacTRof HacagKa H S0P QOMKHL STl CHATH C ABNFATENA,

TwatensHo npomoiTe ASUraTENG N KaSens NoA CTPYeR xonoaHoM (10-22 *C) sononposoaHoR BOAM, HTOSH YAANTE BIRAWMbE
SATPAINAHIA. 3MKUMHON NATPOH W PATLEM KBGRNA NP ITOM JONKHE Gatt HANPBENEH! BHIS,

PN OUNCTIE NCNOALIYTE HRHROHOBYIO RINTXY.

Ocobasoe BHIMaHNE YRENARTE GOPOSIaM W ADYTUM TRYAHIM ANA OHHCTKN YHaCTKaM,

NiprroTosbTe MOIWMIA PACTBOP K3 BOZANPOBOAHON BOAN N PEPMEHTHOTD CPEACTEA C HERTPANLHBM PH, TAKOTS KaK
KOHUSHTPUPOBAHHO® HEPMENTHOS MOIOGE CPEACTEO Steris Prolystica 2x, B COOTBRTCTBNMN C PENCMEHAAUMAMN NPONIBOAUTENA =~
1,0 0/0 (1/8 yiiirann) npu Temnaparype 23 °C — mio nCRIONE3YNTE MANBEANTHOR MOKILEE CPRESCTRO C HRRATPANWHLIM pH

8 COCTRRTCTOHN C PEKOMEHAMPIAMM ADOUIBOMTENA,

TPOTPHTE BCE HAPYIKHIC NODEPXHOCTH AOMIATRAA, KAGENA K PESLEMA KAGRAN TKANHDID, CMOMEHRON NPHIOTOINEHHBIM PACTROPOM.
QuucTiHTE KOPITYC, SAXMMHON NATPON K PASHEM KAGENA ABMraTENA HOANOHOBON WETKOR, CHOYERHON NPITTTOBNEHHEM PCTEOPOM.
Taiavennko NpomodiTe ycrpoiictec nog cTRyedl Tennol aogonposagHoi safm (23-43 *C). 3amumiod NATPOH U PaTben KABENR NPK
ITOM ROMNHM BUTH HANPIENEH BHAS,

Tocne NPOMBLIBKKH TRNAOA BOAONPOBOAHOH BAGOH YCTPORCTEO CNEAYET TUATENBHO NPOMEITL OYHILIEHHOR (RenoHnsanwed,
OGPATHLILM OCMOCOM HITH DKBNBAIEHTHDIN METOROM) BOROA KOMMETHOR TOMNRPETYPDI (25 *C) B TeueHNE MIHIMYM 30 CRKYHR, NPIYeM
JDUNMHON NATPOM 1 PEILEM KaBENN ACINHM ThiTh HATPASARHN BHN3.

Mpocywmre soe YCTpoictso Ge1soptosoi candetxoi.

YROCTOREPLTECH B TOM, YTO NOCAE PYUHOR OHUCTIM HIl YCTPORCTEAX OTCYTCTBYIOT BHAUMbIE SATPASHRHNA. ECTIH 0CTaNHCD BHANMEIE
3ArpAINEHNA, IOSTOPHTE ONNCTKY.

TwarenbHo Npomodime Hacaxwu naa crpyeit xonoatod {10-22 °C s00NPOSOAHON BOAM, UTOGM YABAHTS BNQNME JATPAIHEHNA.
Nipi CWECTRS WCRONLIYATE HEANOHOSYIO INETKY.

Ocofennoe BHIMANME YQeNRHTE GOPOIAAM 1 APYTHM TRYAHEM QLA CMMCTKN YUACTKIM.

B BpaMA MPOMLIBKN NOA CTRYER XOAOAHOR BORONPOBOLHON SO/ CARRYET MEPEMEIMATD BCE NOADNKHEI YACTH BO BEOM HUANAIOHE
HX XOnS.

NpwroTossTe MOICLE: PACTECP ¥3 BORONPOBORHOH SOW N HEPMEHTHOTD CPEACTER C HERTPATSHBIM PH, TMEOrO Kax
KOHLIEHTPHPONAKHO® EPMENTHOR MOIUISE CPRACTEO Sterls Prolystica 2X, § COCTREETCTRIMM C PENCMEHZALMAMK (IPONAROANTENA —
1.0 wWn (1/8 yHW/rann) npn remnepaType 23 *C —- G0 MANCIIAIYRTE SKBMBMEHTHOR MODLRE CPEMICTSO € HEWTPanNbHbM P

B COOTBLTCTEMK £ PEROMEHILUAMN MPOHISOANTENN.

TIpOTPHTE BCR MACARKH TKAHDIO, CMONEHHOR NMPUTOTORNEHHIA PACTROPOM.

MIOUKCTHTE HAPYXKHBIE NOBRPIHOCTH OCHOBAHIE HECARKN M BHYTDEHHNE NOSEPXHOCTH & MECTAX CORGUIEHHA HEUNOHOBOM LeTIOMN,
EMOMEHHOR NPHUTOTORANEHHBIN MOIUIIM CPEACTBOM.

£iRA RPAMADE HACAOK MMEIOTCH CTIRUMAINHDIE YHCTRILNE LIETIM, PAIMEP KOTOPLIX COOTRETCTRYST BHYTPRHHEMY ARMMETPY HACAOK
{om. TaBanuy 5}, NPOTOAKHITE IHETKY, CMOUERNYIC NIPHFOTORALHHBIM MOIOLIAM CPERCTROM, HEPE3 HACAAKY € JaaHER CTOPOND! BNEPER,
4TG0 PASYNNOTHITE M YAAMTE 3ATPAHEHNR, OCTARIIMECR EHYTPM.

Np# oUNCTXE YIMOSHIX HACAGOK PABPEWANTCA OGHOBPEMEHND NOTRYNITL B MOONEE CPRALTBO TONLIKS NONCBWHY HACAKN
(Hanpumep, cropony Tpybun/Gopa). He NorpymailTe & XHAKOCTD SCI0 HACAAKY LIEAKKOM. OCTOPOXNO NOANIIANTE HACARKY B MOKHLLEM
CPRRCTER, NPHBOAA 8 NERCTEHE ABIEKYILINECH YACTH. NS0 NOMECTHTE B MOIOLLLE CHEACTSO ADYTYIO NONGEUHY HACAAKN (Hanpumep,
CTOPOHY OCHOBAINR) W NOSTOPHTE Npouecc (prc, 15).

YAOCTOBEPETECH, NTO OUHCTIGE NPOCHETS TPYGKN YINOSOH HACAKM NPOMSTOMMTCA LISTION COOTRETCTRYIOWAFO Paskepa (o4, Taliauwy 5).
TogsuraiiTe 8ce QEMKYUMECH DETEIE 60 SCOM AUANEIONE MX XOAR, YTOOH TUATEABNO DUUCTHTL PACTEOPOM BCID HACARKY (HanpIwmep,
PRrYNATOP HA HACAAKE C NEPOMEHNCH ANMHON BWCTYIMOWEH YBCTH WK BTYNIKY Ha HACAQKE INA NEPOHOPATOPS).

Mogsuraiie GC8 AEMNKYUWECH QETANH B0 BCRM RUATIAIONE MX XOA NOR CYPyed Tanncé (23-43 *C) sogonposoakod sonw, Yrobe:
BORA AOMHDIM OBPEIOM NPOMLINE HACAAKY.

Twarentxo NpomodiTe HACARXY CTRYRR TRIVION RORCNPORORHOA ROAM, [PCMLIBATL HacaAKY CIaRYRT < 050X KOHILOR, YTOGM YAMNTL
N3 HEE OCTATIH MOILLETo CPEACTRA,

floche NPOMLIBKK TEN0H BOLZONPOSORHOA SDGOH YCTROACTSO CHORYET TWATRLHO NPOMLITL CHHLIEHHON (GenoHNIaUMed,
OBPITHLWM OCMOCOM WKW JKBHBANEHTHLIA METOAOM) SORON KOMHETHOR TeMnepaTypel (25 °C) & Tauatne MMM 30 cexyHa.
Yaocrosepetech B TOM, NTO ROC/E PYMHOR GUHCTKH HA YCTPORCTEAX OTCYTCTBYIOT SAQMMOLIR SATPAIHEHHA. ECNN OCTARNCH BRANMLIS
3ArPAIHEHMA, NORTOPITR ONWCTKY.

o TwarentHo NPOCYRIUTE HACAIXN, MOWHO BLYTL RIATY M3 JAGHEA HACTM HACAKI BNIePER G OMOWWIO NPOSYBOMHOTO NHCTONETA,

1. Croposa rpyfun/Sopa 2. Cropona oCNoBaHNA
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BMCOKOCKOPOLTHAR CHCTEME cCoaphann ENT MRs™

JIOTOK ARA NHCTPYMONTOS M IKSCTKING CTOPNNNISUNONNME KoHTedHeD
1. KecTiuil CTEPHARTALNONHIA KOHTEAHED W NGTOK ANR WHCTRYNEHTOB AONYCKAETCH YHCTHTE BPYWHYIO TONBKS MPH HEROCTYIHOCTN

MOUS-ARIUHPUULMPYIOWETS 0S0DYACSANNA,

3. TearensHo NPOMOATE MECTRHI CTEPUNMAMMOHHMEN KOHTERHEP M NOTOK QA HRCTPYMENTOR N CTPYSR xonaaHod (10=22 *C)
BOACNIPOBORHON BOAL, HTOOH YAOHTD BHANMLIE SATDASHEHNA,

b, Wcnoneayite WeTKy & MACKONR WETHHOR MAN YNCTYIO TRAHD, HTOOK OGNArYMTL YAAREHKE JATPAINEHIG DOKDYT RepokaTensh,
PYHEK M YACPKMBMOWMX MAACTHH $MNLTPOS (TONDID HA INECTROM CTEPMWITNIAMOHHOM KoHTeANepe).

€ EC/M €CTh BRANMbIE SATPASHENMA, OCTOPONK HPOMORTE OBASCTL NPOKNBAKN XECTKOO CTEPUNUIAUNONHOTO KOHTERHEPA,

d. OcoBetiHoe BHUMANUE YRoNARTE GOROJIKAM W APYTHM TRYAHDIM QIR OYHCTN YUACTIAM.

€. BHAMBTEALHO OCMOTPHTE MECTHIN CTEPNNUILNOHRMA KOHTRAHED M NIOTOK ANA HHCTPYMEHTOR, B TOM YUCAR PYYKH QR
NEPEHOCKI, NPOKNARKM, YIAIKMBMOWNE NNACTHHN SHALTROB M NOMCCTH, YTOGHM YEGAMTACA & OTCYTCTENW BUAWMALX ATPAINEHIA.

2. MNogroToRuTE KOHUSHTPAPOSAHHOE $APMENTATURHOR MOIOWSE CPRACTO ¢ HelTpansNuw pH Sterls Prolystica 2x.

2. TIpNroTOBETE $EPMEHTHOR MO IS CPRACTEO B COOTRETCTRNN £ PEKOMENABLIUAMMN NPOMSSORUTENA — 1,0 mn/n (1/8 yHuw/
rann} npé TeMnepaType 23 "C — AnGo MENObIyiTe IRBNSANEHTHOS MOIWSE CPEACTRD C HARTPANMBHMM PH B COOTRETCTENM
€ PRKOMEHIMMAMN NPOHISOANTENS,

b, Tlorpyaute Mecriil CTepUNMSAMONHBIA KONTEHNED H AOTOK ANR IHCTRYMEHTOS B NPHICTORNHHOR DEPMAHTHOE MOIee
CPEACTAD, NOASHIAATE AOTOK W IMIOVNTE HE MEHES Yem Ha 10 miNyT.

3. TWATRALHO CUNCTNTE XECTXHI CTRPUAMBAUNOHHURA KOHTRHHEP W NIOTOK ANIA MHCTRYMEHTCS.

A OuncTTe WeTKod C MArKOd WETWHOR BHELHI0IO NCBEPXHOCTTL MBCTKOND CTRPWINZBLMOHHOIC KOHTEAHEP3 W NOTKA AN
WHCTRYMEHTOD.

b. Ynenniire ocoBoe srmanie SoPOANKAM, YASPKMBMOLIMM MAACTIHAM SUIBTROS (TOMLKO HB MACTKOM CYaPHAMSMIMOHHOM
KONTERHEDE), 3AMBNKIM W ADYTWM TPYIIHBIM ANA ORUCTRN YHICTRIM YUTRORCTES, YTOGh YAANHTE L8 BRAWMME 3AIDAIHEHIR,

4, [IOCnE SBMEUHBAHIA TIATENLHO NPOMORTE XACTKIN CTEPHANIBLHOHHLIA KOHTERNER ¥ NOTOK 4NN WHCTRYMEHTOS NOY STPYER TENNOR

(23-43 *C} ponNpPOBOHON BOAM B TEUEHUE MAIAYM 1 MRHYTS, YTOGH YRANMTL OCTATKM MOIOWSTD CPEACTRA.

5 MpoMoATE MECTRHA CTEPHANIILMORHBIA KOHTEANED M NOTOK ANA WHCTPYMEHTOB,

b, B KauecTse BCNOMOTATENDHOTO CPRACTSA NPt NPOMBIBKE HCNONLIYRTE WNPWLL

5. (ocne nposect TeNoH BORONPOSOAMHOR EORORA TWATENLHO NPOMOATE IECTRKHA CTEPWMIALWOHHBI KDHTERHED M NOTOK JNR

HHCTPYMEHTOD OUR(EHHOR (RENOHKIMINEH, OBPATHLIM OCMOCOM WITH IKEHSAEHTHLIM METOJIOM) BOACH KOMHATHOH TeMNepaTYPs

(25 °C) 8 TeueHHE MHHIMYM 30 CeKYHD.

Npassevanne. Nocne CUNCTIM CCUOTHNTE BOE YICTH IKELTKONO CTEPAMIAUWOHHOTO KOHTERHEDA N NOTKA ANIA MHCTRYMEHTOS AN

GUEHKM WX YNCTOTEL ECAm OCTINWCL DRONMGHE SATDAIHEHIA, NORTODHTE OUNCTKY.

6 locyxa npOTPMTE NOTOK ANA KHCTPYMEHTOS H MECTKWA CTEPUIUIALMOHHEIR KOHTeHHED UNCTOR B2300pCoBoR CandeTron,

TOCA® CUMCTKM CMANGTE HACAZRKN 3PO3ONbHOR CMABKOR (HanpWMep, Pana Spray) chenyiownm obpasos:

1. flepxa 23poaobHuiil GANA0HINK HD PACCTOMIIN RPWEAKIUTENLHO 10-15 CM OT HACATRH, PACTIHITHTE CMAIKY HA BCE ABIKYIMECA
RETANNM, REANAA NO TPH KOPOTKHX KAKATHA ANR CNASKN KDKACH AeTaNK,

2. MopswraiiTe ABWKYIIMECA ETAM C UENDK OGECNEVEHIA HAQNOKMILEH CMATKH.

3. Yaanmve ManuiwikK CMAIKN UHCTOR TKIHBIO,

OCMOTE N NPoRepKa

Resunpoainn Ocobuie TpebosaHn oTCYTCIENOL.

Cyuina Mpw HECBXORMMOCTH BAITPHTE YCTPORCTEA AOCYXA HHCTON Ga380pcosoit canberkoil, Ocofinie HRCTRYKIIM ND CYLIKE QIArATENN, HACAAXW
TPYGRI, NOTKS R MHCYPYMEHTOR # CTEPMAMIMHOHNOTO KOHTERHEDS Gk B COOTBETCTEYIOLIMX PASAS/IAX, NOCEMUSHHM OUNCTIE.

Taxnwvweckos 3anpewderca o6 pataTHIsaTL /IR NOBTOPHOND HCNGNBICSAHUA YCTPORCYES C ABKEIMI NOSPEKARIAMI NGO KoppoIned, Hx chegyer

olchyunanme, BRPHYTE B KOMIAHNIO Medtronic AnA NPOSsEASHIR CAPENCHOND OBCAYKMEAHMA,

Mocne oMUCTKN ocMOTPHTE 0GpatioTanibie ROBTOPHO YCTPOACTES, OCMOTD CERYET NPOSOANTD B YCROSUAX ROCTATONNON OCOLIIRHHOCTH,
Ontinieckoe yoenuuenine He TpeGyeTor. CRegyiouine NPHIHAKN YKAINBAT, HTO CPoK CAymbit YCTPORCTEA 3aKaNwMBaeTcA. Mo
3ABEPILEHNN CPOKA CAYIRGE! HACRROK WX MONHO YTHANINDOBTH B COOTEETCTENN T MECTHHINI W HALNGHANLHLINN HOPMITHEHOIMM
MK, U3 coobpanenuil GeIDNAcHOCTI W SMUWTI CKPYKIOUISR cpefb KoMNariA Maedtronic RPOCHT BOISPALSTE MMKTPUECKHE
BHICOKOCKOPOCTHLIE ADMIATEAU MO SABEPAIHIMM CHOKE CITYAShI ANN X HAANOKAULSA YTHAKIALEIML
+  ABHbIE NOBPEKARHMR NN KOPPOIMA.
+ Pazbefanus, TPRUMHEL NOTIOMKH THGO NCKDHBNEHUE,
= Heuutaembie AasepHbie M NPOYKE FPABHPOSINMADKHPOSKA.
+  OBacyseunBanue, XOPPOIUA, NATHA U PIKABUNNKA,
+ Heposio paGoTaiouine ARGO SIENJICUINE MEXIHMIMbL ITO FOBOPHT O BLIXORE W3 CTPOA YIINOTHHTENLHBIX KOMEL KPYTNOO CRUEHNA
WG NOAPEXARHUN BHYTREHHIX KOMIOHEHTOS, HANPAMED INEMEHTOS KONLLA DETYIHAOBXH MHM ABKKTYNADWEA VACTH,
3ANOPHONO KON SOPd MAK BTYNOK.
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BblCOKOCKOppPCTHas cuctema csepreHns ENT MR8”

Ynakoeka MpegynpexaeHus.

 [Mpwv BbINONHEHUW LMKNA CTEPUN3ALMN He KNaauTe B NOTOK AN8 MHCTPYMeHTOB 601ee ofHOro asuratens ENT MRS".

* He 06epTbiBaiiTe XECTKWIA CTEPUNN3ALNOHHBIV KOHTEHEp.

o JIOTOK /11 NHCTPYMEHTOB W XXECTKUIA CTePUN3aLMOHHbIV KOHTEeiHep npejHa3HaueHbl TONbKO 4151 NPOBeeHUs CTePUAN3aLmn.
YcTpoiicTa cuctembl ENT MR8* He06X0AMMO 04MLLaTb OTAENbHO OT IOTKOB.

BO3MOXHa ynakoBKa fiByMs cnoco6amu:

1. YcTpoiicTBa MOXHO CTepuUnn3oBaTh B 06epHYTOM NIOTKE /1 UHCTPYMEHTOB. JIOTOK J0/KeH 6biTb 06epHYT ABYMS CNOAMU
O/JHOC/OFHOV NOANMPONWIEHOBOI 06ePTKM MO METOAY MocneAoBaTeNbHbIX KOHBEPTOB. BCLLAZOMKEH NCMONb30BaTbLCA
06epTOYHbIN MaTepuan, CoOTBETCTBYHOLLMIA TpeboBaHMAM PDA

2. YCTpOIiCcTBa TaKe MOXHO CTEPUIN30BaTh B IOTKE 415 MHCTPYMEHTOB, B/IOXKMB €r0 B XXECTKUI CTEPUAN3ALMOHHbI KOHTERHep
COOTBETCTBYIOLLErO pa3mepa.

JI0TOK ANst UHCTPYMEHTOB!
1. OcmaTpuBaiiTe yKasaHHbIe HUXe KOMMOHEHTbI Nepes KaXAbIM LIMKNOM CTepPUAM3aL M. Y fOCTOBEPbTECH, YTO B KOPMyce N0TKa AN
VHCTPYMEHTOB HET TPELLMH 1 Pa3pblBOB 1 UTO CUIVKOHOBbIE AepaTenn (puc. 16) He NOBPeXeHbl.

W CUNNKOHOBbIE aepxkarenu

Vv iV 1w t
M...i-TiIW 'miTi-in

Pa3mecTuTe ounLLeHHblIe yCTpOIZCTBa B CU/IMKOHOBBIX iepXKaTensax N0TKa 1 UHCTPYMEHTOB. Ha fHO f10TKa 111 UHCTPYMEHTOB
HaHeCeHbl KOHTYpPbI, NOKa3blBakoLne, Kakne yCTpOVICTBa yMeLlaroTca B /IOTKE.

Hacagku ¢ nepeMeHHOI ANMHOI BbicTynaroLeld yactn 0847ATTXX) cneayeT pacrnonarath B 10TKe AN MUHCTPYMEHTOB Tak, YTo6bI
Tpy6Ka 6blna BblABUHYTA MOAHOCTLIO (pyC. 17-1).

4. TonoxwTe ABUraTeNb B IOTOK /151 UHCTPYMEHTOB, KaK NoKasaHo Ha puc. 17-2.
5. 3aKpoiiTe NOTOK A1t MHCTPYMEHTOB KPbILLKOW,

n JloToK ANna nHCTpymeHToB ie47TRAY pa3mepa 1/2 DIN Pa3melleHne ABUTATENA B HIKHEM
C Hacafikamu ¢ NnepeMeHHON ANNHON BbICTynatoLL e YacTn YPOBHE N0TKa A/11 UHCTPYMEHTOB
1847TRAY pa3mepa 1/2 DIN

1. Hacagka c nepeMeHHON ANHOV BbICTYNAIOLLEN HYacTU € MONHOCTbIO
BbIABUHYTOI TPY6KOIA
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BAICONOCKOPOCTHAN CHCTEMA COEPAINNA ENT Mas™

HapnanT 1: 0GaPHNTE NOTOK A159 MHCTPYRIGHTOD ARA CTOPNNUANSA LN
» MonpIosaTem OBA3EHL KCNORLIOEATL TONBLKO JONONHNTENLHLIE IPMHATIMEKHOCTY (HANPAMED, CTRPUNNZALWOHNBIA OBEPTOH LI
mmmeuwuﬂmummﬂmﬁpmﬁwdammmmwmnmmmm

N0 KOHTPOMO 13 NHMLEBLIAN NPOYKTAMM N NEKADCTRENNbIMM CPEACTBAMK CLUA) ANR APUMEHEHIA § MELHLIBHCKIX YUPERTRIMAX

8 CLUA # #8 NOAKOHTPONDHLIX TEPPHTOPKAX 18 COOTRETCTRYIOHINE YTRERIKQEHHDIM NAPAMETPAM CTEPHIMIBUNN, YKAJIHRLM 8 RIHHORA

HHCTRYRIWM IO NPHAEHEHWO, B0 coaTeeTcTayoNUS THRG08aHHAM EN ISO 11607 gnin npUmMEHEHRA B MEIMUWHCKIX YUPRMASHWAX

3a npepenamu CLUIA 1 AOAXONTPONBHER TEPPUTOPMA, TAKKE NPRHASNEAHOCTH AOMKHE! IMETH COOTEETCTBYIONIO MADKIDOBKY,

» Norok gornxat Guiti o5EPHYT ARYMR CROHMH QAHOCNORHOR NAAKNPOTINNENOROR COEPTKH NO METORY NOCNEACAITENLMGIX
KoHaepton. B CLUA A0mKel MCNANLIOBATRCA GORPTONHLIA MATEPHINA, COOTBETCTRYIOWWA TPebonarum FOA,
BapRant 2: ROACHNTE AUTOK AR NHCTPYNAHTOS B MacTINA CTepMANSAUMNOHHGIE KoNTelHeP:
1. Ycrawouuve onuH dunbTp (Case Medical SCFOT) Ha KPHUIKY MECTIOTO CTAPWANSALIRONHONO KOHTCAHEDS 1 o QTP (Case

Medical SCFO1) — 8 OCHOBAHNE MECTIOIO CTEPHMANIALIUOHHONO KOHTRHEPS paimeps 1/2 DIN.

2. Monowwre $ITp Ha OGN TL OTUEPCTIR B KPLULKE, 3 FIOBEPX HETO YCTAHOBUTE YACHIKMAAKHLYIC MAACTHHY.

b, 3MPenuTE KAMEWIO YARPMRBMAUYID NABCTIHY AILTPE, NPMUNAD €€ B UEHTPE K NOBOPIUMBARN PYKOATKY, NOKA HE PAIJACTCA
ajanvox (puc. 18).

2.  OxeaTiTe NNACTUHY HUNETPA AepokaTenem (puc. 19).
3. MonoxuTe SaKPHLTHIA KPAIMKOR AGTOK INA HHCTPYMERTOS B WACTKIN CTEPRAKIALMOHHLA KOoNTeHvep (pre. 20).

TIPUMSURNNG. C KECTKMAM CTEDUANIILINO HHGIM KOHTERHEPOM PaNAERa 1/2 DIN UONONLIYRTE TOALKO JIOTOK AR HHCTRYMEHTOD

1847TRAY pazmapa 1/2 DIN.

4, 3aKpoiiTE, NPOMAPKHPYHTE W ONAIOMEADYITE XRCTKHRA CHRPUINIBUMONHDIA KOHTEANED,

A PasmecTure BepxHMe Kpan 3aULN0K C 668U CTOPOH MECTKOTO CTAPMANIALNOHHOrD KONTORHEPE HAA BHCTYNAIWMM Kpaam
KPMUWKH, NOCHE YETO HAGABHTE N3 HINHIE UACTH SALLRNOK NO HINPARNCHUID K CTEHKIM KOHTRITHEPa (puc. 21), NouyscTeyerca
OTHETAKBLNN LLAAYOK,

D,  BCTasAT® NOAXOAAIME METAMVIRUECKIE HETOHH C MBPKIPOBRON B AELWATEIN ITIMCTOK, PacronmseHHue ¢ abenx CTOpoN
KEXGOA U3 JALENOK MECTKOID CYEPIINGBUNOHHON KOHTERHAPA,

Nipumesianme. Mprmennitte TONLKO OROSPEHHNE NMOMBG £ KOHTPONEM NEPEOre BCKpLiTHA (Case Medical SCSO1B). cnonnsosanue

He QOGN ANOME ¢ KOHTRONEM NEPBONO ECKPLITIN MOXKET NOSPEANTS PHKCPYICIIMA JWKMM,

5. POSHO NONONNATE KOHTEAHED HA NOAKY & CTORKY CTRPHANIATODA,

- Yerauosxa $uasTpos mactoro Crepunanzaywonnnifi xowreiitep 1/2 DIN
CTOPUARSMROHHOTD RONTIANPS < Aepiatenem

- NloToxX 1347TRAY pazssepa 1/2 DIN snyTpu
WOCTROND Konvafineps
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BeicoxocnopocTHan cucrama cospnetns ENT mas™

- MnomGa ¢ KOHTPONISM NEPROro BCRPMTHA
e xonteiinape 1/2 DIN

t . N bbbt sl B b 30 ¢ s+ e S - BN JRDNN

- Zauprivorh xouvedinep 1/2 DIN

Crapuansayun

Npagynpaxpenun.

+ 3aNpeRiaeTcA IBNYCKATh AsHratann ENT MRE™ HENCCPRACTINNO NOCNE SEPACOTEN 8 26TOKNADE. MoLNe NAPOTOR CTEPUAUIDUMN
HECBXOAUMO AT YCTPOHCTEAM OCTHITL B TEHEHWE JOCTATONHONG BPEMIEI,

*  3aNpewaeTcn CrepWINICRETL W NPRMEHATL NPH ONEPAURAX IGHE YCTPORCTSA, KOTOPLIE HE BLNRAIIAT NOMHOCTLIO YNCTMM. ECriv
Ha OS0PYRICSIHUN IAMETHE 2ATPAIHENHA, TOSTOPKTE OTPICOTIY, HINMIHASR € 3TARA «JIOITOTORKS K OYHCTREs.

= JlOTOK ANA WHETPYMEHTOS U XRECTKMRA CTRPUINIALMOHHN KDHTERHED NPRRHAIHAHHE) TONBKO ANA NPORASHNA CTEPUNHIBUMNK,
YcrpocTaa cucremul ENT MRS™ HEOTXOAIMO 0N HLLATD GTOLNRHO OT NOTKOS,

* BasNpaABAPHTENLHO OUNCTEM it OOEIIADMKMEIHHA HEBOIMOKHG cBacneunTs hecbxogwmnid SAL (Sterility Assurance Lavel —
rAPHTIPOSAHKLIR YPOSEHD CTEPHALHOCTH) YCTPORCTR,

NpeaocTepancaim.

«  3aNPEUBETCA CTRPHANSOBATE YCTPORLTES NpH TeMnepaType Bbite 137 °C. BosgedcTane Temneparypn saie 137 *C moner
YXYIRMTE PAGOUNE XADIKTEPHCTHIN YCTPORCTEA W CHHBNTY IPPERTHBHOCTL UMK CTEPDAMIaLNN,

* 332 HEOIMHAKOBLIX NAPIMETPOS PAGOTH CTEPHANIATOROS N 3¢ GEXTHBHOCTI OMHCTIN BCE YKAIINHDIE MAPAMETPH! (TeMnepatypa,
BPEMA K T. A) ROMKHM SulTh SANMAMPOSAHN MMLAMA, NPOLIRQW AN OSYUSHNE W YA NPOECAUSWMMMN CTEPURWIBMID.
OTBETCTBEHHOCTD 33 OTKNOHAHUR OT PEKOMEMOOBAHHDIX CTRDHAUIUMOHNED: NPOLILCCOD HECET YUPENASHMA-IKONNYaTIHT,

Npasevaren

*  H2AR0XEHHBIE HHCTPYNLWA YTEEPXKACHE IPONIBOANTENSM 8 KIWECTEE NPOLSAYD, AOCTATOMHEX ANA NOANOTOBKN HINENMA
K NOBTOPHOMY NCNOALICSANNG, CTBETCTROHHOCTE 33 PAKTHHECKOE OCYIIECTENEHKE NOBTOPHOA 05PABGOTIN C MCTIONDBIOBAHNEMN
OBORYAOBMNA W MATEPHATIOD W NDUBNENEHIEM NERPCOHANA OOPAGATHIRMIOWEND NPERNPMATHA, 3 TRKKe clecnevanie Tpatyemorc
pesynurata Hecet cbpabaraipawuiee nuLo. OSMIHO JAN 310N TREEYETEN DANKAALINA K NABHOBLIN KOHTPONL NPOLECES.

»  3arpyanTe KOMIOHENTI § CTRPHITNIATOP, COGMMORER NPOYEAYDY M KOHGHIYPILMH 331 PYIKH, PEXOMEHACTARHIE NPOHIBOANTENEM
CTEPUNN3ATOPA,

*  flavioie MHCTRYRUMM NOC CTEPWINEALNM OMTH BANNANPOBAHE HA COOTRETCTRWE FSPAHTHRORIHHOMY YPOSHIO CTEPHTRHOCTH 105,

+  PENOMEHQYOMbIE NAPIMETPH CTEPUNNIALINU AERCTRNTENbHD TOABRO AN GEOPYROBINMA € MAPXUpPONKXOR CE, AN K0TOPOro
BLNOAHAKTCH HEOBXOQHMBIE TEXOGCHYIHEIHNE N KrmGpOoBKa,

o Crapwinayioliuil PP ROVIKEN NPONIBOANTLCA K2 BOALL M3 KOTOROR O8UTH YRANEHL! TBEDALIE PACTBOPEHHMNE BLWIECTEa, NPOXOANTD
SHALTPEUMIO 4NN YRANEHNN ZATPATHAIDUMX BEWECTE M KADENS BOAM M NOCTARATACN NO TRYSam 663 TYNNKOEMX BATBAR W NPOYNX
YUICTKOB 3ACTOR, RE POIMONKHO CKONNEHIE SAPAIHRIOLINX BRILECTD, HACHIRLRHHOCTE NAPA ACMNHS NPLELILIATL 57 %,

Munmansioes spamn
Cytou®

Beage — NAPAMOTPAL LKA NAPOROH CTAPMIMMEAINI € NPARSAPNTARGNGIM BAKYYNUPORSHIEM (ANNAMUNOCKIM FRARNNSM
SORRYXA} RN MARNLENCION, YUPSKASHNR

Mpeasapurensitoe 132«
BAKYYMWDORAHNE
Mpegsapurenstoe
BAMYYMHMPOBRIWE
3a npaganams CILA — NapaMETPN LUERA MPOSOH CTERIANIALNNK € APSASAPNTOALNLIM BAKYYMNUPOSSHNGM
(AruamuacKng YRANHWEM SOIAYXA) AR MESMIIMHCHNY YupEKAeH N
NpepsaputansHos 134°C 18 mun (18:00}
BAKYYMHPORIHMIE
* MUHAMANLHOS EPEMA CYLIKH SANMAMPOSANOCH A CTEPMANIATOPEX € GYHILIMEN SKYYMHOR CyunoL Limcnm cywikn
€ ACNONLIVBIHHEM ECTECTEANNOND FITMOCGHEPHOND AARNEHUA MOTYT QANTLCS RONBILE,

LUnwn Temnaparyps Bpema sasgedicrana

4 un (04:00) 25 mun (25:00)

135°C 3 suin (03:00} 25 mun (25:00)

25 i {25:00)

BaicyweHHull KOHTRAHED XPANUTE § CYXOM NPOXAAHOM MECTE NPKH KOMHITHON TEMNEPATYRS. CrepanuHe YCTPORCTEa AOMIKH
XPIHUTHLA B YCNOBKAR, HE AOTHCKAIOWMX NOBPENKAEHNA CTERUNLHOR YNBKDBKH,
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ProKDCXOPOCTHAN CHETSMA CROpRING ENT MRs™

HeNocReaCTeEo Nepes] MPWMEHRHIGM YCTPOACTS BLHIONIHHTE NEPEUNCIEHHLIR HIKE REFCTBIA,
1. Nepap STKPETHEM KONTERHEDD YOLAUTECH B CREQYIOLIEM:
3. Buiipan sepHuti xeCTRUH CTEPHANSAUMOHHI KOHTRRNED.
b. Mnombisl ¢ KOHTRORSM NRPSOTO BCKPHITIA LENGL,
OTonpuTe 3RUSAKN KOHTRRHEP,
CHWMMTE KPLILIKY, BIASLINCE 33 KOMMLO Ha HElk. 3TO NOSEOAUT MIGENATE SATPASHEHNA CONLPKMMONG KOHTEAHEPA.
BbiNbTR AOTOK C YCTPORCTEAMN ¥ NOMECTMTE 210 § CYRPHIIMHIOE MECTOD.

Mpasmna BO3BPaTA YCTPONCTS, KONTAKTUPOBABIIMX ¢ BosSyauTenamm Tr (vpaHcmuccuanoi ryGuaroi
stuedanonarmu)

YETpoACTES NHOTOKPATHOTO NPMAGHEHNN, HCNONLINBIHHBIS HB NALMENTIX, ¥ KOTOPLIX NONOSPERaLTCA Soneanb Kpelitudensara — Axoba (BKA) nnm apyran dopma
T3, fofimsts ROABEPIATLCA KAPSHTHHY It HE WCNIOAIOBITHLA NOSTOPHO, NOKA HE GYALT NORTBRIIKAEH Wt ONPOSEPIHYT AnarKo3, Komnarwa Medtronic e Syaer
APEROCTABNATEL NPABA HA BOISPAT W He GYAET OCYUECTANATYL NPUeM UASANA MPSS, HAXORWEWNKCE & HENCCPEACTSRHHOM KOHTAXTE € NALIWEHTOM WA SACPASHEHRBIX
GNINONOFHUECIHMN XWIKOCTRMN NALUMENTA, ¥ KOTOPOTO NPAANOAATETCA UMW NOATEEPNAEH RUarHOS TIS nau BKA. Kpome Toro, noapasaenetine MPSS pexomenyer
noaBEpraTh BCe HaRNMA MPSS, HCNOJIbSOBAMHBIE ANS NALMENTOR ¢ NPEANONIAEMAIM MM NOATREPRASHHMM AMarHozoM TTI/BKA, Tepmuveckol yrusiusaumn. Ecnm
Anartos Goneanu TT3 unu BKA He NOATSEPIRAIETCR, HAXORAWKEOH HA KAPAHTUHE OGOPYA0BIHIE MHOTOXPITHOO NPHMEHEHIA MOKHO BEPHYTL B IKCNAYATAWO

MHOTORPATHON NPHMEHENIA, OGPALLAATECH K CacaMY TOProBOMY NPEACTABNTEAIC ANA NOMYYEHIA CBOPYAOBAHMA BO SPENENHOE NONRIOBANUE, NOKS WCXOMHOe
OOOPYAOKANIE HAXOAMTCA B KIDMHTHHE, WK ANA J3MEHD) WAeANH, KOTOPbIE SHIIN IOBEPTHYTE TEPIMIECKON YTWINIALUK B COOTUETCTEIN C NONOMEHIAMMN BaHHbIX
PASHN BOIBPATA,

vinanosoe rexumuecxkoe OSUIWMH e

MaKcrmym Nonbast U3 BIAREHHA CNCTEMOR ENT MRE™ MOWHO HIBNEYL, HIYHUS HEPOPMILINIO O NAIHOBOM TEXHHHECKOM OTCTYMUBAHNK, Cnegosatne AaHHOA
NPOTPAMME NTOMOTAET NOALSPIKMEATL DPHRKTHENHOLTE, CRIONACHOCTE N HAARKHDCTS YCTPORCTSS. TaxHWECKOR ofiryanBaHMe Cncremes ENT MRE™ AONORHAET
OGAIETANBHYIO PYTHHIYIO QUNCTKY, NPOMISOLMMAYIC NOCE KIKAOM0 HCONLIOSSHIA,

YACTUTA TEXHUIECKOTO OOCTYAMBRHIA JABNCHT OT HACTOTH! W YCIIOBHA HCTIONLIOBAHIA CNCTEMbL HMIPNMED ONNCTION 1 CTEPHNMIMIM. Harpyska Ha cucremy ENT MRS™
JABMCUT OT MERHLIAHCKOTO YUPEXATHHA 4 MOWET CHNGHO PRRNMNATRCA. VINTEPEANM MEKAY (IAHONLIA TEXHNVECKIM oGCITYKHEAHHEM CIIPENIRET KOMMECTRC
onepaLni ¢ SOPOM Ha XKEXAWS JAHIATEDL 8 FOA W 8 MECALL NPUASIKHEARTECH MHTEPRAIOR NNAHOBOTO TEXHHHECKOTO OBCAYXMBANNA, YKAS3HHHX 8 Talmue 8,

Tatnuna §. HUTepEARM AAHOSOTO TRXHIMECKOTD o CHyRIEE NN

Yposess reaunvecxore | Koawuacreo Sopos, scnonssyenmx | Konwwecvoo onepayml KomeuecTeo onepaumi Bpamannod
obcaymunatun 33 rOf] € ARNCSTORAM CABUTATAREM B MACALL ¢ nacaguol & mecmg™ WHTSPEAN
A 150-200 12-16* 1923 3 mecaues
-] 100-149 81 1518 4 mechiied
o 50-99 47 12-15 S macayes
D <50 <4 <N 6 MecaLes

* ECAM KONKMNECTSO ONEPALIMA C ABHIATAARM NPEELILLALT 16 B MECAL|, TO &0 HYXNHO ROSEDANLATL B KOMNSHMIC Medtronic Ha Texmrieckos obcnynsanue
KIKAbe & MECAL}EA.
** KonwwecTeo onepauni & MecAl AR SoNbINMHCTE HACAROK. L HEXOTOPLIX HACAROK MOTYT NOTHEGOBATLCA GoNee YaCTHIE NPOBEPKH,

DISMGNANNE.
Ecnm 8ol 06HAPYWIN NOBPRALHNA, USHOS HAREAMA, PRKABYRHY W KOPPROIG o TPRGYIOTCA KaxRe-ARGE GNEPALNK NOMIUMO OYHCTKH, paKpaTHTe
HENONLICEINME HARENUA W BEPHNTE &0 B KOMITAHMO Medtronic AN CePaUCHOTO OBLRYKHEAHMA,

= (peanonaraeTcn, 4To NPOLIEAYPY MIAHOBOLO TEXHHMECKOND OOCYXMBIHIA CYAET NPOBOANTL OTHEN BHONEAMUNHCKON TEXHIKIN MEAWLIMHCKOTO YMPEXIRHIN WX
aHanoMuNGIk.

= Ha nynev, asurarens, kalann, Zepuarant 50pa 4 eCTRME CTEPVMANSILUOHNLIE KORTERNEPL NPEROCTABNAETCR ONPANKMAHHAA TAPAHTIA CPOKOM | rof € AATH
NOXYNKA, Ha HACAAKU NPLACCTABNARTCA OIPIHMUEHHAA FAPAHTHA CPOKoM 90 AHER ¢ fathi NOKYNKK. [0 HETEURKHWM FAPIHTHAHORC CPOKA PACXOAM HB PEMOHT
M BOCCTAHORNMEHYE CHCTEMbI HECET KAWEHT. 313 OTPAHIUGHNAA IAPAHTURA Ke TOKPUIIINT PADORL], CRASAHHDLI C BHIMO/IMASMMM NPONIEOTITENEM CEPENCHLIM
OBCYKMBAHUEM, YKAIZHHLIE § (PBHUKE NIAAHOROTD TAXHNUECKOTD OSCHYIKMERHUA. BOIMOMHO HMUNOUSHIE AOCOSOPA NPOQNRHIOCD TEXHIMNEKOIT OB CNYMMBANKA,

* HecoBmopanue PEKONEHROBIMHDIX FPIGHKOE CEPBHOHOTO M MNAHOSON TRXHUNECKOPO OGLNYKUBIHNA HACAROK NN ABUTATENA MOKET NPHBECTI K HEHATNEXMLIH
$imccapm Sopa. Bebop u COGMONEHINE MHTEPBINS NRSHOBOID TEXHUMECKOTO OOCNY NN ANA CCTEMb ENT MRE™ COKPITAT PHCK HENPEABIEHHOTO NPOCTOR
N0 NPUYKKE MANOCA.
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BMCOROCROPOCTHAA CHCTEMA caspaasnn ENT Mas™

JAR HHTEPBAROE NARHOROTO TEXHMMECKOTD oAy awmanmn 1, 2, 3,5, 6,7, 9, 10 11

Cnegyie NOQPOGHIA KHCTRYRLIWAM 10 TEXHIECKOMY OSCIYXMBIHNIO CHCTaME ENT MRS™ 8 pamKax 13 WHTRPBANOS TEXHRUECKOTD aBCAYMMBAHMA,

Asurarens:

1. O<MoTpUTE KaSeiib AEHFATEAN M YERQUTECD, UTO 670 HIOAALNA U DATHEM HE NOAPEXGRNG! M OTCYTCTEYIOT MHOPOANME NPeQMETH, NP HARUIMKW NoBpemaeHWi He
MCTIONbYITE HALENME M SRPHUTE 10 B KOMRAKNIO Medtronic ANA CEPSHCHOTD OOCMKNBINUA.

2 CRoMOWNio NPeRCCTRUARHKONC KOMNAHHER Medironic FaMHONS KMOU3 ABUFATENA NOSEPHWTE SPAILIMOUAACRA JKIMHON NATPOH ABMIATENR, KIK NOKASIHO N3

PHC. 231, 8 NONOXENME, TOKAIANHOE HA PUC. 23-2,

MoAKAKLNTE MOYNL HOMNOTO YNPABACHNA M ABUraTent K IPC,

EcAn Ha gucanee oTOSPARAITCR OWEKNH, 3HAYHT ARWFATENR NCAKAIONEH HENPAMIILHO, NGO DAILEMY ABUTATENA IMPAIHEHDI, NGO TPeSYeTCA CeppucHoe

CECNYAKUSIHNE EHTITRIA WIN RYNLTA YRPABNeHNA.

Hangaure xionky Reverse (Hasan) A spatiieiin 5 05PaTHOM KANDABNEHIN HA MOZYI@ HOXHOIO YMPSANEHNE NECKONWIS PAI W YORQUTRCH, YTO Ha NynbTe

YOPABNEHIA NEPEKMONMOTCH HHAMKAUNK << REVERSE (Hasan) n FORWARD >> (Bnepeg). OcTassTe nyneT ynpasnesins a paxawae << REVERSE (Hasag). Haxwire

HOWHYIO NEAAH LA JANYCKA IREKTPOAPWIATEN 8 O5PATHOM HANPANHNWM: NPU STOM MIEKTPOASHIATENS A0/UKEH NOMATL 3 IBYKOBLIX CHIHANA.

6. 3aIyCTUTE ABUTBTEND HA 5 MUKYT IPH CKOPOCTI 75 000 06/WWH. YO&MTECD, NTO KOPYC ABMIATENN He HATPEBAGTIN R0 TEMNEPATYPLI, HE KOMPOPTHOR NpK
KaCAHUW,

7. YORAUTRCD, YTO KOTZA OTNYCKBIOT HOMKINO NAAAND, NEKTPOABHIATEAL OCTANMNURARTCA. ECIN NOCNE OTTTYCKEHNA HONHOR NEAANH ASNIATENL NPASOMKAET
PAlioTATS, NPAKPATHTE HCRONBIOBAHKE M SEDHWUTE CHCTEMY B KOMIIAHNO MPSS AN COPIUCHOT OBCIYRMBANUR,

8. CNOMOLYLIC FARMHOTO RAICUS ABNIETERA NOSEPHITE SPAMBIOWNACH SAXUMHON NATPOH TaK, 470061 OH COBMECTUNCA € HENOABIKHBIM IDKHMHEIM NATRONOM, KK

»w

»

NOKAIBHO KA PiC, 23-3,

- Nossprsre - Bpautaeuptiicn a0l NATPOH ROSAPIYT - Bpammougeiica sascmsod natpon
SpAMUMOWMIKA W roTOS K nposspus paoved COBRISASH € HETOMDIDKH N
sxumnod narpon SERNMHLIM NETPOHOM

) 1.  Hehonewxuui —————..
SRMIMHOR
naTpoH |
| 2. Bpamaownica
SWRNMHOH ]
NaTpoH |
Hacagum: NpAMSIE § YTROENE

1. OCMOTPHTE TPYSKY ¥ OCHORHIHE HACARKM HB NPEAMAET NHOPOTHALE NPEAMETOR UK NOBPEMAEHHRA,
2.  OCMOTPMTE U NPOBEPLTE BPYUHYI0 {NOTAIMEAA W NOBOPAUNSAN) HACATKY HA NPAONET OCAIBNRHHA KOMIONEHTOR. B Ciy a8 OCHABNEHNNA KOMNOHENTOD
NPEXPATHTE NCNONLIVBINME HACAAKM.
3. Mpambic o YINOELIE: OCAMOTPHTE KOHEL| HACAAIKM HA AIPEIMET NPHIHAKOS MIROCE, KoMy A0MXEN GoiTh KPYTAeIM, 583 NPHINAKOE REGOPMALIWK.
4. [Mpomspsa Harpesa:
MpepocTepuxetine. Bpsta 0T BPENEHY CCTOPONKHO NPIKICIHTECH K KORIYCY RENTTRAR, CCHOSAHING HICAAKH, NOBOPOTHOMY MEXANUIMY (YTTIOSON vacTH —
TOMbKO ANA YTTIOSHIX HRCAGOK) M KOHUY HACRAKM (TANLKO ANA NPAMBIX K YIOAbEX HACAROKY: OHH HE ROMKHbE HATPESATRCA A0 TEMNBPATYR6L, HE KOMGUPTHOH NPK
KacaH,
2 (MORCORAMNUTE HACATKY K JIBHFATENG W 3B0MOKMPYRTE e¢. YGEMTECh, YTO NpH GROKKPOBNE HICAAKW HYSCTBYRTCA WERYOK,
Mpumesianwe. [N YENOBbIX HECAI0K SOMKEH GHiTb JAREHCTROBIH RAONCAHWTRNIbNLIR dUNCITOR.
b. (MoACORAMHKTE AEMraTent & NYALTY YNPARNEHUR, K KOTOPOMY TaoKe noacoeuHed FCU.
<. BrniounTe NYNsY yRpasneHnn.
d.  3anycTHTE QBHFATENG W HACAAKY HA 3 MiHY T (03:00) npu 75 000 ofi/mm,
& JlaikTe ARWCATSNI0 OCTHITH, 3 SATEM NOSTORHTE 3TN € 1 (10 7 ANR KIKAOH HICAAKN § CHCTENE.

AnA NHTSPRARCE NAAHOBOND TEXHMUECKOro OSCRYUSINUA 4, 8, 12
DSNrarens n HACAAKMS NPAMLIS 3 YTROSME
o 314 WHTEP BB TEXHINECKOTO OBCRYKMBINUA NPEANONATAIOT S038PAT MARRAMA B KOMN2HHI0 Medtronic A/ NRCBEPKI I CEPEUCHOPO OGCNYKHBAHNA HA HAlIeM

NPEANPUATHN.
Npnmeuanua, Ha pacxofibl, CBAIAHHLIE C BUNONHAEMM NPONISOAWTENEM CECRNCHBIM OGCAYKNBIHNEM, OTPANUNEHHAR IAPAHTUR HE PACNPOCTPANRARTIA.

BoIMONHO 33KNKUEHNE ROTOBOPS NPOQNEHHOTO TEXHIHECKOTO SOCnYRUBAHMA,

Xpanenne
XpaHuTe YCTPORCTB B YHCTOM CYNOM MECTE BMECTE € APYTHAN CTERHADHLIMK YCTPORACTEIMN.

Yrununsayua
#3 coofpaniarmit GEIONACHOCTH K 3AUMTHI ORPYMMOUEA CPAM KoMAHIA Medtronic NPOCHT S03APALATE HISKTRUUECKHE BLICOKOCKOPOCTHLIE ABHTATEM N0
SARSPILISHIN CPOKS CITYyMG6! AR UX HATNEKAUEH YTUIMISLUMW,
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BaicOROCKOPOCTHAR CHCTOMS cBepRetna ENT mrs™

NMouck n ycTpaneHne HeORAJ 0K
Ecnm xomnonenTe cuctambl ENT MA2™ tpedyo? cepancioro oScyausamnn MM SOCCTRHOBMENUA, BEPHITE NX & KOMNAHWIC Madironic ANA rAPAHTHPOBAHKD

KAYECTBEHHOO OBCAYNMBAHHA CEUNMMCTIMH, KOTOPDIE NPOLINN OGYNEHUE HA HARIGM NPEANPHATIN, < UCNIONLIOBIHAEM TONBKO CPHIHHANLHLIX 3AMTACHEIX YaCTER
cmcremnl Medtronic ENT MRS™, Boe komnoHenTsl cncremil ENT MAB™, B038pallaestie 4R OGCYINEMNNA WNK BOCCYAHOBNEHHA, RONKHN GHTh TUEATENLHO OMHLLEHDI
W APOCTEPAIMIOSAH N NEpER CTIIPIBROA.

fMipoGaema BOSMONHEN NPRUNKHE Paromenaayun

Aourarens ENT was™

Asurarens cnumkom fenraTens HRROCTATOMHO OCTHN NOCAE CTEPHAIIALNY.  TOCNE NAROROR CTRPNANIALIAN HYNHO NOGOIKAATE, NONA ASWIATENL OCTMHET.
ropRuMi, yTolm ero

MOXCHG 6bif10 KACATBCA MK
Aspwate,

Hacaaxa NepenaeT TENND ABWraTamo.

BoNbWaN GOROSAN HAFPYEKE B0 BPEMA PACCEVEHNA.

CMaUTE HACAXY, YTOGbE BHIACHNTD, HTO ABNAETCA NPKMNNOA HATPERA;
ABNIITENk WKW HACAARA

Npexpavute padoTy « AaiTe OCTHITL AIHISTENK, HCNONLIYA 1O
B OINEPLIBUCTOM DXL, UAK OSEPHATE ABHIATENN BAAKHLNA CTRPHNBHMM
nonoTeHLeM,

Aswratenc we paSoraer. HenpasunHo NOAKoSaHEHE! Kabenn. Y6eanTECH & IPARUNGHOCTI NORCOSAVHRHMA KAGENEH INEKTPORBWIATRNA
R MGEYA HOXMOIO YNPSBNaHMA,
Ja%2HA CAUWIKOM MANEHBKAA CKOPOCTE Heobxoanmo snbpats cropoctn Sonee 3000 ob/mun. MposepiTe IPC™ Ha
sanme oiinéox.
Ha gesraTene HENPABSHALHO YCTaHOBNENA CHIWMIATE K 32H0B0 yCTaHOBUTE HAcaaXy W Gop, yToSw ofecneunTs
7 326NOKHPOBIHA HACARKA, OPABUNBHYIO YCTAHOBKY.
BHyrpesumli colt panraTens wnni nynsta JAMAHUTE ANFATEND WK TTYTIBT YTIPAsneHUs, YTOGh! BMMBHTE HENONAAKY.
YOIDAENRHIY,
Henpasunbno paboraeT MOIYNb HOMHOO NpoBepLTe, HET NIW NOCTOPORHWX NPLAMETAR RO HOMHON NERANGIO.
YOPABNAHRA.
Nospexgeyn xatenn. MposepiTe, HET W TPRUWH WA PAIPLISOR Ha KEGENE 1 HE TOTNYTH M
WTHIPLRN PasHAMOS,
Hacagia penpasunbsio MlospeoxgeHo TBKTUALHOE KONBLO Ha ZRKIWAHOM JnA BOIBPITA ABWTITENA Ma cEpaNCHOR ofCyuEaHWe 0SpaTWTeCH B OTAeN

CAAAWTCA HA feMraTeb,

NATPOHE ABUTATENA,

obcnyBannA KnuenTos Medtronic,

Npotnama

BOIMOWNER PHHINS

Hacagae ENT MAS™ man Taneckonusecxue TpySan

Hes03MCKHO QePXaTL
HACAZKY WIN NPWKACITLCR
K HeH M3-32 BUCOKOR
TEMREpATY P,

Harpes s pesynsvare 13H0CA NOQWHNKAKOR HACHIKW
WK TRYOXU,

Hacaga unw Tpytxa 3arpastena n-3a
HEAPABMNGLHLIX NPOULRYP OUNCTRM,

Bonbwan GOKOSaA HArPYIKa BO GPEMA PacceYeHnn.

HagocTarouHan PPWraLieR,

WUcnonezosanne aanpemanc. Monpotyime apyryio Hacaaxy. OSpaturecs
» oTaen oBCTYUBaNKA KniwerTod Medtronic

Mposeptite, WOl MCRONLIOBANINCH (IPIBMILIIE NPOULAYPHE CRHCTRH,

Npexparite pabory K QAATE OCTIITE HICAAKE, UCNOARLIYA L€ B NPEPLIBHCTOM
PEXIME, RONPOGYATE APYTYI0 TAKYIO ME HACAZKY Wi O0EPHUTE COBIMHEHNR
HACRAKN BNDKHRIM CTEPINLHLIM NONCTEHLIEM, ECNIH HKACARKS NO-NPEXKHEMY
NEPE(PReIETCA, 06PaTUTECH B OTREN OBCAYMNSINA KIMeHTOB Medtronic,

OecnevbTe HARNEXAULYID HPPHIALMIO ONEPIUHONHOTO NONA,

Ha Hacaaxe obpascsanach
PABYMHA,

HenpasunuHuli METO ONHCTIH HAK CTEDIINININK,

TiprmeHenia KOPPOIHMHLIX WK CORSPMMLMNY XOP
HACTAWMX CPRRCTE.

WcnonssoBanise SaRpeweno, 06parutech 8 o1aeN 0GCAYXUBANUA
KnuenTos Medtronic.

Hanoc.
Hacagxa waoewyTa, Henpabunsioe oSpaiieHne ¢ HACAQKOR, BX0OR ¥3 Hcnonszosanne sanpewsano. OSpaTutecs 8 oTaen oSCRYMWEAHIR
ocnabnena, NOSPEKARHA,  CTPOR HA-33 MPOACNATEMLHOTD MCMOMIOAAHRA knweHToB Medtronic.
WK OTCYTCTRYET WK PHAIOAEHNA YPEIMEDHOTO YOWIUA B0 DPEMA
KOMIOHENT, WCAONLIOBAHNR,
Hacagxa Hefipasunbhe He SHPOBHEHb! TPAHN SAXHWMNOTD NATPOKA € NOMOLIBIO FaeYHOTO KNI0va Medtronic NOSOPRINBAATE [PAHD 3AXWAHOIO

CRAMNTCA KA ASUTATE/ N,

AsvraTena.

NaTPOHA, BArKaRiyio K KOPNYCY ABHFATENA, NOKA CTRENKA KA HEl He
COBMECTHTCR CO CYPRNKOH HA APYTON rPaHN.

UpeamepHan cMaIka
HACANKM.

B npouecce OUMCTRI HAHECAM CRNLIKOM MHOTO
CMAMM.

OOMOTPHTE I YAANATE MBAMIIKN CMASKW.
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BaCORDCKOPOCTHAA CHCTeMa caapnennn ENT sns~

MpoGaesma BoRMONKHAN RPWUNHE Pexomangayme

Teyano sasneus Sop us Wanoc sacapian, ObpaTwrect 8 orgen obemkusanin Knuettod Medtronic.
HacAARN, HenpasunoHin ouncrra,

Hcnaneaoaahive Sopos, NOABEPTILINKCA NOSTOPHOR

obpaboTre.

HCNoNb30BAHINE HEDASPEWEHNONO CPRACTES ANA
SOCCTRHORMRNMA.

Onxcatop 5opa Ha Hacanke 30NOKNPOaN, NovepHiuTe MexaHNIM GHKCALIUN CO CTOPOHB HACALKN, COOTRTCTRYOWRR
TpySke, 8 NONOMEHME PAIONOKWPOBKA

Henpannanibii METOR OYINCTKH UAK CTEPHAWIALMN MposepbTe, NTOGH MCNONBIOBANKCH NPABKNLHME NPOLIBAYR OUNCTR.
JAKIWMHOTO NATPOK ABUFITEnA,

Bopet ENT mas™
Bop SonTaerca. HCnonbayeTcr ApYroe Nagenue, He OTHOCALLESCH Wononb3osaHne sanpatianc. 3amenure aro Ha Gop ENT MAs™,
x Sopan ENT MRS™,
H3HOWEH NOAIUAHIKN NBCAAKM, Hcnonbsogaive sanpamenc. Monpobylire ApYryo HACAAKY MAK TPYGKY,
YTOGMW SLNBMTL HCTOMHMK HENOMAAKM, ECRIW pA3BANTLIRAHNE SHIIbISIETCA
ONPeNENeHHOA HICAAKOR, COPATHTECH B GTACA OBCAYKUBANUA KAWEHTOD
Madtronic.
Henpanunbian KOMEHHMINA HACARKY K Sopa, HenonbaosaHue sanpaieno, MposepsTe NPABUNLHOCTL HOMEHKARTYPLI,

YKA3MINOR Ha ynakosxe Sopa.

OrpanMMeHHAA rapaHTMA Ha ANEKTPMYECKUE BbICOKOCKOPOCTHOIE cncTembl Medtronic ENT MRs™
UroStl yIHITL YCROBHA FAPBHTMNA, NONbIOSSTENN, HAXORMUNECH 38 fipeaenavm CIUA, 20/mxHH OGPBRIETLEN K MeCcTHOMY NpescTanrteto Medtronic,
T10 HCTRYESHHN FBPANTHAHOND CPOXR PACKOM HA DEMOT/BOCCTAHOBNEHIE HECEY KAMEHT. IT2 OTPIINEHHAR FAPRHTHA HE NOXPLIBABT PACXO/b), CBAIIHNLIE

€ SHINOMACMbIM NPOHIBOANTENE CEPBHCHDIN o&,uymm YKBIAHHBIE B FPAHPIKE NPOPHNAXTHURCKOTD TEXHIHECKOID OOCNYMNBAHMA. BOIMONHO IBKMIOUEHIE
ROTOAOPA NPOMHHOFO TEXHWIECKOTO

27

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



BoicoKOCKOPOCTHAN CCTRMSA caapAnimn ENT Mns™

Cumsonn

Ha [ARHOM YCTPOACTBE M €70 YNAKOBKE MOTYT BLTPRNATLON CRAYIONINE CHMBOALL,

C€zrg7

ECIREP

-2

Ry

28

ANPEXTRSH Elporleﬁcmm:om

MDD 93/42/€EC

YnonnosmouenHeih npegcrasuTens
s Esponefickom coobutecree

3xax cootaevcTann TpaSosaAHUAM
CraugapTa 3MC

Cooreercrayer TpeSosannam

craugapra ANSYAAMI ES60601-1,

LePTHSHLMPOSAHO COTABCHO
HHAM

Ne 60601-1, IEC/EN 50601-1

Mapxupoaxa UL

Manerve knaccnduLUpoBano

UL 8 OTHOWRHWN NOPINEHNA
MEXTPUNECKHM TOKOM, ompam
s Ty UL € uL 60601 1 2FF7,
COMacHO CTaNRAPTY -
Uanenme knaccwpwumposasic UL gan
Kasiaghi 8 OTHOWEHMN NOPINENNS
FNEATPHANCTKM TOKGM, BOITOPIHNA,
MEXBHHUECKNX U NPOYMNK PHOKOR
TONLKD COfMacka CTangapTy CAN/
CUSA €22.2 UL 601-1. MegmuHckoe
0BOpyROBANKE CEUTHGHUNPOBIHO
cornacko 2FF7 arin Kanagol.

Mpepoctepexenne. B COOTRATCTENM

€ $ENCPANLHEIM JAKOHOMATENLCTEOM
CLUA 370 YCTPORCTBO MONMET Gbivy
NPOREHGC TOALKD (10 JAKASY BREYA W
NO NPEAMARNEHNMN TEROTO SAKASS,

Coh BHCTDYRUMKO 11O IKCTUTYATALINA

Crenyiite WHCTDYKUMAM NO
HCRONLIOBAHNG

Npegocrepexerme
He cMasLIBATL IUpaMN.

He yTamaupyiive a1o nanenne
BMECTE C HEATSOPTMDOBAHHLIM

MyCcopoM. Yrenmaunpyiite 3ro
N30ENHE B COOTDRTCTEMM C MECTHRMU

OAHOKPATHOR NPUMEHEHWE, 310
YCTPORCTBO NPEQHIAIHINEHO QIR
WCRONLIOBIHHA TONLKO ¥ OAHOIO
naymaHTa, MOSTOPHO WCNOABICEATY,
oGpataraiBats ¢t CTRPHANZORITS
wanenke sanpeweno. lMosropioe

NPHBECTH K TPABME, 3360M128aHIN0 HIW
CMEDTI ANENTA,
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IMpuaoxenye & PykopoIcTsY NO IKCTUTYATAKMIS
MoTop apean xupyprirdeckoii BeicokockopocTHoii ENT MRS ¢ npusaznexsoctamn

Jara yreepxnenus: 02-2024

1.  Hanwmenosan
He MEIHLMHCKOro
waneant/ Name of
medical device

Motop apean xupypraveckoit ssicoxockopocrnoil ENT MRS ¢
HPHHAAASKHOCTAMNA:

I. Mortop apenn xupypruueckoil abicoxocxopocriol ENT MRS
COCTaBe:

1. Motop apenn xmupypruveckoit BhcokockopocTHoN ENT
2. IkCNAyaTauHOHHAN JOKYMEHTaHA — | wr.;

II. TIprAxannexHocTH:

1. JloTox max XpaHEHHA JIPCTH H HHCTPYMCEHTOB ANK Apenu — 1
IIT.;

2. INoanoxxa Ang notsa — ! mm.;

3. Kmou raeunnii — | mr.

ENT MRS surgical high-speed drill motor with accessories:

1. ENT MRS surgical high-speed drill motor compased of:
I. ENT MRS surgical high-speed drill motor — 1 pcs;
2. Operation Manual — 1 pcs,

II. Accessories:

1. Instrument Case — 1 pcs;
2. Tool Rack -1 pes;

3. Motor Wrench - | pes.

2.1 Bornomenun
DPOHIBOANTENS
(mroTosuTens)
MEAHUHHCKOTO
HIACAHS - NOANOE M
(B cayuse, ecanm
HMeeTCR)
COKPAINCHHOE
HSHMEHOBAHNE, B
TOM yNCRe
$upmennoe
HIHMEHOBANMNE,
OPraRHIANRONHO-
EpaBoBYI0  opMmy
OPRANILCKOND
ANIS, 8Apec MecTa
BAXOKACHHS WAH
aMuAHIO, HMA 1 (B
cayuse, eCciIH
HMEETCHl) OTUECTBO,
PEKBHINTSI
AOKYMEHTS,

TTpouspoaurens:

Medtronic Powered Surgical Solutions, USA (Mearpouux Tlayaz
Cepmxuxan Comonis)

4620 North Beach Street, Fort Worth, TX, 76137, USA

Manufactures:
Medtronic Powered Surgical Solutions, USA
4620 North Beach Street, Fort Worth, TX, 76137, USA

ITpstnekenite k PykOROACTBY MO IKCIINYATAUMIM OTROCHTCA K PETHCTPHPYEMBIM W3AETHIAM.
[peaocrasnsercs no Tpebosanino
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YAOCTOBEPRIOMWIErD
JAHIEOCTB,  afpec
MECTA KHTCALCTES
HHAHBHAYAALHOIO
NpeANPHRHMATENR,
a TaICKE HOMEpa
Teaedornos H (B
eCAH
HMeeTcs)  aapec

3AEKTPORNOMN
HO9Thi

JHuR RAN
HHINBHAYAALHOIO

npeanpuHEMaTens/
Information  about

medical device
{name, location
address, mailing

number, address of
‘place of production)

2.2 Bornomenan
YHNOAHOMOUEHHOrD
npeacTasmrens
HPOR3IBOANTENN
(m3roToBATEAR)
MEHIEHCKOID
WCJIRA - OAHOE B
(3 cayuse, ecam
AMeeTeR)
COKpaulennoe
HAHMEHOBARNWE, B
TOM
$HpMennHoe
HAHMCHOBARME,
OPTaHHISHONEO-
npanosyio $opmy

YnonsoMoueHHLI NPEACTABHTENL NPOH3SONHTENA HA TCPPHTOPHH
PO

O0mecTBO © OrpaMCHHON OTBETCTBEHHOCTSHIO «MeATpOoHHK»
123112, r. Mocksa, BH. Tep. I. MYHHUROANBHBIE OKpYT
Ipecuencxnti, na6 IMpecHercxas, A. 10, sTak/noment/xom. 9/111/41,
Ten: +7 495 580 73 77

Email: info.russig@medtronic.m

Authorized Representative of Manufacturer:

“Medtronic” LLC, 123112, Moscow, in.ter.c. Presnensky Municipal
District, Presnenskaya nab., 10, floor 9, office IIL, room 41.
Tel: (495) 580-73-77

Email: info russia@medironicu
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JARUR, Agpec (mecTo
HaxOXKOCHNR), a

TaKKE HOMEpR
Tenedoror H (B
cayuae, ecan
HMeeTeR) anpec
nextpontol
nouTH

IOPEARYECKOro
anua/  Information
about  Authorized
Representative  of
Manufacturer

3.  Hasnaueuwe
MEANUAHCKOTO
Hanenus ¢
yicazaHHeM
OOTeHIHAALHOTO
norTpeturens
(nanpnwmep,
MeaHuHRCKHR
patornax)y
Appointment of a
medical device with
indication of a
potential consumer

Hanenne npeanasHaueHo RN PACCCICHHA/PA3pesaHis, YAANCHHS,
CBEDIICHUA H PACTTHNHBAHHA MATKIX, TBCPAKIX H KOCTHBIX TKAHeH, &
TaKke GHOMATEPHANOB BO BPEMA HEHPOXUPYPTUIECKHX (YepenHuX

H YCPENHO-HLICBHIX, BIUTIOYAN KPAHHOTOMINO),
OTONAPHHIOAOTHHECKIX (ENT) H YETIOCTHOMHIEBHIX
BMEILIATENLCTD,

MeRUUMHCKOS MIAENHE NPEAHAIHAYCHO IS  HCHONBIOBAHKN
MEJMIHCKHMHM  PaCOTHHKAMH, KOTOPBIE YMEIOT OOpalETHCA C
NPHROAHBIMHU XHPYPrUYCCKMMK MHCTPYMCHTaMH. XHpypr o0asax
HIY9MTE MCTOAHKH, NpHMEHSeMble npd pabGore ¢ cHcTeMoft,
NOCKOALKY €¢ HENPABWILHOS HCTIQNIB3OBAHNE MOKET HAHECTH Bpef
JAOPOBBIO. XHPYPry W  CTICUMANH3MPOBAHHOMY MEPCORATY
ONCPAUMORHON  HACTONTEILHO  pPEXOMEHAYETCR  ODyuHTHCK
obpaieHuio ¢ ofopyaopatinen Ha npaxThkyMax Medironic Midas
Rex win y mo6oro #3 MECTHBIX YNOAHOMOYCHHBIX NpEJICTABATEAEH.

Device is indicated for the incision/cutting, removal, drilling, and
sawing of soft and hard tissue, bone, and biomaterials in
Neurosurgical (Cranial and Craniofacial including Craniotomy); Ear,
Nose, and Throat (ENT), and Maxillofacial surgical procedures.

Medical device is designed for use by medical professionals familiar
with powered surgical instrumentation. The surgeon is responsible for
learning the proper techniques in the use of this system, as
inappropriate use may potentially be harmful. It is strongly
recommended that the surgeon and dedicated operating room
personnel are knowledgeable with the use of this equipment by being
trained in Medtronic Midas Rex Hands-On Workshops or by one of
the local authorized representatives.

4.  dyncumonan
bHME
XAPAKTEPHCTHKR MW
HAIHAYCHEE
MCAHLNHCKOIO
uzzeaus/
Functional
characteristics and
purpose of the
medical device

Hagenpe npeaHA3HAYEHO AN PACcCCMCHHA/Pa3pesaHin, YRANCHUA,
CBEPVICHMA ¥ PACITHTHBAHHA MATKMX, TBEPILIX M KOCTHRIX TKAHCH, &
Taxxe GuoMaTepHanos 80 BpeMa HeHpPOXMPYPIUYECKHX (MEPenHbIX

H YEPENMHO-THUSBbIX, BKMOMAL KpaHHOTOMMIO),
OTONAPHHIONOrHYECKHX (ENT) ] YETIOCTHO-THLIEBAIX
BMELIATEIILCTE.

Morop apean xupyprideckoii sacoxocxopocTnoit ENT MRS

Motop apenm xmpypruseckolf BricoxockopocTHo#i ENT MRS
00CCMeYHBACT NEXTPONHTAHHE CMCHHBLIX ONHOPasoBLX Gopos.
Bnaronapa CTAHAAPTHOMY ObICTPOPATHEMHOMY COSAMHEHHIO C

Device is indicated for the incision/cutting, removal, drilling, and
sawing of soft and hard tissue, bone, and biomaterials in
Neurosurgical (Cranial and Craniofacial including Craniotomy); Ear,
Nose, and Throat (ENT), and Maxillofacial surgical procedures.

ENT MRS high-speed dril)

The electric motor provides power to operate interchangeable,
disposable burs. This motor is designed to interface with a
series of attachments and burs utilizing a standard quick-
disconnect locking mechanism.
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¢uxcaumuell mpens MOXET DPHMEHATECY ¢ IUHPOKHM HabGopom
Hacamox ¥ Gopos.

Morop apenau xupypriteckoit Bhicokockopoctiott ENT MR8 - 310
BLICOKOCKOPOCTHOH PEBEPCHBEBIH ANEKTPOABATATENS C BHICOKHM
KPYTALMM MOMEHTOM, HCIONLIYEMbLIN QMK PACCEHCHHA KOCTH H
OHOMATEPHANOB CO CKOPOCTHIO, KOTOPYI0 MOXHO BEiGpaTe B
axanasone ot 200 a0 75 000 of/mmn. Braromapa crawgapTHOMY
MeXaHU3IMY QHKCALMM APeNb MOXKET NMPUMEHATECA C HMIHPOKUM
HaBopoM cMeHHBIX Hacaaok M Gopos. Morop apenu XHpypraweckod
BeicoxocxopoctHoit ENT MR8 npupoauT B ABiKeHIE ONHOPA30BLIe
6Ophl, NPHMCHRIOMIMECY NPH  PSVTHIHBIX  XHPYPTHIECKHX
BMeliaTeNneTBAX. MOTOp OpenH  MOXeT  HCTIOABIOBATHCA
MHOTOKPATHO H NOCTABNACTCA HECTEPHALHEIM. Tpebyerct o'micTKa M
CTCPHITH3ALMNA NPENTH NEpel KaxnoH onepaumeii ¢ ee npUMeHEHAEM.
Bce xabenu MOTOpa ApeN ABITIOTCA ECTPOCHHMMH H HEOTASMHUMEL
OT Hero.

The ENT MRS electric motor is a high-speed, high-torque,
reversible electric motor used to dissect bone and biomaterial at
selectable speeds from 200 to 75,000 rpm. This motor is
designed to interface with a series of interchangeable
attachments and burs utilizing a standard locking mechanism.
The ENT MRS electric motor provides the power to operate
disposable burs, intended for use in various surgical procedures.
The electric motor is a reusable device that is supplied non-
sterile and requires cleaning and sterilization prior to each
surgical use.

All motor cables are integrated and cannot be removed from the
motor.

S. Puexn MOKA3AHHA K IPHMEHEHUIO INDICATIONS for use

OpHMCHEHHN Hanense npeaHasHa%eHO AN pacceweHua/paspesanns, yaaneuun, | Device is indicated for the incision/cutting, removal, drilling, and
MEANUHHCKOTO CBCPREHUA H PACTTMIHBAHHA MATKHX, TBEPABIX B KOCTHHIX Txanel, a | sawing of soft and hard tissue, bone, and biomaterials in
HAcAHS, Taxxe Guomarepuanos B0 BpeMs Helipoxupypruvecksx (wepennnx | Neurosurgical (Cranial and Craniofacial including Craniotomy); Ear,
NPOTMBONOKAAMHA | B 9epPENHO-NMIICBHIX, BKTTIOMAR xpanuoToMso), | Nose, and Throat (ENT), and Maxillofacial surgical procedures.
OXHAIEMbIC H { OTONAPHHMOMOrHYCCKHX (ENT) H YEIIOCTHO-AHLICBHIX

npefcKazyeMMe BMELIATENECTB,

noboTnbie ABACARN CONTRAINDICATIONS

CBS3ARHbIC ¢ | MPOTHBOMOKAIAHHUA None.

NpPHEMeHEHHEM Orcyrersyior.

MEANTINHCKOTO

H3Zeans no | MPEAYOPEXAEHHA WARNINGS

HASHAYTeHKI0 Ipeaynpexpcuns 1 The ENT MRS system operator must be familiar with this

Risks of using a
medical device,
expected
predictable
effects

and
side

1 Pabotaromemy ¢ cHcremolt ENT MRS xupypry meobxoaumo
O3HAKOMUTBCA C MAAHHBIM PYKOBOICTBOM MO 3KCIUTYaTaLMK,
PYKOBOACTBOM MoAL3oBaTeNx IPC H coaepxanyamMuca B HIUX MepaMH
NPefOCTOPONKHOCTH, MPONETYPAMH H CRSACHHAMHE NO Ge30NACHOCTA.
2 Cucremy ENT MR8 n cemassoe ¢ Helt 06opyaoBaHue AOMKHB
HCMONLIOBATE  TONBKO  KBANHQMIMPOBAHHLIE  MERHLMHCKHE
paboTHUKH, NPOMCAMIHE BCECTOpOHHEe 00yueHre H UMEIONKE OIBT
BRIIONHEHHA ONepanyiil ¢ HCIIL30BAHHEM XHPYPIHYOCKHX CHOTEM
Medtronic.

3 o 1 nocine HCTIONEAOBAHHR ClIeAYeT OCMATPHBATH KOMIIOHEHTE Ra
npenMer nospexaenmit. B cnyuae o0HApyxeHMs NOBPEKACHHS

Instructions for Use, the IPC User’s Guide, their precautions,
procedures, and safety issues.

2 The ENT MRS system and its associated equipment should be used
only by qualified medical professionals who are thoroughly trained
and experienced in performing surgery with Medtronic surgery
systems.

3 Always inspect the components before and after use for any
damage. If damage is observed, do not use damaged component until
it is repaired by Medtronic or replaced.

4 Use adequate irrigation during dissection to prevent thermal
Necrosis.
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3ANpEIAETCA RCNOIb30BATH BHILCAMIME H3 CTPOA KOMMOHEHT, NOKa
OH He OyIeT OTPCMOHTHPOBAH KoMnalHe#t Medtronic 1w 3aMenen,
4 Bo mibekaHuC TCPMOHEKPO3a NpPH paccedeHHM obecneusTe
HALEKALLYIO HPPATAIHIO.
S He ucnons3yiire neperperoe ycTpolicTBO, NOCKONBKY ITO MOXKET
TIPMBECTH K TEPMHIECKOMY OXOTY MALMEHTA WIH XHpYypra.
6 Hnarencmsuhie GOXOBHIC HATPY3KH WHWIM JUIMTENsHOS
by HXLMOHMPOBAKKE MOFYT NPHBECTH K NiEperpesy ycTpoicrea,

6a Bo ppeMs onepauiMn 3anpemgeTcs KAACTH NEpErpesmAfics
MOTOP APC/U HA NALMEHTE WIH MPOCTHIHIO.

6b Flpexparure pabGory H jaliTe OCTHTH MOTOpPY APEAH,
HCTOAL3YA €0 B MPEPLIBHCTOM PEXAME, WIH 006epHHTE MOTOP ApeNH
/MECTO KpenAeHHE HACAMXH BADKHBIM CTCPAILHLIM NOJOTCHICM.

6¢ IIpu nepenaue MOTOPA APENH U3 PYK B PYKH NpHHHMAaOWHH
HomkeH OpaThCa 33 NPOKCHMARBHEIH KOHENl pAgoM ¢ kaleneM
MOTOpa Apesnu.
7 Bo Bpems ofepalliH 3aNpemAeTCs ¢ HIMILIHHM YCHAINEM
NOJACBATE MM TOJKATH KOCTh C NIOMOLILIO Bacanxy WnH Gopa ans
PACCCICHRA.
8 Paspemaerca HCIONBIOBATH TONABKO OGOpPHL, CNCUBANHHO
npensasHauCHHbIe Ana AauHolt cucremb ceepnenua. HeoGxonumo
CpaBHMTL HOMEHKANaTypy #Ha ymaxoske Gopa ENT MR8 c
HoMenxnaTypoil uacagku ENT MRS.
9 3anpeinaeTca HCnonL3oBaTL cicTeMy ENT MRS Ges Haanexamed
OMHCTKY W CTSPUNH3ALMH.
10 Tlepes xpaneHHeM HyXHO NPOCTEPHIH30BATH H BHICYIIHTH
YCTpoHCTBO ~ MHOTOKPaTHONO  npuMenennd. CBoeBpemeHHan
CTEPHAH3AUMA CHHXKACT BEPOATHOCTH NEPCKPCCTHOIO 3apaKCHHAL
TNocne xkaxnoik npouenypH AMKHEM 00pasoM MPOBOAMTE OYIHCTKY
H CTSPAIMZALMIO BOEX KOMMOHEHTOB CHCTEMBl MHOPOKPATHOTO
NpHNCHEHHA.
11 Bee pafoThl N0 TEXHUICCKOMY OOCHYXKHBAHMIO JOJDKHE!
BHIMONHATLCA TONGKO KBATHPHUMPOBAHHBIMYM  CHENHMATHCTAMH
xopnopamun Medtronic.
12 Tlpn KHCOOAL30BAHHH  BPAAICIOMXCA  AOHONHUTENBHBIX
TIPHAANICKHOCTEH ¢ TPHBOAOM ClleyeT NPROEraTh K BHIYANV3ZAIMH,
B TOM JHCIE K CPEACTBAM GOpMHPOBAHHMA H300pOKEHNA (HanpuUmMep,
PEHTTCHOCKOMKY, IHAOBKICOXHPYpriH). [TIpy noTepe BU3yaTH3AIMHK
ONEPALKOHHOTO NONA paboTy ¢ NPHBOAHGIMA HHCTPYMEHTAMH
HeoOXOMMO NPEPBaTh.

5 Do not use an overheated device, as it may cause thermal injury to
the patient or operator.

6 Heavy side loads and/or long operating periods may cause the
device to overheat.

6a Never place an overheated motor on the patient or draping during
the surgery.

6b Discontinue use and rest the motor by using it intermittently or
wrap the motor/attachment interface with a moist sterile towel.

6¢ If the motor is passed off, the receiver should grasp the motor by
the proximal end close to the motor cable.

7 Do not use excessive force to pry or push bone with the attachment
or dissecting bur during surgery.

8 Use only burs specifically designed for use with this drill system.
Match the nomenclature on the ENT MR8 bur packaging to the same
nomenclature on the ENT MRS attachment.

9 Do not use the ENT MRS system without proper cleaning and
sterilization.

10 Sterilize and dry the reusable device before storing, Decrease the
likelihood of cross-contamination with timely sterilization. After
each procedure, properly clean and sterilize all reusable system

components.

11 All service must be performed by Medtronic qualified personnel
oaly.

12 Employ visualization, including the use of imaging techniques
(for example, fluoroscopy, image guided surgery), when using
rotating powered accessories. Discontinue the powered application if
visualization to the surgical site is lost.

13 Do not attempt to remove a bur or attachment while the motor is
running or when the motor or attachment is in an overheated state to
prevent laceration of the user and/or cross contamination through a
compromised glove.

14 Do not immerse the system components, except when
recommended by the cleaning instructions in this Instructions for
Use.

15 The ENT MR8 motor will not run unless the attachment is in the
locked position.

16 Do not modify any components of the system; performance could
be diminished.

17 Do not use the ENT MRS system if the motor continues to run
after releasing the foot pedal.
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13 3anpetraercs cHuMaTe 60Op HAW Hacaaky Bo Bpemsa paGoTsl
MOTOpPA ApenH, a Takke B CyYae Meperpesa APEnH WM HICAIKH,
NOCKONBKY 3TO YPEBATO NONYYEHHEM PRAHBIX PAH OT ABIOKYIIHXCA
neranel WWIH NEPEHOCOM OGOMEINCTBOPHBIX OPraHH3IMOB 4epes
NOPBAHHYIO (EPHATKY.

14 He norpyxaiite KOMITIOHEHTH CHCTENBI B XHAKOCTS, €CITH 3TOrO
He TpeGYIOT NpPOLCHYPS! OYHCTKHM, NPHBEACHHLIE B JRHHOM
PYXOBOACTBE MO IKCILTyaTAMHE,

15 MMoka Hacanxy we 3abnokupyior, mMotop aApenu ENT MRS e
Gyaer paborars.

16 3anpemmaercs MONMPHUHPOBATE KAKHE-THOO XOMIOHCHTHE
CHCTEMBL; B IIPOTHBHOM CIyuae ¢ paloune XapakTepHCTUKH MOTYT
YXYALIHTLCA.

17 3anpeiaerca uenonssosate chereMy ENT MRS, ecnu apens ne
npexpaiaeT paboTy NOCHe OTIYCKAHMA HOXKNHON negany.

18 3anpeumaetcs KAACTL MOTOP APENH, HACANKY WK Gop Ba nanuesTa
UK REMOATOTOBNICHHOE MECTO 30 BPeMS XHpYprusueckoit onepai.
19 3anpeuaeTcs NPHMEHATS TAKHE COMCTANNA HACAAKH M Gopa, npu
xoTopbix Gop muoxo aepxHTcs B wacanke nuGo HaGmopaerca
“pe3MepHan BuGpamua.

20 3anpemaercs 3amyckars Motop apenw ENT MRS
HENOCPeICTBEHHO nocne oOpaborku B asroxnase. [Nocne maposoil
CTEpUNH3AIMH HEOGXOMMMO AaTH YCTPOHCTBAM OCTSITE B TEUCHME
JIOCTATONHOIO BPECMCHH.

21 lMepea  NOBTODHWMM  MCMVIB30BAHHEM  MPOBEPLTE

2la Ocmorpire kalenu HA MPeAMET OTCYTCTBEA TPCIIHH,
CNeNoB H3NOCA UNK KOPPO3HH.

21b IMporeprTe BHEIHKI BAR HACAAO0K. YCTAHOBHTE HACAAKY H
60p, 2 3aTCM BHINOIHHTE 3aMYCK APEX HA KOPOTKOE BPEMA.

21c IMposeprTe, HE NEPErPEBACTCA JIH MOTOP APENH.

21d ITposeprTe, He NEPETPEBACTCA JTH HACAKA,

21e ITpoBeprTe, HAIEWHO JIK 3aKpenneH Gop.

21f TposepsTe passeMbl Kabenet Ha HANMYME MOTHYTMX HITH
OTCYTCTBYIOUMX INTHIPHKOB.
22 He Brocute Motop apenn ENT MRS B maruuTHREe nons,
HAnp#Mep B moad MarsHTHMX canderox u MPT-oGopyaosauns,
YyTOOb MPEAOTBPATHTE CAyHatHOE BXTIOYCHAE NPEiH.

23 Cncrema ENT MRS cooreercrByer TpeGOBAHHAM CTaHAApTa
GesonacHocth IEC/EN  60601-1-2, pen. 3.0 w pen 4.0,

18 Do not place the motor, attachment, or bur on the patient or in an
unsecured location during surgery.

19 Do not use an attachment and bur combination that results in bur
flail or excessive vibration.

20 Do not attempt to run the ENT MR8 motor immediately after
autoclaving. Allow an adequate cooling period after steam
21 Verify functionality prior to reuse:

21a Conduct a visual inspection of the cables for cracks, tears, or
corrosion.

21b Check attachments for proper appearance. Install the attachment
and bur, then briefly run the motor.

21c Check motor for overheating.

21d Check attachment for overheating.

21e Check bur for flail.

211 Check for bent or missing pins in the cable connectors.

22 Do not place ENT MRS motor in the proximity of a magnetic
field, such as magnetic drape or Magnetic Resonance Imaging (MR1)
equipment, to avoid inadvertent motor activation.

23 The ENT MRS system complies with IEC/EN60601-1-2, ed. 3.0
and ed. 4.0 safety standard for electromagnetic compatibility (EMC),
requirements and test. However, if this equipment is operated in the
presence of high levels of electromagnetic interference (EMI) or
highly sensitive equipment, interference may be encountered, and the
user should take whatever steps are necessary to eliminate or reduce
the source of the interference. Diminished performance may lengthen
operating time for anesthetized patient.

24 Medical electrical equipment needs special precautions regarding
EMC and needs to be installed and put into service according to the
EMC information provided in this system's Instructions for Use.

25 Portable and mobile radio frequency (RF) communications
equipment can affect medical electrical equipment.

26 Use of accessories other than those specified and sold by
Medtronic may result in increased emissions and decreased EM
immunity of this unit.

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

28 When using ENT MRS$ variable exposure attachments, surgeons
should become familiar with the performance of burs before use and
should explore the effect of various levels of bur exposure on bur
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ONHCHIBAIOTIEr0 TPCGOBAHMA K NEKTPOMArHHTHON COBMECTHMOCTH
(OMC) # ce ucrmranma. He ecim pansoe  obopyaoranme
SKCIUTYaTHPYETCA B MPHCYTCTBUH MEKTPOMArHKTHEX nomex (OMIT)
BEICOKOTO YPOBHR WIH BbICOKOYYBCTEHTEABHOTO OOOpYAOBAHHA,
BOZMOXHO BOZHHKHOBEHUE NOMEX, H HEOOXOMMO NIPEANPHHATD BCE
HEOOXOAHMBIC MEPhI N0 YMEHBIIEHMIO TIOMEX HIH YCTPAHCHHIO MX
HCTOUHMKA. YXYNIICHHE TEXHHYECKHX XAPAKTEPHCTHK MOXKET
YBCAHUNTL ANA NALMEHTA BpeMA ONEpaliMH, NpPoBoAHMOH nox
HAPKOIOM,

24 Jina MEOUUMHCKOTO NeKTpoobopyAoBaHua TpebyloTca ocobaie
MCpPL! TIPEROCTOPOXHOCTH B  OTHOIDCHHH NICKTPOMAarHuthol
COBMECTHMOCTH. Ero neoOGXoAuMO YCTAHARIHBATS H BBOAMTS B
IKCIUTYATANMIO € YUeTOM HHGOpMaumu 00 INEKTPOMarHHTHOM
COBMECTHMOCTH, cofepxaltielicy B HHCTPYKUAH MO NPHMEHCHHIO
JAAHOK CHCTEME!.

25 Ha paboty MeAHITMHCKOTO 2N1eKTpoobopynoBaHia MOTYT BARST
MOPTATHBHLIC H MOABIKHBIE PAABOYACTOTHbIC CPEACTEA CBAN.

26 Paspemiaerca HCMHONBIOBATE TONBKO  JAOMOUIHHTENBHEE
OPHHALNEKHOCTH, YKA3aHHBIC M NPOJABAEMBIC  KOMIAEWeH
Medtronic. B npoTHBHOM Clly4ae BO3MOKHO IOBBILICHWE H3TYICHHA
M  CHHWXCHHE  YCTOHTIMBOCTH  gaHHOrO  ycrpoficrea k
3NEKTPOMArHHTHHIM NOMEXaM.

27 3anpemaeTcs HCNONB30BaTh MOGKIE ASTANY, KPOME KOMIIOHEHTOB
cucrembl Medtronic. Hiave Bo3MOXHO noBpeaxacHHe ycTpoiicTsa
WIH yXyAueHne pabotnx XapaKkTepHCTHE.

28 IMpexae uwem nonssosarsea Hacaaxamn ENT MR8 ¢ nepemenmoi
ANHHOM BRICTYTIAIOMICH WACTH, XHPYPI¥ AODKHB O3HAKOMHTBCH C
paboTHMH XapakTepuCTHKaMy GOpoB M BHLISCHHTH, KAK PazTHuHAA
IUTHHA BLICTYTAlONMX YacTel Gopa RIHACT Ha €10 ycTolirmBocTs. B
Cy4ae Hpe3MEPHOTO Tpecka, BUOpauMH WIH MOABIDKHOCTH Gopa
CHCAYET YMEHBLIHTH AIHHY €N0 BRICTYNAIOmE YacTH.

29 TMpx npoAOIDKHTENEHOM HCTIONBIOBAHHH BO3MOMEH BBIXOA 3
cTpod  Aapenielk A HACANOK, KOMIIOHEHTM KOTOPHIX MOTYT
OTCOSAMHHUTBCS W YTIACTD, NPHIHHHE TPABMY NALNEHTY.

30 Tepen nauanom paboTsl INEKTPHICCKHE KOHTAKTH! ZOMKHE GhiTh
CYXHMM.

31 Ecnu MOTOp OpenH He MCTIONB3YETCHA, HEOOXOAMMO YCTPAHHTL
BO3MOXKHOCTE  CiydaliHoro cpaGaTMBaHMA MOAY/IA  HOXKHOIO
YNpaBieHHS.

stability. If the bur exhibits excessive chatter, vibration, or
movement, decrease the bur exposure.

29 Motors and attachments may fail due to extended use resulting in
component(s) detaching and falling from the motor or attachment and
may cause patient injury.

30 Electrical contacts must be dry prior to use.

31 When not operating the motor, eliminate accidental foot control
activation.

32 Do not use the ENT MRS system in the presence of flammable
anesthetics to avoid potential ignition or explosion of gases.

33 Do not operate the ENT MR8 system without eye protection.

34 Do not sterilize and supply for surgical use any device that is not
visibly clean and free of particulates. If particulates are present,
repeat reprocessing, starting with the Preparation for Cleaning step.
35 Do not load more than one ENT MR8 motor inside the instrument
tray per sterilization cycle.

37 Use the ENT MRS instrument tray for sterilizing the re-usable
ENT MRS devices only.

38 Do not use alkaline cleaning for the instrument tray.

39 Use the instrument tray for sterilization only. The ENT MRS
system devices must be cleaned separate from the trays.

40 Do not use the instrument tray for cleaning or disinfection of the
re-usable devices.

41 Devices cannot be sterilized to an adequate Sterility Assurance
Level (SAL) without prior cleaning and decontamination.

System cables
42 Do not use cables or power cables with cracks, tears, or corrosion.

Disposable components

- Do not use an accessory if its packaging is damaged or opened
outside the sterile field. Sterility may be compromised if packaging
is opened or damaged.

- Do not use dull burs. Use of dull burs can reduce cutting
effectiveness and can cause the motor temperature to increase.

- The ENT MR8 system operator should take measures in
ensuring that sensitive anatomy is protected during drilling and use
of the ENT MRS system.
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32 3anpemaerca nonkaonarses cucremolt ENT MR8 & npucyrcTamm
OTHEOMACHBIX AHECTETHKOB, IOCKOIBKY I'a3hl MOTYT BOCTUIAMEHUTLCH
HAM B3OPBATHCA.

33 3anpemaerca paborats ¢ cuctemoli ENT MR8 Gez cpencrn
331OMTHI 17133,

34 anpemaercs CTEPUINSOBATE H DPHMEHATH NPH ONEPALIHAX
moGrie ycTpoHicTBa, KOTOPHIE HE BBHIMIAAAT NOAHOCTHIO YHCTHIMA.
Echh Ha o0OpYyZOBaHHE 3aMETHB! 3arpi3HCHHA, NOBTOPHTE
00paboTky, HaunHa« ¢ 2Tana <[ToAroToBKa K OUHCTKED.

35 lNpu BHNONHESHHY NMKNA CTEPANTHIAIAK HE KJIATATE B JIOTOK JNA
XPAHCHUS APETH ¥ RHCTPYMEHTOB VIR ApenH Goslee OAHOr0 MOTOpa
apenau ENT MRS8.

37 Jlotok ans XpaHEHMN APENM H HHCTPYMCHTOB ANA Openu
NPCAHAZHAYEH TONBKO A CTCPANU3AUKYN MHOTOPA30BHIX YCTPOHCTB
ENT MRB.

38 3anpewaeTcs UHCTMTL JIOTOK M8 XPAHERHA APIH M
HHCTPYMEHTOB JUIA IPETH MICKOYHLIMH CPEACTBRMH.

39 Jloroxk anA XpAHCHHR APENH H HHCTPYMCHTOB ANA Apenn
NPeRHA3HAYEH TONLKO ANK POBRCACHHA CTEPHMAIMU,. YeTpoiicTsa
cheressl ENT MRS neobxoauamo 0YHIIATS OTACHBLHO OT NOTKOB.

40 3anpemsercs HCTNONL3OBATH JIOTOK MIA XPAaHEHHN APENH H
HECTPYMCHTOB NI JAPSH NN O4YMUCTKH MMM  AesmideximH
MHOTOPA3OBHIX YCTPOHCTE.

4] Bes npensaputensoit oumcTRy B HBAHNA HCBO3MOKHO
obecneunts neobGxoaumutit SAL (Sterility Assurance Level —
rapaHTHPOBaHHLIH YPOBEHL CTEPHABHOCTH) YCTPOHCTB.

Kabean cucremns
42 3anpemaeTcd HCMONL3OBATL Kalenw, B TOM uucie Kabenu
NIUTAHIA, ¢ TPELUMHAMH, CIICAAMA H3HOCA WTH KOPPO3HH.

KoMnoHERTL! 0AHOKPATHOIO NPHMEREANN

- 3anpemaercs CTCPHIN3OBATL  YCTPOHCTBA OAHOKPATHOIO
npuMesieHua. OHn NOABEPrAIOTCA CTEPHANIALNH NPOH3BOIUTENCN H
HE NPEIHAZHAYEHW JUIA MOBTOPHOIO HCMOAL3OBAHHA. YTOOH

NPEAOTBPATHTS 3ATPASHEHHE, UCTIONE3YHTE HX TONLKO OMH pa3.

CAUTIONS

1 When using an angled attachment, hold the motor assembly by the
attachment so that the attachment does not inadvertently loosen from
the motor.

2 Remove devices from instrument tray before placing into washer-
disinfector and allow devices to drain. Orient devices in the washer-
disinfector by following manufacturer recommendations.

3 Do not use low-temperature hydrogen peroxide gas plasma
sterilization duve to the lumen internal diameter and length
restrictions.

4 Do not use low-temperature liquid peracetic acid sterilization due
to immersion procedure.

5 Remove and discard accessories following locat regulations for
disposal of contaminated materials.

6 Do not soak or submerge ENT MRS system devices.

7 Do not use ultrasonic cleaners for ENT MR8 system devices.

8 Do not use chlorine-based or corrosive cleaning agents such as
bleach, lye, acetone, sodium hypochlorite or bleach, sodium
hydroxide, formic acid, or solutions containing glutaraldehyde.

9 Use only nylon cleaning brushes. Non-nylon cleaning brushes
leave residue that may prevent the bur from being secured properly
in the motor.

10 Do not expose these devices to sterilization temperatures greater
than 137°C (279°F). Exposure to temperatures greater than 137°C
(279°F) may impact the performance of the device and also the
efficacy of the sterilization cycle.

11 Because of the variability in cleaning efficiencies and sterilizer
operating parameters, all given parameters (temperature, time,
etcetera) should be validated by persons who have training and
expertise in sterilization processes. Deviation from the recommended
sterilization processes is at the risk of the user facility.

12 Devices should be cleaned within 30 minutes (30:00) of use to
limit fixation of contaminants.

ADVERSE EVENTS (POTENTIAL COMPLICATIONS)

- 3anpemaeTcd KCMONLIOBATE AONG/HMTENbHEE NPHHALICAKHOCTH | - Burn;
13 noBpexaeHRoll NE60 BCKpHTOH BHE CTEPHILHONC MO YNAKOBKH. | - Injury;
- Brain damage;
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Ecnu ynakoBka BCKPHTE WIH NOBPEXKACHA, CTEPHIBHOCTD MONKET
OWTH HAapymieH?.

- Paboratomit ¢ cucremolt ENT MR8 xHpypr Ao/mkeH MpHHANMATS
BCe HeOOXONMNEIE MEPH, MTOGH He NIOBPERUTH OKPYRKAIOIHE TKAHY
BO BPeMA CBEPNICHHA H APYTHX BHIOB HCTIONE30BAHMA CHCTEMEL ENT
MRS.

MPEAOCTEPEXEHHA

1 lpu pabore ¢ yrnoeoit Hacamko# AepakuTe Y3EN APSNH 33 HACATKY,
970051 OHA CiTy4aifHo He BLINANA W3 APENH.

2 Tpexne yen NOMELATE YCTPOACTRA B MOIOMIC-AICIARDHIMPYIOMEe
060pyI0BaHUE, HX HYKHO H3B/ICTb H3 AOTKA AN XPAHCHHA APENH
HHCTPYMEHTOB AMIA APEIH, 2 3ATCM NOACKIATS, NOKA OHY BEICOXHYT.
Ycrpolictea cnesfyer pasMemaTh B MOIOIIS-HC3HHOBIMIPYIOMIEM
00opyaoBaHEN ¢ COOMONEHNEM OPHCHTAUMH, PEKOMEHAOBAHHOH
TIPOITIBOAMTEIIEM.,

3 Hs-3a orpaundeHuit Ha BHYTpeHHMIE JHAMETp H IMHY MpOCBeTa
Janpemaercs NPHMCHITh CTCPHAHZALMI0 B HU3KOTeMIOeparypHoH
ra3oBoii IIasNe NEPOKCHAA BOACPOIA.

4 3anpemiaercs CTCPHIM3OBATL B HU3KOTCMNCPATYPHOH xuaxoft
HAmyKCYCHOH KHCMOYE, Tak KAK Ta NpOUCOypa NOAPAIYMEBaST
NIOrpYyXeHue.

S BumeacHne N3 KCIUTYATAUUW H YTHAHSALMA JOTMOIHHTEILHBIX
NpEHAANCKHOCTCH JOMKHK OCYLISCTBIATICA B COOTBETCTBMH C
MECTHBIMH HOPMATHBHHIMUW AKTAMH, PETYIHPYIOIIHMH YTHIH3AIHIO
3apakeHHEIX MATEPUANOB.

6 3anpeutaeTca 3aMaUMBATH WIH NOTPYXATH B KHAKOCTS YeTpolicTsa
cucreMst ENT MR8.

7 3anpemaeTcs yNLTPAIBYKOBAX OYHCTKA yeTpolicts cHcTeMi ENT
MRS.

8 3anpemaercs HCMONAK30BATL BHBHBAIOIHME KOPPOSHIO WM
COICPEANIHE XJIOp THCTAINME CPEACTBA, TakHe kak oT6enuBaTens,
IIeNOK, AUSTOH, THNIOXJIOPHT HATpHA, SAKHYM HATp, MypaBhMHAN
KHCJIOTA, MK PACTBOPM, CORCPMALTNE FAYTAPANbACTHIL.

9 Paspewaerca HCHONB3OBATE TONBKO HEWNOHOBHME YHCTAMME
meTkH. Yncranue meTxy He u3 HefinoHa OCTaBNMOT OCTATKH,
KOTOpbi¢ MOTYT He NO3BOJHTH MPABWILHO 3akpenHTs Gop B MoTOp
apeam.

10 3ampemaercs CTEpHAM3OBATH YCTpOHCTRA MpPH TeMNeparype
suime 137 °C. Boane#icteue TeMneparypit abime 137 °C moxer

- Nerve damage;

- Infection;

- Reaction to a foreign body;

- Prolongation of the operation/anesthesia time due to the delay
during the operation;

- The possibility of infection of the wound;

- Fragments of the product in the patient's body;

- Spinal cord injury ,

- Toxemia;

- Granuloma
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YXYMIMTS pabouMe XapakTepHCTHMKA YCTPOHCTBA H  CHH3MTH
2 PexTHBHOCTS IHMKIIA CTEPUAM3ANNH.

11 H2-33 HEORMHAKOBBLIX NAPAMETPOB PaboTHl CTEPRIH3ATOPOR H
3PEKTHBHOCTH OYHCTKH BCE YRA3aHHbIE NapaMeTpHl (TeMTepaTypa,
BPEMA H T.JI.) RO/DKHE! ObITh BANKIAPOBAHE THUAMH, NPOLICALINMK
oGyvueHHe H Yixe MPOBOAMBIINMH Creprin3almo. OTBETCTREHHOCTS
33 OTKIOHSHHA OT PCKOMCHAOBAHHLIX CTEPHIM3ATMOHHBIX
MPOLECCOB HECET YIPEAKNCHHO-3KCTUTYATAHT.

12 Verpoiicteo cneayer oaumars B redemne 30 muuyt (30:00)
focke UCTONE30BARUA, JTO0H 3arPAIHCHHA HE YCNEAH NMPHCOXHYTh.

IOBOYMHLIE IDPOEKTH (BO3MOXHKE
OCJHOXHEHHA)

~ Onxor;

- TpasuMa;

- lospexneHHe NONIOBHOTO MO3Ta;

- [ToBpexneune HepBa;

- [ToBpexneHue TKAHA

- Hudexms;

- Peaxia Ha HHOPOIHOE TENO;

- YInuHeHNE BPEMCHH ONCPAlMH/AHECTESHM H3-33 3ANCPEKH BO
BpEMA ONICPALIH,

- BO3MOMHOCTD 32pRKCHHS PaHEL;

- DparMeHTH H3KCNHS B OPTaHH3IME NALMCHTS;

- lToBpexacHHe CIMHHOIO MO3ra

- Toxcemun

- Cpanyn&ma

6. Texnwaeckne
XAPAKTEPHCTAKH
MeAHUHHCKOTO
H3peaun/
Technicat
characteristics of a
medical device

TpeGosanue/ Requirement [ 3uauenue xapa

Characteristics

Movop apean xnpypruyecioii suicoxocxopocraoli ENT MRS / ENT MRS high-speed drill

| Aanua motopa apean/ Motor length 9,73 cm+ 0,5 cm

Anamerp nauGoapineii 4wacrm movopa | 1,55cm+ 0,1 cm

JAnuna xabeas/ Cable length 460,0 cm 46,0 e
TaGaputusic pasmepbi pasuema/ .
dimensions of the connector of cable 5

.EIH_,
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A B B

o o
93,22 MM £ 0,25 um 20,00 MM = 0,25 Mm 20,00 Mm £ 0,25 MM
Cxopocrn/ Speed 75 000 06./Mun + 5% B npaMoM H 0OparHoM HanpasneHun/
75,000 + 5% rpm forward/reverse
PaGounii nucn patoues yacrx npr Hpeas paccunTaHa Ha HETIPEPHIBHYIO PE3Ky B TEUEHHE 3 MUHYT Ha CKOPOCTH 75 000 06./sm|
TeMREPATYPE HE Bblllie Np4 TeMnepaType B onepaimonHol ue Bauue 40 °C ¢ nocneAyionuM NepepsisoM Ha 25
40 °C / Duty cycle MuHyT/

For operating room temperatures up to 40°C (104°F), the ENT MRS electric motor is rated|
for 3 minutes (03:00) of continuous cutting time at 75,000 rpm, all followed by 25 minutes
(25:00) of rest.

PaGounit uuxa patowelt uacta npu
wopmansHoll TemMnepatype / Duty cycle

Ilpu stopmaneioli Temneparype B onepammonsoi (06srmo 20 °C) apens paccuutasa Ba
HENPEPLIBHYIO PEIKY B TCYCHHE HEOTPAHHUCHHOTO BPEMEHH NPH ckopocTH 75 000 o6./nn/
For normal operating room temperatures (typically 20°C/68°F), the ENT MRS electric motor:
is rated for continuous cutting at 75,000 rpm.

Tun paGoueli uacru/ Type of working part

PabGouax uacTe Tuna BF

lBxoBag MOWMHOCTE B  OPAMOM
sanpasaenan/ Peak Power in forward
| direction

154 BT+ 8%

Nuxosss MommocTs B o6paTHOM
sanpasjgeun/ Peak Power in reverse
direction

154 Br+ 8%

Kpyrsunii moment/ Torque

0,04 H*m + 8% npu 10 000 of/mMun

Kpyrsmmwii momedr 8  obparnom
aanpasaensn/ Torque in reverse direction

0,04 H*u + 8% npu 10 600 o6/mun

Macea / weight

2700 r+ 5%

JloTok Ans xpaseRsg APEAN M HUCTPYMenTOB A8 apean / Instrument Cases

Jauna/ Length Waspana/ Width Buicora/ Height
I'aGapuTHbie pasmepsl OCHOBHOTO JOTXS/
Di ions main tray 247,65 MM £ 3,20 mu 218,44 mu = 3,20 MM 86,84 mu+ 3,20 MM
I'afapuTHbIC Pa3MepPH! BRYTPEHHErO
x / Dimensions i 1 tray 241,05 sma £ 3,20 Mm 206,25 mm £ 3,20 MM 43,94 MM + 3,20 MM
g;'mﬁ pameprs Kputmsch/ 254,0 st £ 5,0 una 224,0 MM £ 5,0 um 21,0 £ 3,0 un

Ioanoxxa nan aorxa/ Tool Rack
Janua Iinpuns Bricora Jnamerp
orsepcTia ()

T'abapurHbie pasmepss / Dimensions 91,44 mm £+ 0,25 MM | 50,80 mm 2 0,25 mana | 25,40 mm £ 0,25 vmt 490 MM £ 0,051 Jm

Kawoa raeunni / Motor Wrench

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




JAnuna

Linpuua

T'aGaputunie pasmeps / Dimensions

127,00 MM £ 0,25 MM

19,05 mm £ 0,25 MM

7. Onncanne
apHBKAACEROCTeH,
MEMHUHHCKHX
Hanenmnik
R3neaAMH,
SBANIOIMMHXCE
MEAMUHHCKIMH, HO
NPeayCMOTPEHHRLIX
nas
HCNOJB30OBAHAN B
xoMOuBanun ¢
MEARUHRCKEM
MIRCAHEM (npu
AANKWYHH)Y
Description of all
accessories, medical
devices or non-
medical devices,
intended for use with
the medical device
submitted for
registration (if
applicable)

JloToKk i xpaHenEs APEAH R HHCTPYMEHTOR VI APEnH
Jlotok and XpaHeHMA APEAH M MHCTPYMENTOB I Apenu
HCToAL3YyeTca s Xpanerns manenuit ENT MR8 H nocnenyromeii
WX CTEPHIM3IALMN.

Jlorok And xpaMeHMd OPENM ¥ MHCTPYMEHTOB /IS JApeNn
obepreiBacTea mnA  napoBol crepumisaunur.  JIaHHMHA N0OTOK
AocTyner B passepe 1/2 DIN.

Moanoxxa Ana J0TKA

TNonnoxxa QA4 NOTKA MApeAHA3HAWCHA [UIA  KPEIUICHHS
HeucnonssyeMpx Gopos ENT MR8 Bo Bpems Xxupypradecxkux
npouenyp. [Noanoxka JUIn NOTKA MITOTORNCH W3 AMOMHHHA ¢ 20
oTeepceTiaMH aramerpoM 0,25 CN ns yRep/aHWA RHCTPYMEHTOB 38
crepxnn. [lopnoxxa M NOTXa NOCTABARETCA HECTEPHIBHOH H
TpeGyeT OYHCTKM H CTEPHAM3ALME NIepe/l KAXK/AMM BCNIOEI0RAANEM,

Kaso4 raeunmil

Kmod racuHsid ACNONB3YETCS ANA BHIPABHHBAHMM CTPENiOK Ha
MAOCKOCTAX BPALIAIOUICNOCA JDKHMHOTO IATPOHA B HEMOABHXHOTO
3KHMHOTO MaTpona Jpenu Buicoxockopocthol ENT MRS nepen
ycranoBxolt acamxm ENT MRS. Pasuep kxmioya He smisercs
CTAHTAPTHEIM METPHYecKuM pasMepoM HiH pasmepoM SAE. On
CNCUMANLHO MITOTOBNEH At paboTw Tomko ¢ JIpensio
sbicoxockopoctaoift ENT MR8. On H3roTOoRIEH M3 HepaBeiomei
CTanu ¢ nasepHoll Mapkuposkoi Mapxu ENT MRS.

Instrument Cases

The instrument tray holds ENT MRS attachments, ENT MR8 motor,
and/or other ENT MR8 systemn equipment to be sterilized and is
wrapped for steam sterilization. This tray is available in a 1/2 DIN.

Tool Rack

Tool Rack is intended for resting the ENT MRS burs that are not
being used during surgical procedures. The Tool Rack is made of
aluminum with 20 perforations of 0.25 cm diameter for holding the
tools by their stems. The Tool Rack is supplied non-sterile and
intended to be cleaned and sterilized before each use.

Motor Wrench

The ENT MR8 Wrench is used to align arrows on ENT MRS ¢lectric
motor collet flats prior to installation of an ENT MRS attachment.
The wrench is not a standard metric oc SAE size. It is specially
manufactured to work only with ENT MR8 motor collets. It is made
of stainless steel, laser-marked for the ENT MR8 brand.

The ENT MRS electric motor can be controlled by using the FCU
(RC }e ©C3 2011/09133).

The ENT MRS electric motor is intended for use with IPC (RC Ne
®C3 2011/09133) with software version not lower than V2.7.3.0.
The attachments for the motor of the surgical high-speed ENT MRS
drill are compatible with the motor of the surgical high-speed ENT
MRS drill (during registration). Compatible burs (Round bur, models

Motop npenn xmpypruvecko#f BhicokockopoctHoli ENT MRS | 18347B60SCF, 1847B50SCF, 1847B40SCF, 1847B30SCF,
YNPaBNSKETCA NOCPEACTBOM nenanu MuorodynxunonansHol (PY Ne | 1847B25SCF, 1847B20SCF, 1847BISSCF, 1847BI15SCF,
dC3 2011/09133). 1847B10SCF, 1847B35SLCF, 1847B30LCF, 1847B25LCF,
Morop apean xupypruveckod BeicoxockopoctHoii ENT MRS | 1847BISLCF, 1847BIOLCF, 1847B80SCT, 1847B70SCT,
NpenHa3HaYicH QN1 HCNOMb30BAHMA ¢ YHHBepcanbHoll xowconsio IPC | 1847B60SCT, 1847B50SCT, 1847B40SCT, 1847B35SCT,
ANA  YUPABNEHWR  MEXAHH3HPOBAHHBLIMH rugeckuMy | 1847B30SCT, 1847B25SCT, 1847B20SCT, 1847B15SCT,
uncrpyMentTame (PY Ne ®C3 2011/09133) (manee no rexctry — IPC) | 1847B10SCT, 1847B35LCT, 1847B30LCT, 1847B25LCT,
€ porpaMMHLIM obecreyeHHeM BEpCHN He HiDke V2.7.3.0. 1847B20LCT, 1847BI5SLCT, 1847BIOLCT, 1847BOSLCT,
C motopom apenn xupyprudeckoil sricokockopoctoit ENT MR8 | 1847B80SCC, 1847B70SCC, 1847B60SCC, 18347B50SCC,
COBMECTUMBI  HAcaskd Juin  Motropa ppenn  xupypriveckod | 1847B5S0SCC, 1847B40SCC, 1847B30SCC, 1847B20SCC,
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BhicokockopocTHot ENT MR8 (8 npomecce
Coemectumpie Goptt  (Bop xpyrnmift, Moaenu

1847BS0SCF,
1847B20SCF,
1847B30LCF,
1847B10LCF,
1847BSOSCT,
1847B25SCT,
1847B35LCT,
1847B15LCT,
1847B70SCC,
1847B30SCC,
1847BS0SDF,
1847B20SDF,
1847B40LDF,
1847B15SLDF,
1847B60SDM,
1847B30SDM,
1847B10SDM,
1847B25LDM,
1847B10LDM,
1847B60SDC,
1847B25SDC,
1847B40LDC,
1847B15LDC,

1847B40SCF,
1847B15SCF,
1847B25LCF,
1847B80SCT,
1847B40SCT,
1847B20SCT,
1847B30LCT,
1847B10LCT,
1847B60SCC,
1847B20SCC,
1847B40SDF,
1847B15SDF,
1847B30LDF,
1847B10LDF,
1847BS0SDM,
1847B25SDM,
1847B40LDM,
1847B20LDM,
1847BOSLDM,
1847BS0SDC,
1847B20SDC,
1847B35LDC,
1847B10LDC,

1847B30SCF,
1847B10SCF,
1847B20LCF,
1847B70SCT,
1847B35SCT,
1847B15SCT,
1847B25LCT,
1847BOSLCT,
1847BS0SCC,
1847B10SCC,
1847B30SDF,
1847B10SDF,
1847B25LDF,
1847BS0SDM,
1847B40SDM,
1847B20SDM,
1847B35LDM,
1847B15LDM,

1847BO6LDM,

1347B40SDC,
1847B15SDC,
1847B30LDC,
1847B60SDX,

PETHCTPALIMH).
1847B60SCF,

1847B25SCF,
1847B35LCF,
1847B15LCF,
1347B60SCT,
1847B30SCT,
1847B10SCT,
1847B20LCT,

1847B30SCC,
1847B40SCC,
1847B60SDF,
1847B25SDF,
1847BSOLDF,
1847B20LDF,
1847B70SDM,
1847B35SDM,
1847B15SDM,
1847B30LDM,
1847B12LDM,
1847B70SDC,
1847B30SDC,
1847B10SDC,
1847B20LDC,
1847B50SDX,

1847B10SCC,
1847B30SDF,
1847B10SDF,
1847B25LDF,
1847B80SDM,
1847B40SDM,
1847B20SDM,
1847B35LDM,
1847B15LDM,
1847B06LDM,
1847B40SDC,
1847B15SDC,
1847B30LDC,

1847B60SDF,
1347B25SDF,
1847B50LDF,
1847B20LDF,
1847B70SDM,
1847B35SDM,
1847B15SDM,

1847B30LDM,
1847B12LDM,

1847B70SDC,
1847B30SDC,
1847B10SDC,
1847B20LDC,

1847BS0SDF,
1847B20SDF,
1847B40LDF,
1847B15LDF,
1847B60SDM,
1847B30SDM,
1847B10SDM,
1847B25LDM,
1847B10LDM,
1847B60SDC,
1847B25SDC,
1847B40LDC,
1847B15LDC,

1847B40SDF,
1847B15SDF,
1847B30LDF,
1847B10LDF,
1847B50SDM,
1847B25SDM,
1847B40LDM,
1847B20LDM,
1847B0SLDM,
1847BS0SDC,
1847B20SDC,
1847B35LDC,
1847B10LDC,

18347B40SDX, PY P3H 2017/6124) nanesaloTca Ha MOTOP ApenH
Yepe3 COOTBETCTBYIOLIYIO HACA/IKY.

Cosmectimeie Oopu (Bop xpyrnhiit AyrooGpasuuiii Clearview,
mopend:  1847CVIOSCT, 1847CVISSCT, 1847CV20SCT,
1847CV30SCT, 1847CV40SCT, 1847CVIOLCT, 1847CVISLCT,
1847CV20LCT, 1847CV30LCT, 1847CV40LCT, 1847CVOSSDF,
1847CVOSSDF, 1847CVI0SDF, 1847CV12SDF, 1847CVI15SDF,
1847CV20SDF, 1847CV30SDF, 1847CV40SDF, 1847CVI10LDF,
1847CV20LDF, 1847CV30LDF, 1847CV40LDF, 1847CV20SDC,
1847CV30SDC, 1847CV40SDC, 1847CV20LDC, 1847CV30OLDC,
1847CV40LDC, PY P3H 2017/6124) Hcnoas3yloTcs ¢ MOTOPOM
Apem 6¢3 AONONHWTENLHLIX HACAZIOK.

1847B60SDX, 1347B50SDX, 1847B40SDX, RC RZN 2017/6124)
are put on the drill motor through the appropriate attachment.
Compatible burs (Clearview round arc bur, models: 1847CV10SCT,
{847CVI15SCT, 1847CV20SCT, 1847CV30SCT, 1847CV40SCT,
1847CVIOLCT, 1847CVI5LCT, 1847CV20LCT, 1847CV30LCT,
1847CV40LCT, 1847CVOSSDF, 1847CV08SDF, 1847CVI10SDF ,
1847CV12SDF, 1847CVISSDF, 1847CV20SDF, 1847CV30SDF,
1847CV40SDF, 1847CVIOLDF, 1847CV20LDF, 1847CV30LDF,
1847CV40LDF, 1847CV20SDC, 1847CV30SDC, 1847CV40SDC,
I847CV20LDC, 1847CV3IOLDC, 1847CVA0LDC, RC RZN
2017/6124) are used with a drill motor without additional
attachments.

8. Hudopmanu
S 0 HANIHYHH B

Muepuam XHBOTHOr¢O HMJIR YCIOBECYIECKOTO NAPORCXOXIACHHA B
H3ACIMH OTCYTCTBYIOT.
JlexapCTBEHHEIE CPEACTBA B H3ACAUH OTCYTCTBYIOT.

There are no materials of animal or human origin in the device.
There are no medicines in the device.
There are no pharmaceutical substances in the device.
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HAIENBH
ACKAPCTBERHONO
CPeACTRA Ans
MeAHMHACKOTO
NPUMCHEHES,
MATEPHANOB
XHBOTHOrO H (HaAN)
HEAOBEUECKOTO
TWPOHCXORNCHHR/
Information  about
the presence in a
medical device of a
medicinal  product
for medical use,
materials of animal

dapmauesTHYECKNE CYGCTAHIAH B M3ACAHH OTCYTCTBYIOT.

and (or) human
| origin

9. Hudopmauu
5 ©0 nopaaxe
ycranosks,
MOHTRAXN,
aacTpolixu,
xaxnGponxn H

HHBIX feiicTBHAX,
Heo0X0AHMBIX AR
BBOAA
MeAHWIIHACKOTO
H3ZCAHA ]
IKCHAYATAHNW
Information  about
the procedure for
installation,
installation,
adjustment,
calibration and other
actions necessary for
putting 2 medical
device into operation

Hactpolixa Yunpepeannuoli wosconn IPC pas ynpasxenus
MEXAHHINPOBIHHBIMH IHMPYPIHUECKHMH HHCTpyMemTaMH (PY
Ne ®C3 2011/09133) (aaaee - IPC)

TpuseneHHbie HIDKEe HHCTPYXLHM, KACAIOLTMECH MOTOPA ApPEnH
xHpyprivecxo#i BoicoxocxopoctHo#f ENT MRS, aononusior obime
HECTPYKIMH 110 COopXe, NpABCACHHALIE B PYKOBOACTBE NOALIOBATEAN
IPC.

CMoTpuTe pyXoBOACTBO Nonbaosatens [PC.

Ioaxniouenne k IPC:

Haiigure nopthi MOTOpa APeiH XHpyprivdeckoi BRICOKOCKOpOcTHONH
ENT MR8 u monyna moxsoro ynpaenesux (FCU) Ha nanenu
passemoB IPC (puc. 1) H BCTaBETE MHOTOIITHPHKOBLIH pazseM.
Hpumeuanne. Yro0H BCTABHTL MHOTOIUTHIPHKOBRIE PA¥HEMBL
(Takne passembl obo3HaueHb! CepeGpaHol BAK Kpacrol MeTxOH),
COBMECTHTE METKY HR PasheMe C METKOH Ha MyNbTe YNpaBleHHA H
BCTABBTE Pa3heM.

Puc.1

IPC setwp

The following instructions for the electric ENT MRS are in addition
10 the general assembly instructions found in the Integrated Power
Console User’s Guide. To obtain a copy of the IPC User’s Guide,
please contact Medtronic or your local distributor.

Connection to IPC

Locate the ENT MRS, and Foot Control Unit (FCU) ports on the IPC
connector panel (Figore 1) and insert the multi-pin connector.

Note: To insert multi-pin connectors (indicated by a silver or red
mark on the connector), align the mark on the connector to the mark
on the console, then insert the connector.

OCamunibentumtior pumnt for e 800 st

1. M huent, el alartvie phas, andd
[Ty e—r—

2 el hpition swts covirel

3 Fomlomunlwe
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1. Motop apenu xupypruseckoit seicoxockopocruoli ENT MRS

2. TlymT mucTaHuMoNHOro ynpasnenns uppurawmet IntelliFlow

3. Mooynb HOXHOrO YNpasieHHA

OGuapyxenne nomnst IPC

B IPC BCTpoeHA HppHTallAd MOTOpa JAPENH XHpyprideckoft
BuicokockopocTHoif ENT MRS ¢ nomompio nomnst 1. Ecan npa
paboTe ¢ MOTOpaMH IPeNH XHPYPradeckol BRCOKOCKOPOCTHOH ENT
MRS nppHrauus He HCIIONL3YeTCH, BPYUHYIO BLIGEpHTE ANA NOMITH
1 ycranoeky Nome (Her). Jonomustrensiyo HHPOpMaLnno cM. B
pasnexe «Hactpolixa W HanolHeHWe nNOMI»®  PYKCBOACTRA
noms3osarenx IPC.

Ecnu cncrema ofHapyXHBReT NOACOCAHMHEHHE MOTOpa ApenA
xupypradecxoi seicoxocxopocriof ENT MRS, ana nomnst 2 no
yMonmuauuio ycranasnusaerca None (Her).

Ecnr IPC  ofHapyXMBEET NOACOSAMHEHHE MOTOPA JApenu
XHpYprHYeckol BucokocxopocTHolt ENT MR8, mna nomns 2 mo
YMOMAaHMIO YCTAHABIMBACTCA koHurypatma Shared (O6max). Ha
3KpaHE YIPABACHHN NOMNANH MOXHO BPYYHYIO H3MEHHUTS NApAMETD
no ymorsanmo Shared (O6mas), se6pas g noMms | MOTOp Apei
xupypruueckoli BricokockopocTHol ENT MRS. Jononuurensuylo
HHbopmainao cM. B pasaene «Hacrpolixa M Hanonuenue nomm»
pyxosoacTaa nonssosarens [PC.

PaGoroit MoTOpa Apenn Xupyprideckolf BhicokockopocTHoli ENT
MRS MOXHO YNPaBIATL ¢ CEHCOPHOIO 3xpaHa IPC M ¢ noMOWEI0
MHOTOdYHKLIHOHANLHOTO MOAYAA HOXHOTO YNPABICHHA.
Jnements ynpasaenns IPC ua cencoproM 3KpaHe

Yro0st 3anaTH HWIH HACTPOATS JEMECHTH! YTIPABICHHA MOTOPa APEAN
xupypruueckolt prcoxockopoctoli ENT MR8 (puc. 2), ma
cencopaon sxpare [PC B none ynpasneHus ELINOAHKTE CACIYIOMAC
aciicTuR:

IPC pump detection

The IPC incorporates the ENT MRS electric, ENT MRS electric plus,
and ENT MRS electric touch motor irrigation at Pump 1. If you do
not use irrigation for the ENT MR8 motors, manually change Pump
1 to None. Refer to the IPC User’s Guide, Set up and Prime Pumps
for more information.

When the system detects the ENT MRS electric or ENT MRS electric
plus motor, Pump 2 defaults to None. When the [PC detects both the
ENT MRS electric or MRS electric plus motor, the system defaults
Pump 2 to the Shared configuration. Use the pumps screen to override
the Shared default by selecting the ENT MRS electric motor for Pump
1. Refer to the IPC User’s Guide, Set up and Prime Pumps for more
information. Control the operation of the ENT MR8 electric, ENT
MR8 electric plus and ENT MR8electric touch motors with the IPC
touchscreen and the multifunction foot control unit.

1PC touchscreen controls
To set or adjust the ENT MR8 electric (Figure 2) motor controls, on
the IPC touchscreen, in the control box, do the following:
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- Cericopsmsit axpan (PC ans ynpgasness
maropom apean ENT MRS

Cropocts

» Jina MOTOpA JPeNH XHPYpriueckoi BeicokockopocTroti ENT MRS
CKOPOCTb N0 YMONM4aHHMIO cocrarnser 75 000 06/MuH ¥ BO3MONKHE
HAcTpoiika B Auanasone 200~75 000 06/mm.

* Yrobul yBEMHYMTE WIH YMCHBIIMTL CKOPOCTH B pexume FWD
(Bnepen) wnu REV (Hasan), B none ynpasnerus Speed (Cxopocts)
CICAYET HOKHMATH KHOTIKH KTUIIOCY MK «MHHYC» COOTBETCTBEHHO.

Hppurauus

* Yrobm ypenHuMIL WIH YMEHBHIHTS CKOPOCTb MPPHTALMOHHOMO
TIOTOKA, B O YNPaBieHNA HppHrauiel CleyeT HOKHMATE KHONKK
«IAIOC» HAM «MHHYC» COOTBETCTBeMHO. Ecnu B cHcTeMe ecTh
GyHRUMA NpepLIBUCTON MpPUTALMY, HAKATHE KHOMKY TUTIOCH WM
«MHHYCY» TICPEKTIOUALT PEKHM HPPHTALMA MEXAY NPEPHIBHCTHIM 1
NOCTOAHHLIM. B pexXHME UPEPLIBHCTOH HPPHraUMM CHCTEMa
orofpaxaer Haamues Intermittent (Tpeprmucras).

| o

Speed

*» The ENT MRS electric motor has a default speed of 75,000 rpm and
a variable speed adjustment of 200 to 75,000 rpms.

* To adjust speed in Forward (FWD) or Reverse (REV) mode, in the
Speed control box, press the plus button to increase speed or the

minus button to decrease speed NN

Irrigation

» To adjust the irrigation flow rate, in the irrigation control box, press
the plus button to increase flow rate or the minus button to decrease
flow rate. If intermittent flow is available, pressing the plus or minus
button progresses the system through intermittent and continuous
flow. The system displays Intermittent when in intermittent flow
mode.

Note: To adjust flow rate, you can use the touchscreen cor the
IntelliFlow irrigation remote control,

» The default flow rate is Occ per minute in the Forward or Reverse
mode.
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Ipumeaanne. Ji19 perynmupoBaHHA CKOPOCTH NOTOKa MOXHO
HCMONB30BATh CEHCOPHLIA 3KpaH WIH MNYNLT AWCTAHIMORHOIO
ynpasnenua apprranneit IntelliFlow.

» CropocTs MOTOKA HO YMONYAHHIO cocTapmseT 0 cM¥muH anw
pexumon ppatenns Forward (Bnepen) i Reverse (Hasan).

* JIONONHHTENbHLIE HHCTPYKIHMH CM. B PYKOBOACTBE NOJbL30OBATENR
IPC.

¥Yckopenne H 3amMeIeHHe

* Yro0bt HACTPOHTE YCKOPEHHE H 3aMeUieHue, B MeHio Defaults (Tlo
yMOUAHIIO) (PHC. 2) HEKMUTE XHONKH «IULOCY WIH «MHHYCH
cooTBeTCTREHHO. Acceleration (Vexopenmne) — CkOpOCTB, ¢ KOTOPOH
Apent HaOHpaeT 000POTH QA JOCTIDKCHMS 38JIAHHOND AHAMCHMA.
Deceleration (3amennenne) — cxopocTs, ¢ KOTOpoH Jpens
cOpachBacT OGOPOTH MR AOCTHKCHMSN 3AJAHHONO 3RAYCHMN WiH
OCTAHOBKH.

INpumesanne. Jloka HCNOAB3YIOTCA HACTPOHRM MeHio Mo
YMOMG2HMIO, BHOpaHHRIC 3IHAYCHMA YCKOPCHHA H 3aMCIICHMA
NPUMERITHOA He OyRyT, NOCKONLKY MOTOP ApenH He Gyaer paGoTars.
Yrobnt noaobpate HeoOxomuMmble 3HaueHus, perymmupydire
YCKOPCHHE H 3aMEIUICHHE BO BPeMA paGoThl MOTOpa Apens, OTMeuas
AN ceOx NPEANOTHTACMBIC AHAYCHAS,

* Yrobm paspemiuTh PEryNMpOBKY YCKODSHHA M SAMEUIEHHA BO
Bpens paboTii MOTOpE Apeny H BRINOYUTS 0ToOpakeHne mapaMeTpos
HACTPOAKH YCKOPEHHA H 3aMelNeHHs Ha paboueM sxpaHe apenu, B
meHi0 Defaults (Tlo ymonganmo) seiGepure Show On Screen
(IMoxassiBath Ha 2xpane) H RaxkMHTe [OK]. Yrodu BEIKMIOMHTEL
OTO0paKeHHe YCKOPEHHA M 3aMeICHHA BO Bpemd paboTnt apenn, B
menio Defaults (Tlo ymonwawmo) ormennre subop Show On Screen
(IIoxasciBaTs Ha SKpanHe),

Bpamenne (pexuvsi FWD u REV)

* Jlns H3MCHCHHA HANPABNCHHA Bpamenns 8 one ynpasnexns Mode
(Pexin) puiGepure FWD (Briepea) wnn REV (Hasan).

Baxnags uundpopmanns! Komdurypauma cucrems: moxer
OTNIHYATECH OT Mcnonb3yeMol no ymomvanmio. Ecnn kwonka REV
(Hazan) oroSpaxaercs omxaroit (pnc 3-1) u pagoM c Helt Her
aKTHBHOH KHONKM-MEpeKMOuaTENd, spauiennst  Reverse
(Hazsan) ewibpars senszs. Ecu kHONKa REV (Hazan) oroGpaxaerca
Hoxatol (pHc. 3-2) H paaoM ¢ Heli ecTh axTHMBHAs® KHOMKA-
NEPEKMOYATEN, pexuM BpameHns Reverse (Hasax) moxno ssifpats

* For additiona! instructions see the IPC™ User’s Guide.

Acceleration and deceleration

» To adjust acceleration and deceleration, on the Defauits menu
(Figure 2), press the corresponding plus or minus button.
Acceleration is the rate at which the motor speeds up to reach the
target speed. Deceleration is the rate at which the motor slows down
to reach the target speed or stop.

Note: While in the default menu, the motor will not be active to
demonstrate the selected acceleration and deceleration, To determine
the desired values, adjust the acceleration and deceleration during
motor operation and note the preferred values.

« To enable adjustment of acceleration or deceleration during motor
operation and to display the acceleration and deceleration adjustment
options on the motor operational screen; On the Defaults menu, select
Show On Screen and then press [OK]. To hide the acceleration and
deceleration during motor operation, on the Defaults menu, deselect
Show On Screen.

Rotation (FWD and REV)

« To change rotation mode, in the Mode control box, select FWD
(forward) or REV (reverse).

Important: System configuration may be different from the default.
If the REV (reverse) button appears raised (Figure 3-1) and does not
have a selectable radio button, you cannot select the Reverse mode.
If the REV button appears concave (Figure 3-2) and has a selectable
radio button, you can select the Reverse mode via the touchscreen or
the multifunction foot control unit.

+ Confirm rotational direction on the IPC display prior to running a
finger/foot control system check.

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




C TOMOINLI0 CEHCOPHOrO 3KPARAa MAK MHOTOQYHKLMOHANLHOTO

MOZY/IA HOXHOTO YIIPABNEHNS.

* Y6enurech B MpasHALHOM BeISOpE HANPARNEHMA BPAIICHHA HA

akpane [PC  wmepen  zamycxoM  MpOBEPKH  CHCTEME

NANBLEBOro/HOXKHOTO YIPABNCHHA.

-mmn . Concopusii sspan IPC
Knosus REV (Heveg) ormane Knonus REV {Hesen) nanate

|

MuorodynkanoHANBHbIA MOZYAM HOAHOIO YIIPABACHHS
IIpumeuanne. Tlepen xaxgiofl npoucaypodi nposepste pabory
CHCTEMbI, BHLINOJHHB KPARTKOBpeMEHHNH NpOOHME 3anycK npy
MOMOIUIA HOXHOHA neaany.

Baxusn nudopmaunn! I[lo ymonuanmio MOZYNbL HOXKHOrO
YTIpaBACHHA AKXTHBHPYETCR TPH RUKATHH COOTPETCTBYIOMICH KHOMKK
¥ ee ynepxaHHH B TedeHne xax MunuMyn 100 Mc. Msmennts 310
SHAYCHHE MO YMOTYAHHIO MOXKHO HA IKDAHE HACTPOSK CEHCOPHOIO
akpana IPC.

Bna YOPABNCHAR MOTOpPOM apenu c NOMOINBLIO
MHOTNOGYHKIMOHANLHOTO MONYJIN HOXHOTO ympasneHHs (pwc. )
BBLIMIOIHKTE CRCAYIOWME AcHCTBHA:

* Yroful nwlpars pexuMm NPIMOrO HAHW oOpaTHOMO BpalleHHA,

HACKMHTE KHOMKY NEPEeloueHHA pexnma (puc., 5, noa, 1),

* Yr1o0b! aKTHBHPOBATH MOTOP APENTH KITH HACTPOKTD €10 CKOPOCTS B
pexume nepemenHoH CKOPOCTH, HAXMHETE HOKHYIO TIEIAND (PHC. 5,
no3. 5).

* Y1obb! NEPEKMOUUTLCA MEXAY PCKHMOM 3aMYCKS/OCTAHOBKH M
PEXHMOM NEPEMEHHON CKOPOCTH, HIXMMTE KHONKY YRPaRNCHHA

(pxc. S, nos. 3) A .
Tphmesanue. B mewo apenn Defaults (Tlo ymonuanmio) Monso

H3MCHATG  GYHKUMIO XROMKH YNPaBNeHHA Ha NPHOCTAHOBKY
wpparauni. Cw. «HsmeHeHue HACTpOCK CHCTEMED B _paaiene

- WC™ touchecroen - IPC™ Souchacreen
REV button raised REVbulten concave
Multifunction foot control usit

Note: Conduct a system check by pressing the foot pedal to briefly
run the motor and confirm proper function prior to any procedure.
Important: By default, the foot control unit is activated by pressing
the corresponding button for at least 100 milliseconds (mS). Use the
IPC touch screen settings screen to change the default value,

To use the multifunction foot control unit (Figure 5) to contrel the
motor, do the following:

* To select Forward or Reverse mode, press the mode button (Figure

S,Numberl).-o
= To start or adjust the speed of a motor in variable mode, press the

foot pedal (Figure S, Number 5).
* To toggle between the start/stop mode and variable speed mode,

presstheeontrolbutton(l’igureS,NumberB).A

Note: Functionality of the control button may be changed in the
motor Defaults menu to pause irrigation, Refer to Change System
Settings, in the Pre-Operating instructions section of the IPC User’s
Guide

* To change the motor, press the motor button {(Figure 5, Number 2)

Cleaning the wmultifanction foot control unit

For cleaning instructions refer to the section, Clean the multifunction
foot control unit, in the Cleaning and sterilization section of the IPC
User’s Guide.
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«HucTpykuMn no Havany paboThl ¢ cucremoi» pykosoicTsa
nions3osartens [PC.
* Yro661 M3MEHHTS MOTOD ApENH, HOKMHTE KHOMKY ApenH (puc. 35, :

nos, 2)

OuicTica  MBOTOSYHKIHOHARLHOTOG  MOAYME  HOXEHOIO
ynpaBaewns !
WHCTPYKIMM N0 OWMCTKE ¢M. B pautene «QOuHcTRA - |
MHOTOPYHKIHOHANEHONO MOXYJIA HOXKHOTO YIPABACHAA» B pa3nene
«OuncTRa # CTCPHAM3ALNDS PYKOBOACTBA NMoAb3oBatTens IPC.

. Mavejyeamramnshnays oty
H Irrigation fubing set
'\m Refer to the IPC manual for instructions to attach the tubing set to the
’ - IPC.
" Note: Clip may not fasten to small bore attachment after having been
used on large bore attachment.
Assembly:
1. Adjust the location of plastic clip on the stainless-steel irrigation
1.KHOMKa nepexmoyeHa pexuma tube (Figure 28).
2.Knonxa fpess 2. Bend the irrigation tube to the desired angle.
3.Kronxa ynpasnenns 3. Snap the clip onto the distal end of attachment (near the tool).
4.Heckonb3muas HOMHAR NOAKNAIKA Disassembly:
5.Hoxmnan negans 1. Remove imrigation tubing set from attachment by pulling on the clip
6.Y-06passii pasBeTBATERD to detach it,
7. Topr 1 2, Similarly detach all clips.
8. MNopr 2 3. Discard the irrigation tubing set per local regulations.
KoMnaexT RppRArSHOHARIX TPYGoK . -
Huctpyxunu no noncoeaunenmio Habopa Tpybok x IPC cu. B
pyxosozacrse IPC. N
Yeranosxa:

1. Ovperyaupylite nNONOKEHHE MAACTHKOBONO 3aKHMa Ha
nppurauMonHoit Tpybke u3 nepaxancromeii cranu (puc. 12).

2. Coranre HPPUIALHOHRYIO TPYOKY NOA HYMHbIM YITIOM,
3. YcranosuTe 33KHM Ha ZMCTANLHBIE KOHel Hacaaxu (PRaoM ¢

Sopom).
Cuarne:
1. Cummvure HRGOP HPPHIALMOKHEIX TPYOOX € HACAMNH, CHAB JAMHM.

awm maman —
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2. AHanornIEeIM 00pazoM OTCOSIHHNUTE BCE 3AKHMEL.

3. Yrumnsupyiire naGop UPPHIatHOHHBIX TPY6OK 8 COOTBETCTBUM C
MECTHBIMH HOPMATHBHBIMY AKTAMH

Yeranonca nalops Bppavatinossnts TpyGox

e d————

Memnuuickoe HIACAHE NPEAHASHAYCHO JUIA UCTIONBG3OBAHHA MPH
CTaHASPTHEIX YCAOBHAX paboTH B ONEPAUROHHON GOMbHMIEL

Menmuancxoe  weAMe NPERHAIHAYCHO AN MCTIONB3OBAHMUA
MeIMIMMHCKUMH Pa0OTHHKAMH, XOTOphiE YMEOT OGpamaTeCs C
MPHBOAHLIMH XHPYPrHUCCKHMH WHCTpPYMeHTaMu. Xupypr o0a3aH
W3YTUTh MCTOAMKH, TpHMEHACMbIC npa pabote ¢ cucTeMmol,
NOCKONBKY €€ HETPABHIBHOE HCRONBIOBAHHE MOXKET HAHCCTH Bpea
3ROPOBLIO. XHPYPry H  CNEUMANMIHPOBAHHOMY DEPCOHANY
ONEPAlHOHHOR  HACTOATENBHO  PeKOMEHEyeTcd  ofyumMTRCA
ofpamensno ¢ oGopynoBanueM Ha npaxTHKymax Medtronic Midas
Rex 1wy y moGoro H3 MECTHBIX YNOMHOMOMEHRBIX NpeacTaByuTeNeil.

The medical device is intended for use at the standard conditions of
hospital operating room environment.

Maedical device is designed for use by medical professionals familiar
with powered surgical instrumentation. The surgeon is responsible for
leaming the proper techniques in the use of this system, as
inappropriate use may potentially be hammful. It is strongly
recommended that the surgeon and dedicated operating room
persoanel are knowledgeable with the use of this equipment by being
trained in Medtronic Midas Rex Hands-On Workshops or by one of
the local authorized representatives.
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qualification of
persons performing
the installation of a
medical device

11. HwdopMaun
f A9 NpPOBepKH
OpaBHILHOCTH
YCTAHOBKH
(rmoHTANNR)
MEAHIHHACKOT0)
H3BeANS ero
rOTOBHOCTH K
Gezonacnodt
INCILAYATAIHE/
information for
checking the correct
installation of a
medical device and
its readiness for safe
operation

a) Conepaaune | Texuwuecxoe oGCHyXMBAHWE MICAMA AONONHACT oOA3aTensHyio | Maintenance for the ENT MRS system is in addition to the required
M NCPHOANYHOCTH | PYTHHHYIO  OYHCTKY, IPOMIBOOMMYI0 TMocle  kaxkzaoro | routine cleaning after each use.
TEXHHYECKOro HCTIONB3OBAHNAL The frequency of maintenance depends on how often the system is
OBCAyAHBRHHSR, YacToTa TeXHHWECKOro OOGCHYXHBAHMA 3aBHCHT OT 4acToTh H | used and the conditions which the system is subjected to, such as
BITIOYRN OUHCTKY | YCHOBMH  MCTIONEIOBAHMA  MIGMUR, Ranpumep ouMcrk# o | during cleaning and sterilization. The demands on MR8 systems can
H  JResHEgexuNo | crepwinzaunn. Harpysxa wa maaenne 3aBHCHT o MeaHuHhekoro | vary greatly from facility to facility. The time between scheduled
MEAHINHCKOTO YUPEXACHHA N MOXCT CHIbHO pasnmuareca. Hurepsamm mexny | maintenance is determined by tool usage per motor per year and per
uaaennn/ TUIAHOBEIM TEXHHYCCKUM ODCTYNMBAHMEM OTIpEASNAeT KOAHYSCTBO | month per motor.
Maintenance  and | onepaumii ¢ GopoM Ha kXA MOTOD Jpe/H B rof ¥ MECALL Scheduled maintenance intervals
fmguency of HuTepsaAM NASHOBOTO TEXHIUECKOTO PIRHBAHMR Malutenanee | Number ofburs | Number Time interval
maintenance, Yposean Konuvecrso Koxmuectso | Bpemenmet Jevel wsed per motor | of wses
including cleaning || Texumxecxoro Gopos, onepanail ¢ UHTEPBAA per year per month
and disinfection of a | | ofcxy»EmanES | WemOALIyeMEiX | Apeamio B pet’ motor
medical device 38 roa ¢ Mecan A 150-200 _12-16¢ 3months |
A 150-200 12-16* 3 Mecsua | B 100-149 8-11 4 months
B 100-149 8-11 4 mecaua C 50-99 4-7 S months
C 50-99 4-7 5 Mecanes D <50 <4 6 months
D <30 <4 6 Mecaues *A motor with more than 16 uses per month should be returned for
Medironic maintenance at a 6-month interval.

Notes:
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*Ecnn xonduecTBO onepaluil ¢ Apensio npessiuact 16 » Mecan, 1O €ro

HY®HO BO3BpGINATE B KOMBAHK Medironic Ha TexHNYeCKoe
|_ofcayxusaine kaxane 6 Mecaies
Tpamesanus

* Ecnn BEl 00HapyXHNH NOBPCAACHNAA, H3HOC H3LCANA, PKABYHEY
HAH KOppo3ui0 b0 TpebyloTes xakne-nnGo onepauyM MOMHMO
OdHCTKH, NPEKPATHTE MCMOAL3OBAHRE HILCAHA M BEPHHTE €0 B
xoMnaumo Medtronic ana cepBUCHOTO 06CTYRHBAHHR.

» [peanonaraeTcs, ¥TO NPOUEAYPY MAAHOBOTO TEXHHUECKONO
obenyxmbang GyaeT MPoBOANTS OTAEN GHOMCAWLHHCKON TEXHHKH
MEJHIHHCKOMO YUPCKACHHA HIIH AHATOrHIHEIA,

* Ha mynsT, MotOop npeny, kaleny, NOATOKKY MIE JIOTKA
IPEROCTABNNCTCA OIPaHHYCHHAN rapaHTHs CPoxoM 1 roa c namsl
noxkymkd. Ha HacaIkW mpesocTaBnserci OTPAHHYCHHAN rapaHTHR
cpokoM 90 amelt ¢ parei noxynku. [To ucreuenum rapaHTHitHOTO
CpOKa DacXOAbl HA PEMOHT H BOCCTAHORJICHHE CHCTEMLI HeCeT
KIMEHT. 3Ta OTpPaHHYCHHAN TAPAHTUN HE NOKPRIBACT PaCXOJbL,
CBASAHHGLIC C  BLINONHACMLIM DPOH3BOANTCACM  CCPBHCHBIM
ofcnyxusaiieM, yxkasaHHbic B rpadHke NIAHOBONO TEXHHYECKOTO
obcmyxueanus. Bo3MOXHO 39KTIONEHHC ROTOBOPA NMPOAJICHHOIO
TEXHHYECKOTO ODCTY KHBAHMA.

» HecoGmoneune pexOMCHAOBAHHBIX TrpaduKOB CEPBHCHOIO H
IUTAHOBOTO TEXHHYECKOID 00y RHBAHHUA HACAIOK HWIH APEH MOXCT
npusecTH x Hexnannexainel duxcanumu Gopa. Bubop n cobnioaetue
RHTEPBANA MIAHOBONO TEXHHYCCKOrO OGCTYMHBAHNHA COKPATAT PHCK
HENPEABHACHHOID NPOCTOA MO NPUYMHE H3HOCA.

« If any damage, wear, rust or corrosion is observed with the product
or if action is required beyond cleaning, do not use the product and
return to Medtronic for service.

* The planned maintenance steps have been designed for a facility’s
biomedical department or equivalent to perform.

» The motor have a limited warranty period of 1 year from the date of
purchase. After the warranty period, any costs incurred for repairing
or refurbishing the system becomes the responsibility of the
customer. This limited warranty does not include the cost associated
with any of the factory-level service requirements identified in the
planned maintenance schedule. Extended maintenance agreements
are available.

« Failure to follow recommended service and planned maintenance
schedules for attachments or motors may prevent the tool from being
secured properly. Identifying and following the scheduled
maintenance intervals for the MR8 system will assist in reducing the
potential for unanticipated down time as a result of wear.

Astomstmy | [Ipexyupesncuns

mporanuan | ¢+ JlomoX ANK XPAHCHHA APEIH H HHCTPYMCHTOB QAN Ape
STECTIR NPEMHAIRATCH TOARKD [N  CTCPIUTHIMMKH  MHOTOPEIOBEIX
yerpolicts.

* Janpemaercs HCHOMLIOSATH NOTOK AN XPAHEHMS APENH K
MHCTPYMEHTOR AMA JpEeAN AMN OUNCTKE KA AcmMpEKIfHM

Cleasiag: Warnnings:
autemated |  Use the instrument tray and the rigid sterilization contziner for

* Do not use the instrument tray and sterilization container for

cleaning or disinfection of the re-usable devices.

* Do not use alkaline cleaning for the instrument tray or the rigid
ilizati iner.

Cautions:
Neutrat Wash Cyele Parameters
mmmmwmm
Recirculation/s | Water Detergeat
oak temperater | type
(minwtes) [
Pre-wash {2 mines | Cold  tap | Not applicable
(02:00) water 10 -
16°C (50 -
- 61°F)
Enzyme 2 minutes Hot tap | Neutral pH
wash (02:00) water 43 - | enzymatic
55°C (109 - | cleaner  like
131°F) Steris
Prolystica 2x
concentrate
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®an Pemppuynan, | Temuepatyp | Tam enzymatic
ns/ a 3oaw MOlOmIere cleaner,
IAMATHRANEE CpeaAcTBa 1.0mLA (1/8
[CTD) oz/gallon)
Tipeapap | 2 mmn (02:00) { Xonomsax Henpiserom Wash 1 2 minutes 66°C Neutral pH
HTEALRA sozonposoay | o 02:00) (sctpoint) detergent  like
= molixa ag poga 10-16 Steris
°C Prolystica 2x
Moiixa 8 | 2 men (02:00) | Fopauas PepricHTaTUD concentrate
depuent BofoOMposoaH | Hoe moOwmee neutral
aTHREOM axnoan 43-55 | cpeactmo ¢ detergent,
CpeRcTY oC BeliTpamLIMM LomL/AL (178
c pH, ranpumep oz
ROHIEHTPHPO Rinse 1 15 scconds | 43-60 °C Not applicable
BEFHOC (00:15)
$epracHTaTHR Thermal 1 minute (01:00) | 90°C Not applicable
HOS MO rinse (sctpoint)
CpeacTno Purified 10 seconds | 66°C Not applicable
g:ll'a o 2x water rinee | (00:10) {setpoint)
ystica If visible soil remains, repeat cleaning.
1,0 an/n (1/8
rant Alkaliac Wash Cyele Farameters
Mofixa 1 | 2 sum (02:00) | 66 °C | Mowinee ENT MRS metor — slkaliae detergeut (working seluties pH
(3anaasoe CpeRcCTBO <10.5)*
Jnsuenne) uehrpamann Note: Do not use alkaline cleaning for the instrument tray or the
PH, uanpumep rigid sterilization container.
SORLEHTPUPO Phase Recirculation | Water Type of
BaHHOe I temperature detergent
nektparssoe seaking (mix)
—— Pre-wash 2 minutes | Cold tap water | Not
gl’"!“'” (02:00) 10 - 16°C applicable
P;l"“’ ica 2x Wash S minutes 43°C (setpoint) | Alkaline
L0 wafn (18 (05:00) detergent
v like Dr
- ywrany) | Weigert
15¢(00:15) | 43-60°C Henpawscarm noodisher
%3l o
Tepsasra | 1 mum (01:00) | 90 *C | Hemprowernn aedﬂea
ocKan o n m
TIpOMLS 2mLL
| &4 1
Mposum | 10¢(00:10) | 66 °C | Hempravcrnm ; Herigl
xa (sanmmioc o Rinse 1 minute Hot tap water 43 | Not
Mrad e} (01:00) -60°C applicable
Io@ﬂ
[ Ecnu ocramnce sipaase sarpasnomma, nosTopire ooy | Themal | ] | gy "E | 90°C (setpomt) | Mot
ise_____|{ (01:00) spplicsble |
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HX B sHAe woRDRHTpATS. Qi  owmeTRM  yorpoiicrs

Wmmmmwm

COTTCHO  WHCTPYKDRAM  TPOHIBOMWTENN.

Mmcmmnpmmnpmmmlpms pacrnpon
€ pr1 o

Pywmasn

Monpwlwmlmmoﬂmlm

Ikmommmﬁmuﬁopmﬁunﬂmcwmpa
ApeTH.

* Tutareasno npomoifre Motop Apems K Ralens nan
_IE‘LI

xomomoft (10-22 °C) sononposomwolt somsi, Sroles
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Iapamevpss wolixn €0 EENOYELIM CPEACTROM Purified 1 minute, 30 | 66°C (sctpoimt} | Not
Apens ssicoxocxepocman  ENT MRS - mencumnce walerrinse | seconds applicable
MOWMEE CPLACTRO ] cpH < 18.5)* {01:30)
Npamedanue. 3anpamacTen THCTHTE JOTOK AN XPAHCHAA If visible soil remains, repeat cleaning.
| ApeRn H HESCTPYMEHTOR RAS APEITH BICIOTHEIMH CPEICTBAMN, | *Alkaline detergent manufacturers provide alkaline detergents
P Peuwpxy | Temmepary | Tux concentrated. The alkaline detergents must be diluted per the
RAnmn/ PA BOAL MOWMETO detergent  manufacturer’s instructions for cleaning medical
3mMauNBa cpepcraa/ devices. Medironic has verified alkaline detergent compatibility
e (nw) for working solutions up to 10.5 pH.
lpexpaprrens | 2 s | Xomommes | Henpimewnm ENT MRS electric motor:
Has MoHxa (02:00) sofionporog | @ « Easure that the attachment and bur have been removed from the
Ha  pOMR motor prior to cleaning,
10-16 °C = With the coflet ead and cable connector ends pointed down,
Motkixa S aun 43 °C | Ulenoanoe rinse the motor and cable under cold running tap water
(05:00) (aananmoe | MowoImee (10 -22°C/ 50 - 72°F) to remove any visible soil.
IHA9CHIC) | cpemcTeo, » Use a nylon brush to aid in cleaning.
HANpHMED » Give particulss sttention to crevices and other areas that present
neodisher & challenge to cleaning.
MediClean « Prepare with tap water a newtra) enzymatic cleaner, like Steris
forte Prolystica 2x concentrste enzymatic cleaner, following the
NPOIIBOICTES mennfacturer’s recommendations of 1.0 mL/L (1/8 oz/gallon) st 8
xonnatm Dy, temperature of 23°C (73°F) or use an equivalent neutral pH cleaner
Weigert, 2 following that manufacturer’s recommendations.
Ma/n (1/4 * Wipe afl extemal surfaces of the motor, cable, and cable
[ yo/fraan) | coanector with a cloth dampened with the preparcd cleaner.
[ipomsinxa 1 st Topxan Heoprmenioa * Brush motor case, collet, and cable connector with a mylon brush
(01:00) 20000poBoa | 0 dampencd with the prepared cleaner,
HOE PO » Rinse the device thoroughly under warm nnning tap water (23 -
43-60°C 43°C/ 73 - 109°F), collct end amd cable connector pointed down.
Tepsrraccxan |1 »am | 90 °C | Henpensernm » Following the warm tap water rinse, the device should be
TIPOMMBER (01:00) (samsmwoc | © thoroughly rinsed in room tesnperature 25°C (77°F) purified water
SHAUCHIC) (deionized, reverse osmosis, or equivalent) for a minimum of 30
Tlpossiexa 1 mun 30 | 66 °C | Hemprmsermd seconds with collet end and cable connector pointed down
ommneuwolt | cex (GGanammoe | o + Dry the entire device with lint-fiee towel. .
| sosolt (01:30) 3natcHNe) o_vmmmmmdmuﬂumd cleaning, If
ECIM OCTANRCE BH/MMAIE 3AMPIMICHIA, IORTOPATE OWACTY. visible soil remains, repeat cleaning.
*TTpOHISOZATENR MER0THIMX MOIIIAX CPEICTE NOCTRRAIOT
Instrument case

tray only when a washer-disinfiector is not available.

a Thoroughly rinse the rigid sterilization container and
instrument tray under cold running tap water (10 - 22°C / 50 -
T2F) to remove any visible soil.

b. Use a soft-bristled brush or clean cloth to aid soil removal
around brackets, handles, and filter retention plates (only on the
rigid sterilization container),

¢. If soil is visible, geatly flush the gasket region of the rigid
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= [lpn cumcTRe HOBOAB3YiTE HeltnoHosyI0 IMETXKY.

+ OcoleHnoe BHIMAHRE YACATHTS GOPOIAKEN W ZPYTTN TPY MM
ANK OTHCTRH YNACTEAM .

+ [IpwroTossTe MOtonnitl pacTsop m sofonposoaHoll BOAN K
$epuenTaTIREONO cpeacTea ¢ weltrpansiaid pH, TaxoTO KX

KOHLICHTPHPOBAHOE (PePMEHTATHRHOC MOlOiee CpeacTso Steris
Prolystica 2X, B COOTBETCTSEM ¢  pEXOMCHISITHEMA
aposspouTeax — 1,0 mu/n mpu Tenmeparype 23 °C - mubo

Tuaressso npomolive  ycrpoiicrse nox  crpycit  Tenxo#
sojonposomEok soas (2343 °C). 3oxmumoit naTpoH ¥ po3teN

JloTex A/IN IPANCHHN ADENN M NNCTPYMEETOB SAS APEAN
1. Jlovox s XpamcHES OpeAM H BRCTPYMCHTOB IAA Jpe/M

Apens &
HMHCTPYMCHTOB AAR IpeIW noA c1pyeli xomoxmol (10-22 °C)
BOROTIPOBOAHON BOIM, W00 YT BHIMME JATPAIHEHAN.
b. Henomsayiire ieerxy ¢ saraoll ieTsHol AN SHCTYIO TRAHD,
%To0M ofmeroims yaameHwe 3arpxancHMit BOXpyT nepxareself,

d. Ocofetmoe prmManme yacasiire Sopoanskam H APYrAM
TPYIREM AR OTHCTRE YUACTKAM.
¢. Broniaremae OCMOTPHTE ROTOK BAA XPAHCHHN JpEAH K
HHCTPYMCHTOR JUIA JPEAM, B TOM YHCAS PYURH JUIS NEPEHOCKR,
DIPOXAAIXH M MTOOCTH, YTO0M yOAMTLCK B OTCYTCTRHE BHMMAMX

d. Give particular attention to crevices and other areas that
present a challenge to cleaning.

¢. Carcfully inspect the nigid sterilization container and
instrument tray, including the handles, gaskets, filter retemtion
plates, and cavities, $o ensure all visible soil is removed.

2. Prepare neutral enzymatic cleaner Steris Prolystica 2x
Concentrate.

a. Prepare the enzymatic cleaner following the manufacturer’s
recommendations of 1.0ml/L (1/8 oz/gallon) m n temperature of
23°C (73°F) or use an equivalent neutral pH cleaner following that
mumfactorer’s recommendations,

b, Immerse the rigid sterilization container and instrument tray
in the enzymatic cleaner, actuate the tray and allow it to
sonk for a minimnom of 10 mioutes.

3. Thoroughly clean the rigid sterilization cootainer and
instrument tray.

a. Use a soft-bristied brush for the outer portion of the rigid
sterilization container and instrument tray.

b. Pay paticular sttention $o crevices, filter retention plates

(only on the rigid sterilization container), latches, and other hard-
toclean areas to remove all visible soil.
4. Aber sosking, thoroughly rinse the rigid sterilization container
and instrument tray under warm (23 - 43°C / 73 - 109°F) ranning
tap water for a minimum of 1 mimme to remove all residual
cleaner.

a. Rinse the rigid sterilization container snd instrument tray.

b. Use a syringe to aid in rinsing.

5. Following the warm tap waler rinse, thoronghly rinse the rigid
mhmmudmwmuuymmmm
25°C (77°F) purified water (deionized, reverse osmosis, or
equivalent) water for 2 minimum of 30 seconds.

Nete: After cleaning, visuslly exsmine all parts of the ngad
sterilization container and instrument tray for cleanliness. If
visible soil remains, repeat cleaning.

6. Dry the instrunyent tray and rigid sserilization container with a
clean, lirg-free towel.

No

If necessary, dry the devices with a clean, lint-free towel. Refer to
the motor, attachment/tube, instrument tray, and sterilization
. N ions on Specific deying & ;

Maiatesanc

inspection,
and testing

Do not reprocess for surgical use a device that has obvious damage
or corrosion. Retum to Medtronic for service.

Visually inspect the reprocessed devices following cleaning.
Inspection should be performed with adequate lighting.
Magnification is not required. A device that shows or exhibits the
properties listed below is at the end of its useful life. Due to safety
and_environmental concerns, Medtronic requests the retum of




2. [ToaroToBETE KOHUCHTPHPORAHOE GEPMERTATHEHOE MOIOUISS
cpesicrno ¢ Hefirpamstinm pH Steris Prolystica 2x.

a. [IpHroToBETE (EPMCHTATHBEOS MO CPCACTEO B
COOTBCTCTRHH C npossomTens — 1,0 mn/n opa
Tenmeparype 23 °C — 6o BenoiTE3Y HTe IXBHBARCHTHOS MOLICS
PeacTRo ¢ REHTPAALM PH B COOTRETCTRHH € PEROMEHAAIMAMN

IHTEAR.

b. [Torpysure ROTOX ARA XPaHEIn APEIH H HHCTPYMEHTOR AIN
ApENH B MPHIOTORNCAHOS HEPMEHTATUBHOS KOKOIICE CPEACTBO,
noApHralive SOTOK I 3MMONHTE He MeHee Yes Ha 10 saamyT.

3. Tmavemuo OYHCTHTIE NOTOK ANA XPAHEHML ApenK o
ARCTPYMCHTOS NA IPEAM.

2 Ouucrure metRod ¢ Mrxoff meTHHON BHCHIHIONO

MOBEPXHOCTL NOTES MK XPARCHWS ADCAM H MHCTPYMCHTOR AnN

ApeIm.

b. Yaensiite ocofoe mimmcamse Gopojakan, IMmCAKaM R
ADYTHM TPYIDMM ARS OMHCTKH Yaactxam ycrpolicrsa, wrobat
YARRHTS BCS BHIMMLIC SATPASHCHMA.

4. locse saMaqHBAHWS TWETCABHO NpomoiTc 7BOTOK aAx
XpHEHCTNS IPESH W NECTPYMCHTOS A ApelM NoJ CTpyel Termmoft
(2343 °C) soponposooH B0 » TCHCHEC MEHEMYM | MEHYTM,
¥TO0H YATHTS OCTATAH MOJOIIETD CPEACTES.

aWhmmmmummml

Ipean,

b. B sauecTve BCNOMOTETCABHOIO CPGICTER TPH TPOMBERS
WTORRIYHTC mupun.
S. Tloche fpoamanxy Tenaol sogonposoaro# sonofl TIHATEILIO
npoMONTC ROTOK IUIA XPaMCSBIt IPERH M HECTPYMCHTOR AN
openM owmmiennol {mewoumsaipseit, obpaTHAM OCMOCOM IR
IXBHBANCHTHEIM WMETOZOM) BOZOTi KOMBETHON Temmeparypn (25
°C) » TeTeHme MuHAMYM 30 CexyHA.
Tpamenanne. [Tocne OMHCTKI OCMOTPHTE BOE TACTH AOTEA ARR
XPAHCHMA APEIH H HHCTPYMCHTOB 7% ApEAM AAS OUSHKH HX
9HcToTH. ECAM OCTAMHCE BHTHMEIC IATPATHCHIN, MOBTOPHTE
OHHCTXY.
6. Jlocyxa mpoTpuTe HOTOK ARK XPAHEHHR APEAH M HHCTPYMEHRTOB

aucrol BOH

Ocofiuie TpeGoaaNIN OTCYTCTRYIOT.

Gessopconoil camersoli. Ocofiie RECTPYXUME NO YD MOTOPR
IPEAN, TOTKA AR XPAHEHMN APEAH M HHCTPYMCHTOB ANN APEAH
CM. B COOTEETCTHYIOWIHX PAsREARAX, IOCRARICHHMX OTACTRC. |

3anpemaerca obpalaruisars ANN NOBTOPHOIO HCTIOARIOBAINA
ycrpolicTea ¢ anHaMM nospoxncHiaMn k6o xopposwcil. Hx
CICAYCT BEPHYTE B KoMnaGa0 Medtronic fm nposeacsn
cepaicHOTe ofcayasmaay.

Tocne owmcTkRk ocMoTpuTe  oOpaloTanHmMe  NOBTOPHO
ycrpoiictea _ OcuMotp cmesyer opomosmTs ®  yenomasx |

electric high-zpeed motors for proper disposal at the end of the
product’s useful life.

« Obvious damage or cotrosion

« Pitting, cracks, fractures, or bending

« Nlegible tazer etchings, engravings, and other markings

» Discoloration, cotrogion, staing of rust.

+ Mechanisms ths are rough or stuck. These arc indications of bad
O-rings, or damaged intemal components for example, varisble
exposure collars, wol lock collar, and sleeves,
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aocTarounol  ocsemeHBoC.  OuTEICCKOC YECAWICHME HE

6) Hepeuens He npumenumo.
IPEACCTARICHHAIX
NPOR3BONETEACM
(w3roroBHTEACM)
MeARTHHECKOND
meann cpencnnil,
Kmovefi, napoxeft
A0CTYNA,
nporpamMm,
HeoGxoaumMpIx ANR
MOHTIER, BRAMTKH,
IKCOIYATAIHH H
TEXHEYECKOro
ofcayxusauns
MCAHIHHCKONO
waeans/

The list of
by the manufacturer
of the medical
device, keys, access

Ppasswords, programs
necessary for
installation,
adjustment,
operation and
maintenance of the
medical device
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B) Ilepewenn
PACXOAHEIX
MATEPHAJIOB
{XOMIOHEHTOB,
peareHToR), a
TakEe wpoueaypy
WX OpAMCHEHHS H
3AMEHbY/

The list of
consumables, as well
as the procedure for
their use and
replacement

He nphamesino.

NA

r) Heobxoxamoc
To KaAHOpoBKH ARA
ofiecneucans
Ragaexamefi H
Gezonacuoil patornt
MEANIHECKOrO
HIGCANS B TeIcHNE
cpoKa ero caybuy/
The nmeed for
calibration to ensure
proper and safe

He npumenno

NA

operation of a
medical device
during its service life
A  Meroom
CHIZKCHHS PHCXKOB,
CBRIRHHLIX c
yeranoBxo#,
xaxuliposxoll nam
TEXHHIECKIM
ofcaymamaunem
MEIHUHRCKOT0
H3ACANS/

Methods for

reducing the risks
associated with the
installation,

* Ecnu BH 00HApYXHIH NOBPEXACHHS, MIHOC HIACIHA, PRABIMEY
WIH xoppo3mio nubo TpeGyiorca xakme-THGO ONEpaUMM TIOMHMO
OTUCTKH, TIPCKPATHTC HCTONLIOBAHHE HIACHHA M BEPHMTE €ro B
xomnanmio Medtronic A% cepBRCHONO 06CIy RHBAHHS,

» [Ipeanonaraercs, =TO NPOUEAYPY NARHOBONO TEXHHUSCKOTO
ofcnyxuBanus GyaeT mMPOBOAUT: OTACH SHOMEAMUIMHCKON TEXHHKN
METHUMHCKOrO YHPEKACHHA WM aRANOTHIHEIA,

* Ha morop apenu, xaben, DOANOXKY JUIS NIOTKA H JIOTOK AAA
XPaHCHHN JpCITH R HHCTPYMEHTOB QNS JDENR MpPEAOCTaBNseTCA
ONPAHHICHHAN rapaHTHs cpokoM 1 roa ¢ aarm nokynkd. [lo
HCTeYCHHWM TAapaHTHHHOrO CpoKa packoZll Ha pPEMOHT R
BOCCTHHOBJIEHHE CHCTEME HECST KIHEGHT., JTa OrpAHMYCHHAA

MApAHTHA HC TNOKPHBACT PAacXofbi, CBA3AHHME C BHINCTHACMEIM

« If any damage, wear, rust or corrosion is observed with the product
or if action is required beyond cleaning, do not use the product and
return to Medtronic for service.

* The planned maintenance steps have been designed for a facility’s
biomedical department or equivalent to perform.

* The motor have & limited warranty period of 1 year from the date of
purchase. After the warranty period, any costs incurred for repairing
or refurbishing the system becomes the responsibility of the
customer. This limited warranty does not include the cost associated
with any of the factory-level service requirements identified in the
planned maintenance schedule. Extended maintenance agreements
are available.
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calibration or
maintenance of a
medical device

NPOHIBOAMTENCM CEPBHCHEIM O0CHYKWBZHHEM, YKA3aHHHE B
rpadHKe NNAHOBOTO TexHMYecKoro obCnyXuBanus. Bo3MOXHO
3AKIHOYEHKE A0rOROPA MPOMICHHOID TEXHHIECKOro 00CYXHBAHHA.
* Hecobmonexue pexoMEHZOBAHHLIX IpadHKOB CEPBHCHOIO H
TNAHOBOTO TEXHHYCCKOTO 00CHYKABARNA APETH MOXKET PHEECTH K
Rexnannexameil $puxcaimu Gopa. Beibop u cobnonenne unTepsana
MAGHOBOTO TEXHHUECKOTe o0y kuBakHa ana cucremsd ENT MR8
COKPATAT PHCK HEMPEABUACHHOTO NPOCTOA 110 MPHYINHE H3HOCA.

* Failure to follow recommended service and planned maintenance
schedules for attachments or motors may prevent the tool from being
secured properly. Identifying and following the scheduled
maintenance intervals for the MRS system will assist in reducing the
potential for unanticipated down time as a result of wear.

¢) Hnpopmaun
S 0 MOHTSNKE,
HAJIAAKE,
HacTpoiixe,
xanubpobxe H
aHLIM RelicTBuAM,
neobxonHMEIM ANR
SBOAR
MEXHNMHCKOTO
HIACANA 8
IKCOAYATSIHID W
eroe  npasuALHOMN
IKCOAYATAURH
(npuMeneHus)/
Information  about
installation,
adjustment,
adjustment,
calibration and other
actions necessary for
the commissioning
of a medical device
and its  proper
operation

%) Hndopmann
| © nepeune
OCEOBHAIX
XAPAKTEPHCTHK 110
IKCTUIY ATAHH
(NpHMeHCeHNIO)
MEARUHHCKOTO
#H3nen CAOBHAM

YcaoBHA XpaAHCHNN:

VYcrpoiicteo cneayer owmmarts B Tewenue 30 MUMYT nocne
HCTIONE30BAHKS, YTOOB 3arpA3HEHUA HE YCMEAH NPHCOXHYTSH.
3anpemaercs KNACTD arPAIHEHHbIC HHCTPYMEHTHI B HOJIONRKY A
noTka. TpaHCHOPTHPYHTC HCHONB30BAHHENE YCTpoilicTea B
OTASBHOM KOHTeHRepe. Ecnu nemeanensan obpaborxa ycTpolictsa
HEBOIMOXKHE, XPAHHTC €0 BO RILKHOM OCOCTOSHMHMM IpPH

Storage conditions:

Devices should be cleaned within 30 minutes of use to limit fixation
of contaminants. Do not place soiled instruments into the instrument
case. Transport used devices in a separate container. If the device
cannot be reprocessed immediately, keep the device moist during
transport. It is recommended that devices are as soon as
is practical following use. To prolong the life of the device, reprocess

Tpancropruposke. PekoMenayevcs  nostopho  oGpalareiBath
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TPAHCIOPTHPOBKE | YCTPOHCTBA KAK MOXHO CKOpee nochae Henmoabsosanus. YUroOwr | Make sure that the container is dry before storage, and stored in cool,
H XpaHeHNs | mpouMTe CpoK ciyxOu  ycTpoiicTea, nposoamTe nosTopHyio | dry conditions at ambient room temperature. Store sterile devices
(nanpumep, obpafoTky cpasy nocne ucnomssoBadna. BricymeHHmf moTok | in such a way that the sterile package is not compromised.
TEMNEPATYPA ® | XpaHHTe B CyXOM NPOXMAJHOM MECTE IPH KOMHATHOH TeMBepaType.
BARKHOCTS Creprnptinie  ycTpoHCTBa JODKEB XPAHHTHCH B YCNOBMAX, HE Desigaation_ Range
BO3AYX3, AOMYCXAIOWIHX MOBPEKACHAN CTEPHNLHOMH YIIAKOBKH Temperature 15°C - 30°C
ochamenne B ﬂ'“)-;e Hasumenonasiue Jinanason Relative bumidity No special conditions
IAPAKTEPHCTHKH Temneparypa 15°C - 30°C ospheric pressure special conditi
gtomge oonditlons, OTHOCKTEALHAS BIBKHOCTS 10-80% o = =
on
m ArMoctepHoe nasnenne 50-106 xI1a
Operating conditions Ycn0BHSE TPAHCNOPTHPOBKH: Transportation conditions:
3anpeumaeTea KAacTs 3arpaiHeHNbE HHCTPYMEHTH B noanoxxy ans | Do not place soiled instruments into the instrument case. Transport
norxa. Tpancnoprupy#ite mcmons3oBammbie ycTpoiicrBa B | used devices in a separate container.
OTACNBHOM KoHTeHNepe. Designation —
Hanmesnonanue JAusnaion Temperature -29°C - + 60°C
Temneparypa or -29°C 1o 60°C Relative humidity No special conditions
OTROCHTE/bAN BIAKHOCTS 10-95% Atmospheric pressure No special conditions
Arvocheptoe JaBACHEE 50-106 x[ia
YCI0BHA IKCAAYATANSN: Device must function in temperatures ranging from 10 to 40° C at
Hanenue momxio GyHKIHOHMPOBATL B TEMOEPATypHoM Auanasone | the standard conditions of hospital operating room environment
or 10°C ao 40°C npH crannaprAsX ycnopusx onepauponnoh | (humidity 10 - 80%, pressure 50106 kPa).
nanars Gonsua: (Baaxuocts 10 - 80%, masnenne 50-106 kI1a).
3) Hepeqens Motop apenn xupypridecxolt Buicoxockopocrhof ENT MRS c | Device meets the requirements of a series of intemational standards
NPHMERACMMIX NPUHATNCKHOCTAMHE OTBEYALT BAHNRAM cepun | ISO 13485, 1SO 14971, ISO 15223-1. A full list of international
NPOH3BOIHTEIOM MEXAYHAPOAHLX crannaproB ISO 13485, ISO 14971, ISO 15223-1. | requirements is available upon request.
(mroToanTeACM) TlonHuIl CIHCOK MEXAYHAPOAHKIX TPeGORAHHIA NPEAOCTAR/IALTCS N0
MEAHIERCKOTO 3TIPOCY.
HINeaHR
HAUHOHARLHBIX
cTaRIaproR/
standards
12. Hndopmaun | HDpeaynpesaenns: Warniags:
S O CTEPHILHOM | * 3anpemperca 3aNyckaTs MOTOP JIPENH HEmoCpeAcTBeHHO mocne | « Do not attempt to run the ENT MR8 motor immediately after
COCTORHAH obpaborkn B aproxnape. [locne napoeolt crepwnmaumm | autoclaving. Allow an adequate cooling period after steam
MEAHIHHCKOrO sterilization.
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MeéNHIEHCKOe
maeaue

HECTEPHALHLIM,
YRR3AHEE
#eolX00HMOCTSL ero

nepen
HCNOALIORARNEN/
Information  about
the sterile condition
of the medical
device, the method of
its sterilization

HeOOXOAMMO JATh YCTPOHCTBAM OCTHITh B TCUEHHE JOCTATOMMOIO
BPEMEHH.

* 3anpetnaeTcs CTEPHAHIOBATL H MPUMEHATH NIPH ONepanHax nobsie
ycrpoHcTea, KOTOpEIC HE BHITIAIAT NORHOCTHIO YHCTHIMK. Ecau Ha
obopynoBaHNK 3aMETHW 3aTpAsHeHMA, nosTOpHTe obGpaborky
HaiHHaA ¢ 71ana «[Toaroroska Kk OUKCTKEN.

+ JloTok AN XpaHeHHA APENH M HHCTPYMEHTOB INA ApeNH
NpenHasHa4eH TONBXO AR NPOBEICHHA CTCPITH3ALMH.

Yerpolicrsa cucremsl ENT MR8 Heo0xoaHMO OYRIIATL OTACHRHO OT
JIOTKOB.

* bes npensapurenbioft 0OUHCTKH # 05€330PAKHBAHNA HEBOIMOKHO
obecrreunts HeoOxoammmilt SAL (Sterility Assurance Level —
TapaHTHPOBAHHEII YPOBEHE CTEPHILHOCTH) YCTPOHCTB

IpeaocTepemennn:

. CTEPUIM30BATE YCTPOHCTBA NPH TEMNEPATYPS Bhille
137 °C. Bosaeiicrene Tennepatypsi Builie 137 °C MoXeT yXyAIINTL
pabounic XapakTEpPHCTHXH YCTPONCTER W CHH3HTL PPEXTHBHOCTE
LMKNS CTEPHAK3ALMH,

* H3-31 HEOAHHAKOBMX NAPAMETPOB paboTii CTEPHIM3ATOPOR H
3PPeXTHBHOCTH OMHCTXH BOC YKa3aHHBIC NApaMeTPhl (TENTIEpaTypa,
BpPEMS K T. A,) ACMKHE! GLITL BANKAMPOBAHM THUAMH, POMICAIHMH
obyseHue 1 yxe POBOANBIINMHE CTEPRIIHALID.

OTBeTCTBEHHOCT 38 OTWIOHEHHR OT  PEKOMCHAOBANHBIX
CTEpHIN3ALOHHBIX NIPOULSCCOB HECET YUPEXACHHE-IXCIUTY ATAHT

TpuMeauns:

* HanoxeHHbI® HHCTPYKUWM YTBEpXKACHH! MPOH3BOOHMTENCM B
KayYecTse MPOUEAYP, AOCTATOMMBIX NN MOATOTOBKH HMieAwA X
NOBTOPHOMY HCMOAB3OBARMI0. OTBETCTBEHHOCTS 32 (AKTHIECKOS
OCYUICCTRNCHHE TIOBTOpHOH OOpaloTkH ¢  HCMONBSOBAHKHEM
0GOpyAOBEHMA W MATCPHANOB M NPHBACHCHHEM MNEPCOHANA
obpabaTeiBalonlero nNpeanpHATHA, a TaKke ofecneaenne
TpeGyemoro pesynsTara necer obpabamapatomee THLO, OOHYHEO ANA
3TOro TpeSyeTCA BANHAAINN H INAHOBbI KOHTPONIL NpoLecca,

* 3arpy3uTe KOMOHCHTH B CTEPHAK3ATOP, colimonas npoueaypst H
KOHQHIypaUMH 3arpy3kH, PEKOMEHAOBAHHLIC MPOWIBOAHTEREM
CTEPUITH3ATOPA.

e JanHbie MHCTPYXUMH TIO CTEPHAWIALHA GbUTR BANMAMPOBAHM HA
COOTBETCTBHE MAPAHTHPORAHHOMY YPOBHIO cTepibHocTy 1075,

* Do not sterilize and supply for surgical use any device that is not
visibly clean and free of particulates. If particulates are present, repeat
reprocessing, starting with the Preparation for Cicaning step.

« Use the instrument tray for sterilization only. The ENT MRS system
devices must be cleaned separate from the trays.

« Devices cannot be sterilized to an adequate Sterility Assurance
Level (SAL) without prior cleaning and decontamination.

Cautions:

« Do not expose these devices to sterilization temperatures greater
than 137°C (279°F). Exposure to temperatures greater than 137°C
(279°F) may impact the performance of the device and also the
efficacy of the sterilization cycle.

» Because of the variability in cleaning efficiencies and sterilizer
operating parameters, all given parameters (temperature, time,
etcetera) should be validated by persons who have training and
expertise in sterilization processes. Deviation from the recommended
sterilization processes is at the risk of the user facility.

Notes:

* The instructions provided have been validated by the manufacturer
as being capable of preparing the product for reuse. It remains the
responsibility of the processor to ensure that the reprocessing as
actually performed, using equipment, materials, and personnel in the
reprocessing facility achieves the desired result. This normally
requires validation and routine monitoring of the process.

* Load the parts into the sterilizer by following the sterilizer
manufacturer’s recommended loading procedures and load
configurations,

» These sterilization instructions have been validated to a sterility
assurance level of 10,

» The recommended sterilization parameters are only valid with CE-
marked equipment that is properly maintained and calibrated.

« Steam for sterilization shouid be generated from water that has been
treated to remove total dissolved solids, filtered to remove
contaminants and water droplets, and supplied via piping without
deadlegs or other stagnant zones where contamination might collect.
Steam saturation should be greater than 97%.

Stevilization method: steam:
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* PexoMeHAyeMLe napaMeTps! CTepwIH3aUMH felicTBHTENBHH | | Cycle Temperatur | Exposure Minimum
TONbEO A obopynoeanna ¢ Mapkuposxoii CE, mm xoroporo e time time*

dry

BHTIONHAIOTCA HeoGxoaHMBte TexofciyknBanue H KamHGpoBKa. Outside the U.S.A. - sterilization prevacuum (dynsmic-air-
* Crepunmsyloumii 1ap JOMKeH NPOMIBOMWILCS M3 BORK, M3 (| removal) steam cycle parameters for medical facilities

xoropok 6LNM  yRANCHN TepABe PACTBOPeHHSE BEWeCTBS, | | Prevacuu | 134 °C 18 minutes | 25 minutes (25:00)
TPOXOANTh GHIBTPALMIO WX YAANCHHA 3arPA3HMOIIMX BEWEeCTB H | | m (18:00)

Xaneih BOAL H MOCTABAATECA Mo TpyGam Gea Tynuxossx sernedt H | [¢Minimum dry times were validated using sterilizers having vacuum
NPOYIX YHACTKOB JACTO, Iie BOIMOXHO CKOTIEHHE sarpayuatouwX | [drying capabilities. Drying cycles using ambient atmospheric
seutects. HacmeHHOCTS Mapa AomsHa npepsmats 97 % Ipmssuresmayrequiremoretime.

Me7oa CTEPRARIAHN: NApPOROii:
Ltacn Temneparypa

MuEnMassuoe
BpeMs cymxn®

Bpemsa
soanelicrann

3a npeaennma CUIA — napameTphl NuKAA OAPOBOH CTEPRANIAMEN €
OPLABADHTEALNLIM BAKYYMHPOBMIACM {SREAMETECKEM YARNCHHEM
.74

25 wmun (25:00)

*MNHHHMANLHOE BPEeMH CYIIKH BATHAHPOBANOCE HA CTEPHAR3ATOPAX

Qyuxumelt Baxyymuolt cymnas. Liwmkmm cymss ¢ HCROABIOBAHREM

|ecmuom ATMOCEPHOTO JiaBAeHHS MOTYT DoTpeGomars Gommme
eHH.

13. Hndopmaun | Morop apenx xupypruseckoil ssicoxockopocTroli ENT MRS, JloTok 2 Xpanenus Jpean #t HHCTPYMEHTOS AAg Apean, llognonxa
S o mopsxxe | Ars AoTwca, Ko racunbiil — H31eNHs MEHONOpPa3oBOr0 NpHNEREHAS, NOCTARTAIOTCS BECTEPHIHHEIMH.
obpaborkn OmmicTia — 370 yRaneHKe OpraHHYecKHX sarpssnennil, JddexTnenag ouucTka:
MeHNBHCKOI0 * MHHUMIZHDYET PHCK NIEPERaiH OPTAHHYSCKHX SATPASHEHHI MEXIY MALUACHTAME.
waeans aan  ero | + [Ipenorepamaer HakonneHne sarpssHeHEH B TCICHRC CPOKa CiTyx0H yeTpolicTsa.
MOBTOPHOIO * [To3BaRsAeT NPOBECTH YCNCUTHYIO CTEPHINALNIO. OT TIIATENLHOCTH OTHCTKH 3aRHCHT KaYeCTBO nosropHolt o6paborkn.
HCROALIOBAHRRA,
BKAOYAS OURCTRY, | OuncTKa — 370 nepssiil 3Tan. CTepiaH3aimg MPOHCXOAKT NO3AHEE BO BPEMS NOBTOPHOH 00patOTEH ¥ NPERHAIHANERA JVIN YHHITOKCHNA
Ac3HuPeKIIND, MERPOOPTAHH3MOB, YTOOH CHHINTE BEPOATHOCTH HHPUIMPOBAHHA H MX nepenatn. [N NpHEMJIEMOrO Ka4eCTRA MOBTOPHOH obpaGoTxn
YUAKOBKY H NPpH | MEXIY OYHCTROH, MOCHSAYIOUIHM OCMOTPOM H CTEPHIH3ALMeH He JODKHO OLITh 3a1epieK.
HeOBX0AHMOCTH TNepeaaomuecs ¢ XpoaLio NATOreHL!: NpA OGpaNICHAH ¢ JAHHKM YCTPOHCTBOM MOC/C €70 NPHMEHSHHA BeCh NEPCOHAN MEAHLMHCKOIO
MeToX moBTOpHON | yupekaeHud Aomxen colmoaars ofumme MepHl NMPEeROCTOPOKHOCTH cormacHo cranpapry OSHA 29 CFR 1910.1030 «Konraxt ¢
CTEPRINIANHEA NCPEIAIOUIHMHCA ¢ KPOBBIO NATOrCHAMH Ha pabotieM MecTey. /
{(ecan mexuunnckoe | ENT MR8 high-speed drill, Instrument Cases, Tool Rack, Motor Wrench — are reusable products are supplied non-sterile.

| smaenme Cleaning is the removal of organic soll. Effective cleaning:
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TIPEAHAIHAMCHO AR | = Minimizes the organic soil transfer from one patient to another.

MHOIOPa3080TO * Prevents accumulation of residual soil throughout the device 's usefid life.

nenoaslopannsn), a | « Allows for successful follow-up sterilization. Adequate reprocessing is contingent upon the thoroughness of cleaning.
TAIOKEe  KPHTepHH
RePHTOAROCTH Cleaning is the initial step. Sterilization occurs later in reprocessing and is intended to kill microorganisms to reduce the likelthood of
MCTHIHHECKOrO transmission and possibilities of infection. To ensure acceptable reprocessing, there should be no delay between the cleaning, inspection,

HIACANS ann | and sterilization.

nprMenennn/ Biood-borne pathogens - Universal precautions for handling this device after use should be observed by all hospital personnel according to
Information  about | OSHA standard 29 CFR 1910.1030, occupational exposure to blood-borne pathogens.

the procedure for

processing a medical | | Hpexynpesacuns  w | * 3anpemaercs 3aMa HBATH YCTPOHCTES I HOTPYXATE HX B KHAKOCTS.

device for its reuse NpexocTepemenun/ * 3anpemiacTcs yNBTPassyKOBAt OUHCTXA YeTpokcTa,

Warnings and cautions * 3anpeilacTc HCNOALIOBAT: AMILIBAIOINE KOPPO3AK HAH COACPARINME XIOP YHCTNINHE CPSACTRA, TAKES KAK
OTOCRMBATERS, WIENOK, AMUCTOH, THNOXAOPHT HATDHN, CAKHN HATP, MYPABEHHAR KHCIOTA WIN DACTROPH,
COACPEAIHE rAYTAPANIICIHA.

* [Nocae naposot crepRaMIalME HeOGXOAHMO ABTE YCTPOHCTBAM OCTLITE B TEUEHHE JOCTATOMHOTO BPEMEnN/

» Do not soak/submerge devices.

* Do not use ultrasonic cleaners to clean devices.

* Do not use chlorine-based or corrosive cleaning agents such as bleach, lye, acetone, sodium hypochiorite/bleach,
sodium Rydroxide, formic acid, or solutions containing ghutaraldehyde.

* Allow an adequate cooling period gfier steam sterilization.

Orpanuwensn ta | Mpusevanne. Kz cooGpaxenuti Ge30nacHOCTH W 3AUINTH OXpyxcmioinel cpean xomnanwns Medtronic mpocaT
nosTopmyic eOpatorky/ | posspamare Jipene BuicoxocxopocthHyio ENT MRS no sascpuicann cpoxa cayxGu aas ec naznexamielt
Limitations on YTHIHIAMHA.

reprocessing Oxonvanue cpoxa CAYxGsl 0GHTHO ONPEACARETCS N0 HIHOCY K NOBPEIKICHNAM, CEIIAHULIM C HCIONLIOBAHHEN.

VEasaHus 110 ONPEACICHHK) OKOHTAHHA Cpoka CAYxOn ycrpoficrsa npusences 8 pagnene «Texnuueckoe
O5CRY XHBAHHC, OCMOTP H NPOREPREN JARHONO ROKYMeHTY/

Note: Due 1o safety and environmenmial concerns, Medironic requests the return of electric high speed motors for
proper disposal at the end of the product useful life.

End of useful life is normally determined by wear and damage due to use.

See the “Maintenance, inspection, and testing” section in this document to determine if the device is at its end of

useful life.
Ha secre | IToaropuas 06paGoTKa HAYHHILTCS HA MECTE HCTIOABIOBANEA.
HegeAs3oBaRNE/ He nonycxafite 3achixaHus xpoBs, HHOPOAKKIX BEIECTB H GHONOFKYCCKHX XHAKOCTeR Ha ycTpoiicTse. Yaanure
Point of use KpYUHEIC 3arpasHerus noa crpycH xomoawo#t (10-22 °C) sogonposoauolt poan. Bomomposojnan B0ia

ONIPEACASETCA KaK NHTHCEAA BOAA C WecTXOCTeIo 0T 0,7 Mmonw/a a0 2,0 mmoma/a./
Reprocessing begins at the point of use.

Do not allow biood, debris, or bodily fluids to dry on the device. Remove excess soil using cold running tap water
10 - 22°C (50 - 72°F). Tap water is defined as potable water with hardness value between 0.7 mmol/l to 2.0 mmol/l.

Xpancame u | peacerepexenne. Yerpolicrso caenyerT oummars B Tevenste 30 MuHHYY nOCNEe HCOOMLIOBEMKA, uTOOL
TPARCOOPTHPOBKA/ 3ArPASACHHA HE YCTICAH NPHCOXHYTD.

Containment and | 3anpewacTc KAACTL 3ATPASHCHHAIC WHCTPYMEHTH! B JOTOK JAN XPAHEHHA APEIH H HHCTPYMCHTOB AR JIPEIN.
fransportation T HCTIONE30BAHHAE CTBa B koNTehnepe.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU



Ecn HemenncrHas nosTopuas ofpaborsa ycTpoicTsa HEBoIMOXNA, XPAHHTE €0 BO BNEMKHOM COCTONHWH NIPH
TPAHCNOPTHPOBKE.

PexoMestityerca nosTopuo o6paGaTsats YeTpolcraa Xak MORKHO CKOpee IOCHE HCNOMRIOBAHNA.

Yrobit npoanuTs cpok cayxbu ycTpoficTsa, nposoarte o6paboTKy cpaly Noche HCMOABIOBAHKA/

Caution: Devices should be cleaned within 30 minutes of use to limit fixation of contaminants.

Do not place soiled instruments into the instrument case. Transport used devices in a separate container.

{f the device cannot be reprocessed immediately, keep the device moist during transport.

It is recommended that devices are reprocessed as soon as is practical following use.

To prolong the life of the device, reprocess immediately after use.

Hearovosxa K
ABTOMATNINpOBANHOK
oTncTRe/

Preparation for cleaning:
automated

Motep npean xapyprugecioll suicoxocxepacrneil ENT MRS:

* Ilepen ouncrrol Hacazxa, TpyGra # 60p JoAXHL! GLITH CHATLI C MOTODA.

* Bpyuuyio npoMofiTe moTop apenst 1 xabeas nax crpyeli xonoanoft (10-22 °C) roponporoauol BoaM, 706N
YAAIUTSL BHAUMENE 3ATPASHERHA. 3mxAMhol naTtpon K pasbeM KaGeAn Np 3ToM JomkHN G5iTe RanpasseHE! BHAI.
* [Tp# OYHCTKE HCNOAL3YRTE HeltROHOBYIO METKY.

* Ocobennoe BHMManKe yaensitre Gopoaaxam ¥ IPYFHM TPYAHMM YSaCcTKaM,

* Pacnogaraifte yCTpOHCTBA B COOTBETCTBHH ¢ PEXOMCHAAUAAMN TPOHIBOAMTERR MoOtoMie-Ae3nRGHUNDYIOmMErD
ofopyaoBanun.

* OuncTKy BHRONHAHTE COrNAcHO PEXOMEHIOBAHHOMY LNKITY 00pafoTXH B MOEYHOH MalIHHE, NPUBLICHHOMY B
TaGmene 6 auto 7.

» Tlocoe OYMCTEH OCMOTPHTE BCE MacTH YCTpolCTBA ANS OUSHKH HX YHCTOTH. ECAR OCTANWCH BHAWMSIC
SarpASHEHNSN, OBTOPHTE OTHCTKY.

JloTox Anw XpANCHAN ADEAE B ENCTPYMENTOB JAN APENN:

* Y7066I OUMCTHTD JIOTOK AN4 XPBRCHHA JPENY W BHCTPYMEHTOB NS APENH MOCNE MCNONLIOBAHNUS, TIRATENLHO
nposolite ero noa crpyel xoaoaHo# BORONPORAIHON BOIE! 1N YAARCHHA BCEX BAIHMEIX 3ATPAIHCHUE.

= Henoassyitre merxy ¢ Marxo# meTHHON HAKH HCTYIO TXAHS, YTOGH OGNCTYNTE yAARCHRE SAMpASHERHIt BOXpYT
nepaarencit B pydex.

* Ocobextioe BREMatHE yAeRsitre GopoAKan W HPYIEN TPYNHEIM LS OIHCTKR YHACTKAM.

* BHHMATCALHO OCMOTPHTE JOTKH, PYHKH, ICPKATEIH HHCTPYMCHTOB H NOROCTH, YTOGM yORAHTLCN B OTCYTCTEHN
BUAHMBIX 3arpastenutl.

* OuECTKY BHIROIHAHTE COTNACHO PEKOMEHIOBAHHOMY LMKAY 00palboTki B MOCYHOH MaflHie, MPHBETCHHONY B
Tabnrue 6 mbo 7.

* [Tocie OUHCTKH COTAACHO PEXOMCHAOBAHHOMY HMKTY OOpafoTXE B MOEYHOH MAINKHE, NPHPEACHHOMY HEXKE,
BU3YAILHO NPOBCPETC NOTOK ANA XPAHEHHA HA NpeaMer YHCTOTH., EciH ocTanuce BMANMLIE 3BTPA3HEHHSA,
NOBTOPHTE OHMCTKY. /

ENT MR8 kigh-speed drill:

*» Ensure that the attachment, tube, and dissecting tool have been removed from the motor prior to cleaning.

* With collet and cable connector ends pointed down, manually rinse the motor and cable under cold running tap
water (10 - 22°C /50 - 72°F) io remove any visibie soil,

* Use a nylon brush to aid in cleaning.

* Give particular attention to crevices and other areas that present a challenge (o cleaning,

* Orient devices following recommendations of the washer/disinfector manufacturer.

+ Clean per recommended washer cycle per Table 6 or Table 7.
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 After cleaning, visually examine all parts of the device for cleanliness. If visible soil remains, repeat cleaning,

Instrument Cases:

» To clean the instrument tray afier use, thoroughly rinse the instrument tray under cold running tap water to remove
any visible soil.

» Use a soft-bristled brush or clean cloth to aid soil removal around brackets and handles.

* Give particular attention to crevices and other areas that present a challenge to cleaning.

* Carefully inspect trays, handles, instrument brackets, and cavities to ensure all visible soll is removed,

* Clean per recommended washer cycle per Table 6 or Tabie 7.

* Afier cleaning per the recommended washer cycle below, visually examine the instrument tray for cleaniiness. If
visible soil remains, repeat cleaning.

ABTOMATH3HPOBAHHAR
Cleaning: automated

Npenynpexnenna:

* JIoToK A58 XpaHeRAN APETH B HHCTPYMCHTOB JUIA SPENH NPEaHASHAYCH TORBKO AAA CTCPHIMIALAN MHOTOPAIOBEX
ycrpo#cTs.

* 3anpemaeTcy HCNONB3OBATH JIOTOK AL XPAHEHHA APENM B HHCTPYMCHTOR ANA APENM ZAR OMHCTKH WAH
AE3HUGEKUHNA MHOTOPASOBEIX YCTPORCTE.

* 3anpemaeTcA YRCTHTH JOTOK ANK XPARHCHKA APEM B HHCTPYMCHTOB AAs APCAR IICAOMHBME CPEACTBAMM.

Npenocrepexenns:
He ncnomsayitre ynotpassyropolt ovucTirens/

Warnings:

« Use the instrument tray for sterilizing the re-usable devices only.

* Do not use the instrument tray for cleaning or disinfection of the re-usable devices.
* Do not use alkaline cleaning for the instrument tray.

Cautions:
« Do not use ultrasonic cleaner.

Takania 6. Hapamerpei molinm ¢ nellvpansusin cpeacraen/ Table 6: Neutral Wash Cycle Parameters |
Motop Apeam xmpypruaecxoll suicoxocxopocreel ENT MRS, xorox AXS IpamesiNs Apensz M
HNCTPYMCHTOS AN Apenn - elivpannuoe moomee cpeacTno /L, ENT MRS high-speed otological drifl,
instrament case — nentral

Daza/ Pemmpeyasums/ TemuepaTypa Boasy/ Twu MowmIero cpeacTaa/
Phase 3amavnnanne (mun) | Water temperature Detergent type
Recirculation/soak
(minutes)
Mpeneapurensy | 2 wmun (02:00)/ Xonomxan Henpumenumo/
ax notika/ 2 minutes (02:00} Bozonporoanas sosa 10— | Not applicable
Pre-wash 16 °C/
Cold tap water 10 - 16°C
(50-61°F)
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Moiika 2 mun (02:00)/ l'opayas soponpoeomiax | PEPMEHTATHEHOC MOIOLICE CPEICTRO C
depMeHTATHBHY | 2 minutes (02:00) Boaa 43-55 °C/ HelfTpanbabiv pH, HanpHMep
M pacTBOpOM/ Hot tap water 43 - 55°C | xouticHTpHpOBaKHOe
Enzyme wash (109 - 131°F) (epMERTATHRHOS MOIOMSE CPEACTRO
Steris Prolystica 2x, 1,0 mi/a/
Neutral pH erzymatic cleaner like
Steris Prolystica 2x concentrate
enzymatic cleaner, 1.0mL/L (I/8
oz/gallon)
Moiixa 1/ 2 mnn (02:00) 66 °C  (3anamHoe | Mowomee cpeacTso ¢ HelTpannHEIM
Wash ! 2 minutes (02:00) SHAYCHREY pH, HaupyuMep KOHUCHTPHPORAHHOC
66°C (setpoint} HeliTpanntoe MoloMmEee CPeACTBO Steris
Prolystica 2x, 1,0 mv/n/
Neutral pH detergemt like Steris
Prolystica 2x concentrate neutral
detergent, 1.0mL/L (1/8 o2/ gallon)
Mpomsiexa 1/ 15 ¢ (00:15) 43-60°C HenpuMeunno/
| Rinse ! 15 seconds (00:15) Not applicable
Tepmurecxas 1 Mnn (01:00)/ 90 °C  (samanuoe | Henpuwesnmo/
npoMeiexa/ 1 minute (01:00) anagenne) Not applicable
Thermal rinse 90°C
TpoMuBKa 10 ¢ (00:10) 66 °C  (3agausoe | Henpumsennmo /
ouMIeHHoM 10 seconds (00:10) 3HAUCHNE)Y Not applicable
BoAOR/ 66°C (setpoint)
Purified water
 rinse
ECAH 0CTRANCH BHANMBIC 3aTPASHEHKA, TOBTOPHTE OURCTKY/
If visible soil remains, repeat cleaning.
_Tatauna 7. Mlapamerps molixr co menownnim cpencyaon/ Table 7: Alkaline Wash Cycle Parameters

Mevop apenn
10.5)*

upyprvecxoli aucoxockopocruoli ENT MRS - menownoe mesmee cpeficteo (patounii
pacraop ¢ pH < 10,5)*/ ENT MR8 high-speed otological drill - alkaline detergent (working solution pH %

Tpumeasuwe. 3anpeiiaeTcd YHCTHTH JOTOK AN XPaHeHHs APERH H RHCTPYMCHTOB AN APSIH IHETOUHEIMH

cpeacTeaMu/

Note: Do not use alkaline cleaning for the instrument tray.

®aa/ Peuupxyasuus/ Temueparypa sopnt/ Tum Mowmero cpeacrna/

Phase 3amavnusaane (Mun) | Water temperatire Detergent type
Recirculation/soak
{minutes)

Npexsapurenss | 2 muxn (02:00) Xonoanan Henpryeunmo/

as Molfxa/ 2 minutes (02:00) BogonporoaHas oga 10— | Not applicable

Pre-wash 16 °C/
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Cold tap water 10 - 16°C
Molika / 5 mnn (05:00) 43 °C (zanamnoe | llerouHoe  MowIiee  CPEACTRO,
Wash 5 minutes (05:00) 3HagcHAc) Hanpumep neodisher MediClean forte
43°C (set point) npou3poAcTBa koMnanny Dr. Weigert,
2 ma/n/
Alkaline detergent like Dr. Weigert
neodisher MediClean forte, 2mli/L
(1/402/gui)
Tpomsiexa / 1 s (01:00)/ Topsaas sogonposoaias | Henpumennmo/
Rinse 1 minute (01:00) Bofia 4360 °C/ Not appiicable
Hot tap water 43 - 60°C
Tepmuveckas 1 mux (01:00)/ 9 °C  (3anauwoe | Henpumenmmo/
npoMwBEy/ 1 minute (01:00) 3Havenne)y Not applicable
Thermal rinse 90°C (setpoint)
Tpomsiaxa 1 mus 30 cex(01:30)/ | 66 °C  (samaunoe | Henprmenumo/
OYAMEHHON 1 minute, 30 seconds | 3navenne) Not applicable
BoaoH/ (01:30) 66°C (setpoint)
Purified water
rinse
ECIN OCTANHCh BAAHMEIC JAIPA3HCHUA, NOBTOPHTE OYMCTKY.
*{TpoN3BOAMTENN LIEAOHHBIX MOIOMUNX CPCACTS NOCTABNAIOT HX B BHAC KOHUCHTPETA. 1A OuHCTXH YoTpolicTs
MEIMUKHCKOND HASHEYCHHA OTH CPRACTBA MYXHO pasGaBHTL COTNMACHO HHCTPYXIHAM NPOHIBOXHTEAN.
Komnanua Medtronic noAgmsepassa npurofHocTs padoyEX PACTBOPOB WENOTHLX Moommx cpeacts ¢ pH a0
10,5/
If visible soil remains, repeat cleaning.
*Alkaline detergent manyfacturers provide alkaline detergents concentrated. The alkaline detergents must be
diluted per the detergent manyfacturer's instructions for cleaning medical devices. Medtronic has verified
alkaline detergent compatibility for working solutions up to 10.5 pH.

Pyanas oumcTa/
Cleaning: manual

Morop npean xupyprudecxoll ssicoxoescopocrnoli ENT MRS:

« ITepea ouncrxoll nacaaxa u 60p ZOMXHE! G6ITE CHATH C MOTOPA APEAN.

* Tiavensko npoMoiiTe MOTOpP Apens H Kabent noa cTpyelt xoxoaro#l (10~22 °C) soronposoanoit BoAkL, dTobE!
YIIKTh BRIAMBIE 3aTPSIRCHNA. 3awHMA0H NaTpoK 1 pasheM Kalen NPR 3TOM A0KHE! (LITh AANPARNCHLT BHU3.
* [Tpu onucTke uenonssylite nelinonosyio meTky.

» Ocobennoe BHUMARKE YaCARNTe 60po3axaM H APYTHM TPYAHWIM JNR OUHCTKH YHACTKAM.

* [IpuroToBETE MOIOUWINH PACTBOP K3 BOROMPOBOAHON BOAM H (EPMERTATHBROTO CPeACTBa ¢ HefiTpanbHsiM pH,
TAKOTO KBK KOHLICHTPHPOBAHHOE (JCPMCHTATMRHOC Mofoiliee cpeacTeo Steris Prolystica 2x, » cooTBeTCTBHE C
pexoMeHAIEAME npoizpoauTens — 1,0 m/n npr remneparype 23 °C —~ nubGo ucnoAs3ylite XKBUBANEHTHOS
MOIOIIEE CPEACTRO ¢ HeifTpanshsi pH B COOTBETCTBHN C PEXOMEHAIMAME NPOMIBO/ARTENS.

» Hporpure Bce MapykHBE NOBSPXHOCTH MOTOPA Apens, kaGens K paswema xalens TRaumio, cMOvcHHOH
NPHTOTORNEHHEIM PACTBOPOM.

¢ OUUCTHTS KOpMYC, 3AXHMHON NATPOH M pasveM xabenn motopa Aperw Helinowosoff merTxofl, cMoueHHOH
NPUrOTOBICHHEIM PacTBOPOM.

+ Tmarensno npoMofite yctpolicrso noa ctpyeit rennoli Bogonposoanol soan (23—43 °C). Jaxumuoii natpon u
Pasben Kabeis apH 3TOM AWDKHE GLITE HANPEBNEHH BHHY.
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« Iocne MpOMBIBKA TemAofl BOAONPOBOAHON BONOK YCTpoliCTBO CACAYeT TINGTEABHO NPOMBTE OTHIUIEHHON
(nenonusauwreit, OGPATHEIM OCMOCOM HITH IKBHBARCHTHBIM MCTOZOM) BOAON koMHAaTROH Temnepatypsl (25 °C) B
TeyeHHe MHHHMYM 30 cexyna, RpRYeM 3BKHMHON NATPOH M pasheM Kabens RomkHL GLITh HanpaBieHbl BRU3.

« [TpocywmnTe Bee YCTpoRcTBO 6e3BOpcoROH canderrol,

* YaocToRephTecs B TOM, TO NI0CTIE PYYHOH OVHCTKH Ha yeTpolicTBax OTCYTCTBYIOT BUAHMBIE 3arpasitenua. Ecan
OCTAIHCH BRAKMBIE 3aTPAHCHHA, TIOBTOPHTE OHHCTKY/

ENT MRS high-speed drili;

* Ensure that the attachment, and dissecting tool have been removed from the motor prior to cleaning.

* With the collet end and cable connector ends pointed down, thoroughly rinse the motor and cable under cold
running fap water (10 - 22°C / 50 - 72°F} to remove any visible soil.

* Use a nylon brush to aid in cleaning.

» Give particular attention to crevices and other areas that present a challenge to cleaning.

*» Prepare with 1ap water a neutral enzymatic cleaner, like Steris Prolystica 2x concentrate enzymatic cleaner,
Jollowing the manufacturer’s recommendations of 1.0 mL/L (1/8 oz/gallon} at a temperature of 23°C (73°F) or use
an equivalent neutral pH cleaner following that manufacturer's recommendations.

» Wipe all external surfaces of the motor, cable, and cable connector with a cloth dampened with the prepared
cleaner.

* Brush motor case, collet, and cable connector with a nylon brush dampened with the prepared cleaner.

* Rinse the device thoroughly under warm running tap water (23 - 43°C/ 73 - 109°F), collet end and cable connector
pointed down.

« Following the warm tap water rinse, the device should be thoroughly rinsed in room temperature 25°C (77°F}
purified water (deionized, reverse osmosis, or equivalent} for a minimum of 30 seconds with collet end and coble
connector pointed down.

* Dry the entire device with lint-free towel.

« Verify that devices are visually clean afler manual cleaning. [f visible soil remains, repeat cleaning,

Jiovox nig XPpAMEHHS APENR M HACTPYMEHTOR ARS APEAN:
1. Jlorox anx xpaweuns ApPEAB H NHCTPYMCHTOB AR IPCAH DONYCKAETCA MHCTHTL BPYUHYIO TOALXO NpH
HEJIOCTYTIHOCTH MOlote-Ae3HHGHIHPYIOMErDd 000pyA0BaRKA.

a. Tware R0 NPOMORTE AOTOK VIS XPAREHAN APETH H HACTPYMEHTOB AAN APCAA NoA cTpycH xoxoxwoit (10—
22 °C) poaonposoaiol Boap, YTO0N YAANHTS BHANMbIS 3ATPAIHCHHA.

b. Hcnoneayiite mieTky ¢ msarkoll IeTHHON MIK YHCTYSO TXaHb, WTO0L OfCruNTL yAANCHHS 3arpAsAcHmil
BOKPYT Aepakareneli, pyyex.

d. OcoGentoe BHEMaHUE yaenafite GopoaaxaM W APYTHM TPYAHEIM JIK OHHCTKI YHACTRAM.

¢. BHHMATEIBHO OCMOTPHTE NOTOK /IR XPAHCHHS JPCAH B HHCTPYMCHTOS R4 ADEAK, B TOM YRCIE PySXH Ans
NIEPEHOCKH, IPOKAAIKH, OAOCTH, YTOGH YOSAHTECS B OTCYTCTBME BHAHMAX JarpastHeHHi.
2. MoaroTossTe KOHIEHTPHPOBAHHOE (JepMEHTATABHOE MOIOUIEE CPEACTBO C Helitpanbuiid pH Steris Prolystica
2x.
a. [IpuroToBsTe epMEHTATHBHOE MOJOIIEE CPEACTEO B COOTBETCTBUM C PEKOMCHAANKAMKE NPOKIBOANTENS — 1,0
MA/N OpH Temnepatype 23 °C — aubO HCTONB3YHTE JKBHBANCHTHOC Motollee cpeitctno ¢ Heltrpanthst pH »
COOTBETCTBHH € PEKOMCHIALKAMH TPOHIBOHTEIA.

b. MorpyarTe NOTOK NN XPAHEHHA APENE H HUCTPYMCHTOR ANA APCIH B NPUTOTOBICRHOS PEPMERTATHBHOS
Mololee CPEACTRO, NOABKraRTE AOTOK W 3AMOUNTE He MeHee Yen HA 10 MmyT.
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3. TIATEALHO OMHCTHTE IOTOK VIR XPAHEHUA APEH M HHCTPYMEHTOB /IS APCAM.

a. ORcTHTE INETKOH ¢ MATKOH WETHROM BHEIHIOK HOBEPXHOCTD JOTKA LT XPAHCHHAS APEH B HECTPYMCHTOB
JAA ApEnH.

b. Yaensaiite ocofoc Bunamanne SOpoiaxam, 3MEAKAM % APYTHM TPYAHBIM IR OYHCTKA YIRCTRAM YCTPOHCTES,
YTOOK YAANKTE BCE BRIMMEC 38MPAIHCHNS.
4. Iocne 3aMaYHBAHAN TIIATEARHO NPOMORTE ROTOK U XPAHCHKA APEAH H HECTPYMEHTOR AfA APeTH RoA cIpych
Terolt (23-43 °C) poaonpoBoAHOH BOAL! B TEHEHNE MHHHEMYM | MAEHYTH, u4TO0S YRANHTL OCTATKE MOWICTO
CpeacTBa.

a. ITposmolite AOTOK A5 XPAHEHNT APEAH H HECIPYMEHTOB ANA APCAR,

b. B xauecTse BCNOMOTaT&RLHONO CPEACTRA NPH NPOMBIBKE HCMOAL3IYHTE mMNpHY.
5. Tlocne npoMuinkl Temnolf sBoponposontolt bonoli TIATEARHO NPOMOHTE JOTOK AAA XPAHCHHA APEAR W
HHCTPYMEHTOR JNS APETH OTRIEHRON (ReORHIBUKESH, OGPATHEIM OCMOCOM HITH IXBHBAICHTHEIN METOL0M) BozoH
xoMHaTHON Teuneparyphi (25 °C) B Teuennme MuuHMyN 30 cexysif,
Ipumexanse. [Tocne oYRCTKE OCMOTPHTE BCE YACTE NOTKR RS XPAHCHHA ADSIH B HHCTPYMCHTOB A4S APEAY ANK
OLICHKH HX YHCTOTEL, ECAM OCTARNCS BHHMEIC 3ArPAIHEHNA, TOBTOPETE OUHCTEY.
6. Jlocyxa NpOTpHTE ROTOK AN XPAHCHHUR JPCIH M HHCTPYMEHTOB AR AP YncTol Geapopcopoli canderxoll/

Instrument Cases:
1. Manually clean instrument tray only when a washer-disinfector is not avatlable.

a. Thoroughly rinse instrument tray under cold running tap water (10 - 22°C/ 50 - 72°F) to remove any visible
soil.

b. Use a soft-bristled brush or clean cloth to aid soil removal around brackets, handles.

d Give particular attention to crevices and other areas that present a challenge to cleaning.

. Carefully inspect instrument tray, including the handles, gaskets, and cavities, to ensure all visible soil is
removed,

2. Prepare neutral enzymatic cleaner Steris Prolystica 2x Concentrate,

a. Prepare the enzymatic cleaner following the manufacturer's recommendations of 1.0mi/L (1/8 oz/gallon) ata
temperature of 23°C (73°F) or use an equivalent neutral pH cleaner following that mamufacturer’s
recommendations.

b. Immerse Instrument tray in ihe prepared enzymatic cleaner, actuate the iray and allow it to soak for a
minimum of 10 minutes.

3. Thoroughly clean instrument tray.

a. Use a sofi-bristled brush for the outer portion of instrument tray.

b. Pay particular attention to crevices, latches, and other hard-toclean areas to remave all visible soil.

4. After soaking. thoroughly rinse instrument tray under warm (23 - 43°C / 73 - 109°F) running tap water for a
minipum of | minute to remove all residual cleaner.

a Rinse instrument iray.

b. Use a syringe to aid in rinsing.

5. Following the warm tap water rinse, thoroughly rinse instrument tray in room temperaiure 25°C (77°F) purified
water (deionized, reverse osmosis, or equivalent) water for a minimum of 30 seconds.

Note: Afier cleaning, visually examine all parts of instrument tray for cleanliness. If visible soil remains, repeat
cleaning.

6. Dry the instrument tray with a clean, lint-free towel.
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|_Disinfection

No particular requirements

Cymixa/
Drying

TNpn reobxoxumocTH BHTPHTE YCTPOHCTBA Aocyxa uKcTol Geamopcosoii canjerxolt. Ocofle RHCTPYXUAH N0
CY1like MOTOPE APENH, JOTKA ANA XPAHEHHN ADSTH R HACTPYMEHTOS AAR APLTH CM. B COOTBETCTBYIONIMX PAINEAAX,
TOCBNUCHHRIX OYHCTKE/

If necessary. dry the devices with a clean, lint-free towel. Refer to the motor, attachment/tube, instrument tray
cleaning sections on specific drying instructions.

Texmuweckoe
ofcayxuBanue, ocMOTP
R mpoBepka/
Maintenance, inspection,
and testing

3anpemaerca oSpabaThiBaTs AR NOBTOPHOTO HCHOARIOBAHMX YCTPORCTBA ¢ SBHHIMH DOBPCRACHHAMH AHGO
xopposneti. ix cneayer sepHyTs B konnanRio Medtronic i mpopeacHus cepBHCHONO OSCAYXABAHAS.

Tlocre oqHCTXH OCMOTPHTE 0GpabotaHibie NOBTOPHO ycTpolicTea. OCMOTP ClGAyeT MPOBOINTE B YCNOBHAX
aocrarounol ocsemeunoctd. Ommwueckoe yseawvenue He Tpefyercs. IlepeuncCNeHELC HKEXE NPESHAKM
YXEIHBAIOT, 110 CPOK CAYXGH yCTpolicTRA SAKEHTHRACTCA,

s cooSpakennti SesonacHocTs W 3aBTH Oxpyatoutell cpeat xomMnatua Medtronic NpOCHT BOIBPAINATL Apens
1O 33BEPIICHKH CPOKA CAYX0b! A8 #X HaRaCwacH yTRINSAUMH,

* SIBHLIC TIOBPEADCHHL HAR KOPPOSHA.

* Pasneaanns, TPEIRAB, MONTOMEHR NHO0 HCKPUBICHHE,

« HeqRTaeMuIc NA3CPHLIC H MPOYHE NPaBHpodKi/MapKHPOBKH,

* ObecuneqnBanBe, KOPPOIUN, NATHA H PAABIHHA.

» Heporuo paGoTwomue 1wGo 398a300UAe MEXAHHINGL, ITO NOBOPHT O BERLO/E M3 CTPOA YILAOTHHTEALHEIX KON
KPYTAOTO CeueHHK JKG0 NOBPLXASHHH BHYTPEHEHX KOMITOHCHTOB, HANPHMCD ANCMCHTOR XOUIBILA PETyAHPOBKE
JUIRHE BHCTYRIOUISH YacTH, 3aI0PROTO XORBIRA WK BTY0K/

Do not reprocess for surgical use a device that has obvious damage or corrosion. Retwrn 1o Medironic for service,
Visually inspect the reprocessed devices following cleaning. Inspection should be performed with adequate lighting.
Magnification is not required, 4 device that shows or exhibits the properties listed below Is at the end of its usefi
life. Due to sqfety and environmental concerns, Medtronic requests the return of electric high-speed motars for
praoper disposal at the end of the product’s useful life.

« Obvious damage or corrosion

* Pitting, cracks, fractures, or bending

o lllegible laser etchings, engravings, and other markings

« Discoloration, corrosion, stains or rust.

* Mechanisms that are rough or stuck These are indications of bad O-rings, or damaged internal components for
example, variable exposure collars, tool lock coilar, and sleeves.

VYoaxosxa/
Packaging

Tipexywpexncnun/;

« TIPH BHINOAHCHHN LUKNA CTCPHIALMH HE KAATATS B JIOTOK 29 XPEHEHH APEAH M RHCTPYMEHTOB AL MOTOpa
Apenn Gonee opnoli apean.

« JloTox AAn XpaReHus APEIA H RHCTPYMEHTOR IS APETH UPSTHASHAYEHA TOALKO ALN NPOBEACHHA CTCPHIH3ALNY.
Ycrpolicrsa cucremut ENT MRS seolxoaamoe OUFINATE OTACABHD OT ROTKOR/

Warnings:

* Do not load more than one ENT MR8 motor inside the instrument tray per sterilization cycle.

* Use the instrument tray for sterilization only. The ENT MR8 system devices must be cleaned separate from the
frays.

BoiMoxuas ynaxosxa/
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1. Ycrpoiicrea MOXHO CTEPRIMIOBAT: B OGEPHYTOM JOTKE NN XPAHCHHA APC/TH M HHCTPYMEHTOR ALS APEH.
JloTox nn XpaHeHHA ApeAH H HHCTPYMCHTOB AN APENA A0MkeH GhiTh 0GepHYT ARYMS CACAME OXHOCAOHHOH
nonunponunesosol oSep1xi No METOY NOCACIOBATENLHEL KOHECPTOB.

There are options available for packaging:
1. Devices may be sterilized using a wrapped instrument tray. The instrument tray should be wrapped with two

layers of 1-ply polypropylene wrap using a sequential envelope technigue.

JloTox Ang xpaEesNE APeIN B RNCTPYMEATOS AN APEAN:
1. OcMoTpiTe yxajanmwe RIDKS KOMIOHCHTH NCPSA KaXALIM IHKAOM CTCPHAH3ALNH. Y A0CTOREPETECH, TTO B
KOPITYCe OTKA HET TPEWHE M PASPEIBOB B HTO CHINKOHOBLIC AcpaarenH (puc. 16) ne nospexaecHu.

T

2. PaaNecTHTE ONHIICHAKC YCTPOHCTBE B CHINKOHOBMX Acpxarensx A0Txa. Ha AHO NoTxa HAHCCEHH KOHTYDH,
TIOKAILIBAIOMLHE, KAXHE YCTPOHiCTEA MOMCIIMOTCH B IOTKE.

3. Hocanky ¢ BOSMONHOCTHI) YAAHHEHHA CRCHYCT PACTIONAraT: B AOTKC, wT0OM TpyGxa OLNa BLABHHYTA
nonroctsio (pac. 17-1).

4, TTonoxuTe MOTOP APSAH B ROTOK AN XPAHCHAN APEAR ¥ AHCTPYMCHTOB 414 JPE/H, XAk NOK33AH0 HA pAC. 17-2.
5. 3axpoliTe NOTOK A% XPAHCHHS APCITH ¥ HHCTPYMEHTOB IS APSIH KPLIIXOH/

1. Inspect the following components before each sterilization cycle. Make sure the instrumient tray does not have
cracks or tears and that the silicone brackets (Figure 16) are not damaged.

2. Arrange the cleaned devices in the instrument tray’s silicone brackets. The instrument tray includes printed
outlines as a guide for the devices that fit within the tray.

3. Variable exposure attachments must be placed in the instrument tray with their tube in the fully extended position
(Figure 17-1).

4. Place the motor inside the instrument tray as shown in Figure 17-2.

J. Clase the instrument tray with the lid.
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F JIOTOK ARK XPANEHIN APEAN N FIHCTPFMCETIS
ARN IPEAE C RICAAXIMN € BOIMOENOTTLI

yanmuenus

1~ HECARIE ¢ SOIMCAHOCTLD YA &
RORMOCT suryeyTedl TpySuol

BapsauT 1: o6epunTe N0TOK AN IPARCHNSA APEAR B WHCTPYMERTOB AH APEAH 409 CTEPRARIANRE:

+ [lonszopareny o6xiHL BCMONE3DBATE  TOARKO  RONQAHHTEABHWE NPHHAMCGKHOCTH  (Hampumep,
crepuarsannonnnit ofcprounnil MaTepHan, XHMANSCKRE BHAMKATOPH H OHONOIHYECKHAEe KWHARKATOPM),
onobpennsie Food and Drug Administration (YnpangeHwe no XOHTPOMO 32 MHINCAKMM NPOAYKTAMY M
JexapcreenMbiNK  cpeacteaMH ClLIIA) anx npumenenus B MeaHumucxux yupexnemmax B CIIA w ma
NOIXORTPONLHEX TCPPHTOPHAX H COOTBCTCTRYIOIOME YTREPAACHHNM BAPDAMCTPAM CTCPHINIMIKH, YKAJAHHKM B
DAHHOHR HHCTPYKUMH IO MpUMeHSHAIO, ANGo coorsercrayiommpe TpeGosarmm EN 1SO 11607 ana npumcacrnsx 8
MEIATHECKMX yHupesacHuax 3a npegenamu ClIA W HOAXOHTPOASHEIX TeppHTOpHil. TAKXHE NPHHARNCAHOCTH
AO/DKHE! HMETH COOTBETCTRYIOULYIO MAPKHPOBKY.

¢ Jlotox poAmen Guith 0GepHYT ABYMN CIOAME ofHocnolinoll moannponmcroBol ofepTxH mo MerToxy
ACCACAOBATENBHLIX ROHBEPTOB/

Opiion 1: Wrap the instrument tray for sterilization:

« The user facility is respansible for using only accessories (such as sterilization wraps, chemical indicators, and
biological indicators) that are cleared and labeled for the validated sterilization parameters specified in this
Instructions for Use by the Food and Drug Administration for medical facilities in the US.A. and its territories, or
conform to EN ISO 11607 for medical facilities oside of the U.S.A. and its territories,

+ The instrument iray should be wrapped with twa layers of 1-ply polypropylene wrap using a sequential envelope
technique. For use in the USA, an FDA-cleared wrap should be used.

Crepaamsauns/
Sterilization

Ipeaympexnennn:
* 3anpemactca 3aNycKaTh MOTOP APETH HEMOCPEACTBEHAO MocRe o0paGotky B astoxnase. Ilocne naposolt

CTEPHAH3AMHH HEOOXOZHNMO A8TH zc_'tmﬂcrm OCTMTS B TCUEHHE ROCTATOMHONO BPEMEHM,
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* 3anpemacTcA CTCPHAHIOBATL M NPHMCHATL NPH ONCPAUMAX NoOeic YCTPOHCTBA, KOTOPGiE ME BEICNSANT
NOMHOCTRIO HHCTHMH. Ecan Ha 060py20BAHKR 3AMCTHM SAIPASHEHHS, nosTopiTe obpaloTky HauMHas ¢ JTana
«[Toarorosxa x OHHCTKES.

+ JIoTOK 118 XpaHERHS APERH H HHCTPYMEHTOB ANd APENN IPEAHATHAYCH TOALKO NN MPOBEREHHS CTEPHINZAUNH,
Yerpoiicrsa cictemsl ENT MR8 HeofxoaMM0 0THIRATE OTACTKEHO OT JIOTKOR,

+ Bes npeasapHTeILHON OMNCTKE B 00e33apaxHBanKa HEBOIMOXHO ofccnewmms meoSxoamumuil SAL (Sterility
Assurance Level — rapanTHpobaHHEIR ypoBesE CTCPHALHOCTH) YCTpolicTs/

Warnings:

* Do not attempt 10 run the ENT MR8 motor immediately gfter autoclaving. Allow an adequate cooling period after
steam sterilization.

* Do not sterilize and supply for surgical use any device that is not visibly clean and free of porticulates. If
particulates are present, repeat reprocessing, starting with the Preparation for Cleaning step.

» Use the instrument tray for sterilization only. The ENT MRS system devices must be cleaned separate from the
trays.

. ices cannot be sierilized to an adeguate Sterility Assurance Level (SAL) without prior cleaning and
decontamination.

ITpenocrepexenun:

* JanpemaeTca CTEPHIHI0BATH yeTpolicTea npH Yemneparype sume 137 °C. Boaselicraue temuneparypu sume 137
°C MOXET YXYIUWIHTS paGoyte XAPaKTEPHCTHKH YCTpoHcTsa 8 CHISHTS H)GEKTHBHOCTE UHKAA CYEPHIINIAIIMN,

+ H3-3a HEOAMHAKOBHIX NAPAMETPOB PaloTH CTEPHAHIATOPOR M PPCXTHBHOCTH OUHCTKH BCC YKAIAHHEHC
NAPAMETPH (TEMNEPATtYPA, BPEMA ¥ T. ) AOMKHb! GbiTh BATHARPOBANH NTHUAMH, NPOmEMNHMK oSyHeHne B yike
DPOBOSHBIIHMH CTEPHAKIAILKIO.

OTBCTCTBEHHOCTD 38 OTKAOHCHHS OT PCKOMCHIAOBAHHLIX CTCPHAHILMOHMEIX NPOLECCOB HECET YUPEKACHHE-
axcnayarasT/

Cautlons:

* Do not expose these devices to sterilization temperatures greater than 137°C (279°F). Exposure 1o temperatures
greater than 137°C (279°F) may impact the performance of the device and also the efficacy of the sterilization
oycle.

* Because of the variability in cleaning efficiencies and sterilizer operating parameters, all given parameters
(temperature, time, eicetera} shouid be validated by persons who have training and expertise in sterilization
processes. Deviation from the recommended sterilization processes Is at the risk of the user facility.

Tipaseasans:

* HanoxeHHKE HHCTPYXIHH YTBCPAACHE MPORIBOANTEACM B KauecTee MPOLEAYP, AOCTATOMMBIX ANIS TOATOTOBKH
HIACTHA K MOBTOPHOMY HCIOMB30BANMIO. OTBETCTBCHHOCTE 32 (AKTHYCCKOS OCYINECTBACHHE NOBTOPHOM
olpalorxy ¢ HCOALIOBAHKMEM OGOPYNOBAHMA K MATCPMANOB W MPMBACHORHEM fepconans ofpalarmBaoiiero
TPSANPHATHY, a TaKke ofecneucune TpeGyeMono pesynnTaTa Hecer oSpaSamnipatoinee auie, O6urito A4 sTOr0
TPeGyeTCA BAIHABINA H NNAHOSHI KOHTPONS IIPONECCs.

« 3arpysure KOMNOHEHTL B CTEPHANIATOP, COOMOAY NPOUCAYPH H XOHOHIYPALMK 3ATPY3IKE, PEKOMEHAOBANNLIE
BPOUIBOANTENCN CTCPRIHIRTOPA.
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*» JlaHHbie #HCTPYKUKY NO CTCPHUAKIALHH ObiNH BAAHORPOBEHN B3 COOTBETCTEHE TAPAHTHPOBANHOMY YPOBHIO
creprmsHOCTH 1075,

* PexoMenxyeMbie NapaMeTpel CTCPHIHIALNY ACHCTBRTCALHE TOVIEKO JUIX 00opyAosanns ¢ mapkuposxoi CE, ana
KOTOPOTO BRINoANsIoTCA HeobXxoanmbie rexoficnyxupatine ¥ karnSporxa.

* Crepransyiompuit nap AomkeH NPOUIBOAMTLCA B3 BOXEL, M3 KOTOPOH GLUTH yAancHH TBEPAME PACTBOPSHHEIS
BEICCTHA, NPOXOAHTE FHILTPAIMIO I YARRCHUS SarPASMAIONIHX BEIICCTS M KANCAL BOAM H NOCTARIATLCA NO
TpyOaM 6e2 TynHKoBLIX BeTBeH # NPOUMX YIACTEOB 34CTOL, TAC BOSMOKHO CKOUIEHHE SaTPAIHAOMNX BEHMIECTS,
HachiuenHocTs napa A0MKHA NPEBLILATS 97 %/

Notes:
» The instructions provided have been validated by the mamyfacturer as being capable of preparing the product for
reuse. It remains the responsibility of the processor 1o ensure that the reprocessing as actually performed, using
equipment, materials, and personnel in the reprocessing facility achieves the desired result. This normally requires
validation and routine monitoring of the process.
* Load the parts iro the sterilizer by following the sterilizer mamyfacturer’s recommended loading procedures and
load configurations.
« These sterilization instructions have been validated to a sterility assurance level of 10°.
» The recommended sterilization parameters are only valid with CE-marked equipment that is properly maintained
and calibrated.
* Steam for sterilization should be generated from water that has been treated to remove total dissolved solids,
Jiltered to remove contaminants and water droplets, and supplied via piping withowt deadlegs or other stagnant
zones where contamination might collect. Steam saturation should be greater than 97%.

i{men/ Cycle Temneparypa/ Bpesn sosxeiterean/ | MEnwmannoe BpeMs
Temperature Exposure time cymxu®*/
Minimum dry time®

3a npepenamn CUHIA — mapaMeTpia NERIa Saposoll CTEPUINIAMAN ¢ EPELABADMTENLHMM
BAKYYMNDOBRNMEM (ANRAMUTCCKNM YAANCHNEM BOIAYIA) ATH MEANMNHCKNY Yapexacnuil/
Outside the U.S.A. - sterilization prevacuum ic-gir-re, steam cycle for medical facilities
[peapapHTeABHOC 134°C
BAKYyMNpOBaHHe/
Prevacuum
*MUHUMANLHOC BPEMA CYIIKA BANMAHPOBANOCH HA CTEPHAN3ATOpaxX ¢ dymamell saxyymsoH cymxu. 1{mxast
CYLIKH C HCMORLIOBAHHEM SCTECTREHHOIO ATMOCHEPHOTO ZABNISHAR MOTYT JAHTACA JORbIRES/
SMinimum dry limes were validated using sterilizers having vacium drying capabilities. Drying cycles using

lambient atmospheric pressures may require more time.

18 mun (18:00) 25 mum (25:00)/
18 minutes (18:00) 25 minutes (25:00)

Xpancane/
Storage

Ycrpolictso caeayer ouHINaTh B Te4eHHE 30 MHHYT NOCIHC HCMOAL30BAHHA, STOOH SAIPAIHCHHWA HC YCUCAN
fIPHCOXHYTh. 3anpeIaeTcs RAACTGL 3ACPAIHEHHLIC WACTPYMCHTS! B MOANONKKY Ans morxa. Tpancmoprupyiite
HCNOMLIOBAHREIE YCTPOHCTRA B OTACTLHOM koHTelHepe. ECIN nemeanernas 06paborxa ycTpolcTna HEBOINOENS,
XPEHKTE €0 BO BEAKKOM COCTOSHHM NIPH TPAHCTIOPTHPOBKE. Pexomenayerca norTopro o0padaTuisars yerpolicrsa
KBK MOMHO CKOpee NoCHe Henoulb3oBakua. Yrola npoanuts cpok cayx6et ycTpolicTaa, NPpoROIHTE NOSTOPHYIO
oGpaboTRy Ccpaly NOCNE MCNOABIOBAHMA. BhiCymennuli MOTOX XPAaHMTC B CyXOM MPOXNAAHOM MCCTE OpH
KoMHaTHOH Temuepatype. Crepuabiiie YCTPOHCTEA NONXHL XPAHATHLCH B YCIOBHMAX, He JOTYCKAMMMX
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MOBPEANCHHA CTePRALHOH YNAKOBKH.

Ycnopua Xpanenus:

Tewmmeparypa 15°C -30°C
OtHocuTeasHas saaxuocts 10-80%
Araocheproe aasnewne  50-106 x[a

/

Devices should be cleaned within 30 minutes of use to limit fixation of contaminants. Do not place soiled
instruments into the instrument case. Transport used devices in a separate container. If the device cannot be
reprocessed immediately, keep the device moist during transport. It is recommended that devices are reprocessed
as soon as is practical following use. To prolong the life of the device, reprocess immediately after use.

Make sure that the container is dry before storage, and stored in cool, dry conditions at ambient room temperature.

Storage conditions:

Temperature 15°C - 30°C
Relative humidity 10-80%
Atmospheric pressure 50-106 kPa

Store sterile devices in such a way that the sterile package is not compromised.

Morop nmpenn xupyprutecxofi BsicokockopoctHolt ENT MRS
NpeAHasHaYeH IA HCMOMBIOBAHAA ¢ Y HMBCPCANLHOM! KoHCOMRO IPC
INS  YNPaBNCHHE  MEXAHWIHPOBAHHBIMU  XHPYPrHUECKHMH

ENT MRS electric motor is indicated for use with Integrated Power
Console (IPC) System (RC M OC3 2011/09133) that has software
version V2,7.3.0 or later.

HACHTUGHKAUHN HEcTpyMeHTaMu (PY Ne ©C3 2011/09133) (aanee no texctry — IPC) | The ENT MR8 electric motor can be controlled by using the FCU
MeAHUNHCKHX ¢ TPOrpaMMHLIM OGECTICICHHEM BEPCHH He Hixe V2.7.3.0. {RC Ne ©C3 2011/09133).

maneanih ¢ uneanto | Motop apenu xmpypradeckod BeicokockopoctHoii ENT MRS | The attachments for the motor of the surgical high-speed ENT MR8
DONY9SeHHS YIpaBASETCK NOCPEACTBOM Neaany MHorodyHximonanshoft (PY Ne | drill are compatible with the motor of the surgical high-speed ENT
Geszomacuoh @®C3 2011/09133), MRS drill {(during registration). Compatible burs (Round bur, models
soMOHHR NN, H | C moropom npesmu xupypruveckoii Bsicoxockopocthoil ENT MR8 | 1847B60SCF, 1847BSOSCF, 1847B40SCF, 1847B30SCF,
mppopManEn 00 | COBMECTHMBI HacaZKd JUIA  MOTOpa ApenH Xxupyprmdecxolf | 1847B25SCF, 1847B20SCF, 1847BISSCF, 1847B15SCF,
HIBECTHMYX ssicoxkockopoctHoli ENT MR8 (8 npomecce perucrpaumw). | 1847B10SCF, 1847B35LCF, 1847B30LCF, 1847B25LCF,
orpaunvuennax no | Copmecrnmuie Gopul (Bop xpymmmii, monema 1847B60SCF, | 1847BI1SLCF, 1847BIOLCF, 1847B80SCT, 1847B70SCT,
COBMECTHOMY 1847BSOSCF, 1847B40SCF, 1847B30SCF, 1847B2SSCF, | 1847B60OSCT, 1847BSOSCT, 1847B40SCT, 1847B35SCT,
HCMOAL30BSHIHIO 1847B20SCF, 1847BISSCF, 1847B10SCF, [1847B35LCF, | 1847B30SCT, 1847B25SCT, 1847B20SCT, 1847B15SCT,
MeAHIHHCKEX 1847B30LCF, 1847B25LCF, 1847B20LCF, 1847BISLCF, | 1847B10SCT, 1847B35LCT, 1847B30LCT, 1847B2SLCT,
HyTeAni (ann | 18347BI1OLCF, 1847B80SCT, 1847B70SCT, 1847B60SCT, | 1847B20LCT, 1847BISLCT, 1847BIOLCT, 1847BOSLCT,
MEIRUHHCKNX 1847BSOSCT, 1847B40SCT, 1847B35SCT, 1847B30SCT, | 1847B80SCC, 1847B70SCC, 1847B60SCC, 1847B5S0SCC,
manenuit, 1847B25SCT, 1847B20SCT, 1847B15SCT, 1847B10SCT, | 1847B50SCC, 1847B40SCC, 1847B30SCC, 1847B20SCC,
npeannsuavennnix | 1847B3SLCT, 1847B30LCT, 1847B2SLCT, 1847B20LCT, | 1847BI0SCC, 1347B60SDF, 1847BS0SDF, 1847B40SDF,
aAs 1847BISLCT, 1847BIOLCT, 1847BOSLCT, 1847B80SCC, | 1347B30SDF, 1847B25SDF, 1847B20SDF, 1847B15SDF,
HCIIOAB3OBAHNS 1847B70SCC, 1847B60SCC, 1847BSOSCC, 1847B40SCC, | 1347B10SDF, 1847BS0LDF, 1847B40LDF, 1847B30LDF,
BmecTe ¢ apyrwmu | 1847B30SCC, 1847B20SCC, 1847B10SCC, 1847BGOSDF, | (847B25SLDF, 1847B20LDF, 1847BISLDF, 1847BI0LDF,
MEARIHHCKHMH 1847B5S0SDF,  1347B40SDF, 1847B30SDF, 1847B25SDF, | 1847B30SDM, 1847B70SDM, 1847B60SDM, 1847B50SDM,
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nxneauaMn & (man) | 1847B20SDF, 1847BISSDF, 1847B10SDF, 1847BSOLDF, | 1847B40SDM, 1847B35SDM, 1847B30SDM, 1847B25SDM,
npasaanexnocTsm | 1847B40LDF, 1847B30LDF, 1847B2SLDF, 1847B20LDF, | 1847B20SDM, 1847B15SDM, 1847B10SDM, 1847B40LDM,
() 1847B15LDF, 1847BIOLDF, 1847B80SDM, 1847B70SDM, | 1847B35LDM, 1847B30LDM. 1847B25LDM, 1847B20LDM,
Information 1847B60SDM, 1847BS0SDM, 1847B40SDM, 1847B35SDM, | 1847B1SLDM, 1847B12LDM, 1847B10LDM, 1847BOSLDM,
necessary to identify | 1347B30SDM, 1847B25SDM, 1847B20SDM, 1847B15SDM, | 1847B06LDM, 1847B70SDC, 1847B60SDC, 1847B50SDC,
medical devices in | 1847B10SDM, 1847B40LDM, 1847B35LDM, 1847B30LDM, | 1847B40SDC, 1847B30SDC, 1847B25SDC, 1847B20SDC,
order to obtain a safe | 1847B25LDM, 1847B20LDM, 1847BI1SLDM, 1847B12LDM, | 1847B15SDC, 1847B10SDC, 1847BA0LDC, 1847B35LDC,
combination, and | 1847B10LDM, 1847BOSLDM, 1847BO6LDM, 1847B70SDC, { 1847B30LDC, 1847B20LDC, 1847B1SLDC, 1847B10LDC,
information  about | 1847B60SDC, 1847B50SDC, 1847B40SDC, 1847B30SDC, | 1847B60SDX, 1847B50SDX, 1847B40SDX, RC RZN 2017/6124)
known restrictions | 1847B25SDC, 1847B20SDC, 1847B15SDC, 1847B10SDC, | are put on the drill motor through the appropriate attachment.
on the sharing of | 1847B40LDC, 1847B35LDC, 1847B30LDC, 1847B20LDC, | Competible burs (Clearview round arc bur, models: 1847CVI0SCT,
medical devices 1847B1SLDC, 1847BIOLDC, 1847B60SDX, 1847B50SDX, | 1847CV1SSCT, 1847CV20SCT, 1847CV30SCT, 1847CV40SCT,
1847B40SDX, PY P3H 2017/6124) nanesaiorca Ha Morop apenu | 1847CVIOLCT, 1847CVISLCT, 1847CV20LCT, 1847CV30LCT,
Yepes COOTRETCTBYIOLIYIO HacaaKy. 1847CV40LCT, 1847CVO5SDF, 1847CVO08SDF, 1847CVI0SDF ,
Coemecumnie Gopsi (Bop kpyrmmit myrooSpasemit Clearview, | 1847CVI12SDF, 1847CV1SSDF, 1847CV20SDF, 1847CV30SDF,
mopeny:  1847CVIOSCT, 1B47CVISSCT, 1847CV20SCT, | 1847CV40SDF, 1847CVIOLDF, 1847CV20LDF, 1847CV30LDF,
1847CV30SCT, 1847CV40SCT, 1847CVIOLCT, 1847CVISLCT, | 1847CV4O0LDF, 1847CV20SDC, 1847CV30SDC, 1847CV40SDC,
1847CV20LCT, 1847CV30LCT, 1847CV40LCT, 1847CVOSSDF, | 1847CV20LDC, 1847CV30LDC, 1847CV40LDC, RC RZN
1847CVO8SDF, 1847CV10SDF, 1847CV12SDF, 1847CV15SDF, | 2017/6124) are used with a drill motor without additional
1847CV20SDF, 1847CV30SDF, 1847CV40SDF, 1847CVIOLDF, { attachments.
1847CV20LDF, 1847CV30LDF, 1847CV40LDF, 1847CV20SDC,

1847CV30SDC, 1847CV40SDC, 1847CV20LDC, 18347CV30LDC,
18347CVA0LDC, PY P3H 2017/6124) ucnonk3yiorcs ¢ MOTOPOM

apeni 6e3 JONONMHHTENLHBIX HACATOK.

15. Hudopmanu
5 © NpApoae, THIC,
a Tacxe (npn
neobxonumMocTn) of
NHTCHCHBHOCTH H
pacnpeaeneHHn
HINYUeHH
(3NeKTPOMATHETHO
¢, HOHH3MpYIOee,
HHOE)
METHIHHCKOro
HAIEARS H ciiocobax
3AmMHTHI
norpebureneilt. w
TPCTBAX AHU  OT
HenpesHAMepeHHOT

Cu.n. 16 mn. 8)

He rrocure MoTop Apein ENT MR8 B MaruwTHBIC nonA, HanpuMep
B MONA MATHHTHHX canderox u MPT-obopynosamus, wrobn
NPEIOTEPATHTS CAydaliHoe BKIIOUCHHE HpesiH.

Cucrema ENT MR8 coorsercrsyer TpefopatuaM cTaHmapTa
6caonacnocte IEC/EN  60601-1-2, pem. 3.0 u pen 4.0,

ONHCHEBAIOMErO TPeGOBAHAS K 3NEKTPOMATHATHOR COBMECTHMOCTH
(OMC) % ee ucnumauus. Ho ecnu namsoe ofopynopanne
IKCTUTYATHPYETCA B IPACYTCTEHH HNEKTPOMATHHTHBIX noMeX (SMIT)
BLICOKOIO YPOBHX WK BEICOKOTYBCTBRTCNLHONO 0GOpYAOBaHHS,
BO3MOXHO BO3HMKHOBEHWE NIOMEX, H HEOGXOAMMO NPCANTPAHATE BCE
HEOOXONMMMEIC MEDHI IO YMEHBUICHHIO TIOMEX WIH YCTPAHCHWIO WX
HCTOMHMKR. YXYAICHHE TEXHHYCCKHX XAPAKTCPHCTHE MOXET
YBEJIMYMTh JJiA NAUMEHTR BpEMN ONEpalyM, OPOBOAHMON mHOA
HapKO3IOM.

See.p. 16 pp. ©)

Do not place ENT MR8 motor in the proximity of a magnetic field,
such as magnetic drape or Magnetic Resonance Imaging (MRI)
equipment, to avoid inadvertent motor activation,

The ENT MRS system complies with [EC/EN60601-1-2, ed. 3.0 and
ed. 4.0 safety standard for electromagnetic compatibility (EMC),
requirements and test. However, if this equipment is operated in the
presence of high levels of electromagnetic interference (EMI) or
highly sensitive equipment, interference may be encountered, and the
user should take whatever steps are necessary to eliminate or reduce
the source of the interference. Diminished performance may lengthen
Medical electrical equipment needs special precautions regarding
EMC and needs to be installed and put into service according to the
EMC information provided in this system’s Instructions for Use.
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0 HMYUYCHHN B
npouecce
IKCAYATALHY
MEAHIHHCKOT O
H3geana (ecan
MCAHIWHCKOS
HiRenARe COINRET
onacubil HAR
TOTeRUNAILHO
onacHuMil yposens
HITySeHHRA nps
ACNOJb30BAHAH MO
RaIHAYCHEIO)
Information  about
the nature, type, as
well as the intensity
and distribution of
radiation
(electromagnetic,
ionizing, other) of a
medical device and
ways 1o  protect
consumers and third
parties from
unintertional
operation of a
medical device

Jing MeanumMHCKOrO 3nekrpoobopynosanua Tpelyiorea ocobuie
MEpH NPEAOCTOPOKHOCTH B OTHOMICHMH  3ICKTPOMATHHTHON
COBMECTHMOCTH. Ero HeoOxomMMo YCTAHABNHBATH W BBOAMTL B
IKCINYATAWNMO ¢ YueToM HupopMampm of WiexTpoMar#nTHolt
COBMECTHMOCTH, cofepixaleiics B HECTPYKIEH 1O NMPHMEHEHHIO
JaHHOH CHCTEMBI.

Ha pabory MEAHUMHCKOTG MEKTPOOGOPYAOBAHAA MOTYT RIHATS
TOPTATUBHALIE H HOABIOKHBEE PANHOIACTOTHHIC CPEACTRA CRI3N,
Paspewaerca HCTIVIB30BATH TONBKO AONOIHHTENLHBIC
NPHHAINICKHOCTH, YKasaHHBME H NpofaBaeMbie KOMRaHneH
Medtronic. B npoTUBHOM CTyv2e BO3MOXHO MOBHIICHHE I3NYICHHS
H CHIDKeHWE  YCTOHMMBOCTE  JaHHOTO  YycTpolictBa K
WIEKTPOMATrHRTHRIM HOMEXaM.

Portable and mobile radio frequency (RF} communications
equipment can affect medical electrical equipinent.

Use of accessories other than those specified and sold by Medtronic
may result in increased emissions and decreased EM immunity of this
unit.

16. Hudopmana
] o Mepax
OPEAOCTOPORHOCTH
NIpeANPHHHMAEMLIX
B cayuse:/
Information on
precautions taken in
the event of

a) Heucnpasuoc
TH MEABIHHECKOID

- PaGoratomtemy ¢ cmcremofi MRS xupypry neolxommmo
O3HAKOMMTECH C JAHHHIM PYKOBOACTBOM [0 3SKCIUTYSTRI[HH,

H3aeans, c6on B ero

- The MRS system operator must be familiar with this Instructions
for Use, the IPC User’s Guide, their precantions, procedures, and

PYKOBOACTBOM NONE30BaTens YhupepcamsHofi koncoms IPC
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pabore CF L
oTcaonennit B
PYHKUROHAPOBAHN

H, KOTOpSi€¢ MOTYT
BARATS Ha
GesonacaocTn
MCAHLHHCKOTO
H3OCeARA, B TOM
uncne
onpeAeaseMux 1o
BHEMHHM
npussaram/
Malfunctions of a
medical device,
malfunctions in its
operation or
deviations in
functioning that may
affect the safety of a
medical device,
including those
determined by
external signs

YIIpaBJieHUA MEXaHW3IHPOBAHHBIMH XHpYPTHICCKHMH
WHCTPYMEHTAMH H  CONCPXAIIMMHCA B HHMX  MEpaMH
NPEAOCTOPOKHOCTH, MPOLUSAYPAMH H CBSICHUAMHE NO BE30NACHOCTH.
- Cucremy MR8 u crasansioe ¢ Heli o0OpYNOBAHHE ROAHE
HCHONB30BATh TOMBKO  KBANKPUUMPOBAHHMC  MCOHUMHCKHE
paboTHHKH, NPOLIEAIHE BCECTOPOHHOS 00YUSHHE 1 UMEIOUTHE ONLIT
BHIIONIHCHHA ONCPalMi ¢ HCMOAL3OBAHHEM KOMIBHTEPHBIX
XUpyprudeckHx ciucreM Medtronic.

- Jlo 1 nocne HCHIONB30BAHMN CIICAYET OCMATPHEATH KOMMOHEHTH
Ha NpeAMeT NOBpeaicHAH. B ciytae obHapyweHna NOBPeAACHIS
3ANPEMIACTCA HCNOAB3OBATH BHIICANINA H3 CTPOA KOMIIOHEHT, IOKA
oH He GyJer oTpeMoHTHpOBaH KoMnanieH Medtronic HiH 3aMeHeH.
- He ncnonssyiire neperperoe yeTpolicTB0, MOCKONLKY 3T0 MOXET
DPHMBECTH K TEPMHUECKOMY OXOTY NALMEHTA HNH XHPYpra.

- HurencusHnie ©GoKoBEE HATPY3KH WHIH  JIBTENLHOCE
$yHKUMOHHPOBAHHE MOTYT NPHBECTH K MEperpesy ycTpolicrsa.

- 3anmpemaercds = MCOONG30BATE cHcreMy MRS Ges
COOTBETCTBYIOLICH OMMCTKH K CTEPH/IHIAIAHK.

- 3apmpemgeTc CHHMATH WHCTPYMCHT MUIA PAacCedCHMA WIH
Hacafixy BO Bpems paboThi MOTOpa, a TAKKE B Cyuae Neperpesa
MOTOpa WIH HACAJIKH, IOCKOIBKY 2TO HPEBATO NOTYICHHEM PBAHBIX
PaH OT ABKXYIIHXCA AeTANeH WHIA TepeHOCOM GONEe3HETBOPHBIX

CHCTCMEL, B IPOTHRHOM CITyuae ¢¢ pabouHe XapaKTePHCTHKH MOFYT
YXYOUIHTHCK.

- 3anpemaeTcs HCNONL30BaTh cHeremy MRS, ecnn Motop he
npexpamaer pafoTy mocie OTMyckaHWs HokEON nemamy/
PErYNRTOPa PyHHOIO.

- 3anmpewaerca samyckars MoTop MRS HeDmOCPEACTBEHHO TOCHE
obpaborkn B aproxnase. [locne mapoBol  crepunM3aLMK
HeOOX0AMMO OATH YCTPOHCTBAM OCTHITh B TEYCHHE AOCTATOYHOIO
BPEMEHH.

- He sHocure MoTop MR8 B MaruuTHbie NONA, HANPHMED B NIONN
MardKTHBIX canperok u MPT-06opyAoBanug, HTOOE: NPEAOTBPATHTE
cryyaiiHOe BRIIOYECHHE MOTOpA.

- TlpE NPOAOMKHTENEHOM MCHONE30BAHHH BO3MOXEH BHIXOA M3
CTPOS MOTOPa M HAcaloK, KOMIOHEHTHI KOTOPRIX MOIYT
OTCOCHHHTECA W YTIACTh, NPHYHHME TPARMY NAITHEHTY.

- The MRS system and its associated equipment should be used
only by qualified medical professionals who are thoroughly trained
and experienced in performing surgery with Medtronic computer-
assisted surgery systems.

- Always inspect the components before and after use for any
damage. If damage is observed, do not use damaged component until
it is repaired by Medtronic or replaced.

- Use adequate imrigation during dissection to prevent thermal
necrosis.

- Do not use an overheated device, as it may cause thermal injury
to the patient or operator.

- Heavy side loads and/or long operating periods may cause the
device to overheat.

- Do not use the MR8 system without proper cleaning and
sterilization.

- Do not attempt to remove a dissecting tool or attachment while
the motor is ruaning or when the motor or attachment is in an
overheated state to prevent laccration of the user and/or cross
contamination through a compromised glove.

- Do not modify any components of the system; performance could
be diminished.

- Do not use the MR8 system if the motor continues to run after
releasing the foot pedal or finger lever.

- Do not attempt to run the MR8 motors immediately after
autoclaving. Allow an adequate cooling period after steam
sterilization

- Do not place MR8 motor in the proximity of a magnetic field,
such as magnetic drape or Magnetic Resonance Imaging (MRI)
equipment, to avoid inadvertent motor activation.

= Motors and attachments may fail due to extended use resulting in
component(s) detaching and falling from the motor or attachment and
may cause patient injury.

- Do not use cables or power cables with cracks, tears, or corrosion.
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- 3anpemiaerc® HCNONLOBATE XabeNH, B TOM wWHcne Kabenu
TIHTaNNA, € TPEIHHAMN, CIIEAaME H3IHOCA HWIH KODPO3HH,

6) BoanelicTous na
$yHKUHOHHDOBARE
€  MENHIMACKOro
HIACAHN BHEIWHHX
$axropos,
CBA3AHHMIX ¢
OpHMeHeHHEM
MEARURHCKOTO
HINCANSE B
xoMOHBaHK ¢
ApyrAMu
MeAHIMHCKHM
MINCARAMHE H (1LIN)
ofopynonanues,
HIH TAKHX
MPEACKA3YEMbIX
daxropos, Kax
BHEMHAE

MK TPOMIATEETHRM
e moAn,
AEKTPOCTATHIECK
He PaR3pRILI,
RIAYIEAHE
(nexXTpOMArHNTHO
¢, HOHMIHpYIOUICe,
RHOE),

aTMoceproe
JABRJICHHE H €190
nepenaasl,
BALKHOCTE "
TeMIePATYpA

Bo3ayxa/

Effects of external
factors on the
functioning of a
medical device

- Hpu Hcnonp3oBaHMM BPAIAIOIMXCA  JONONHATENEHBX
NPAHALIEKHOCTEA ¢ npHBOROM cnedyer NpuberaTs K NOMOM
BHIyalmzalHH, B TOM WHCAE K CpEACTBAM (HOPMMPOBSHMA
1300pBKEHNA (HATIPHMEP, PEHTTCHOCKONMUH, HAOBHACOXHPYPrHH).
Tpa norepe BM3yanH3auMM ONCPAUMOHHOTD NONA paboTy ¢
NPHBOJHMIMH HHECTPYMEHTaMH HEOOX0AMMO NPEpBaTS.

- 3anpemaeTcs CHHMAThH HHCTPYMOHT /I PaCCeUCHAN WK
HacazKy BO BpeMa paboTnl MOTOpA, & TAKKE B CAyUa¢ Meperpesa
MOTOD& W1 HaCIKH, HOCKONGKY 3TO YPeBATO NOMYMCHHEM PBAHBIX
pan OT ABIKYHIXCA JAeTane H/HIH NEpPEHOCOM GONCIHETBOPHMX
OpraHHIMOB YEpe3 DOPBAHHYIO NEPUATKY.

- 3anpemaerca ucnomb3oBaTs cucreMy MRS, ecnn MoTop ue
npexpamiaer palory nocne OTMYCKAHMA HOXHOH  nepams/
PEryRaToOpa pyaHOro.

- 3anpeniacTcs NPHMEHATL TEKHE COYCTAHMA HACANKH H
HHCTDYMCHTA I/IA PACCCHCHHA, NPH KOTOPHIX HHCTPYMEHT IUIOXO
HACPAHTCA B Hacazxe nu6o Habmogaerca JpeamepHas BEGpaNNA,

- Cucrema MRS cooTeercTyeT TpeOOBaHMAM CTaHAapTa
GesonacHocth [EC/EN  60601-1-2, pen. 3.0 u pen. 4.0,
OIMMCHBAIOLIETO TPEGOBAHMA K 3NEKTPOMATHHUTHON COBMECTHMOCTH
(OMC) 1 ee nenurranns, Tem ne Menee, ecitn ganHoe 0fopynoBarse
IKCILTYSTHPYETCA B MpPACYTCTBEH 3/ICKTPOMATHUTHMX MOMEX
(OMII) BeicOKOTO YpPOBHE WIM  BHCOKOTYBCTBHTSIBHOIO
000pyn0oBaHHA, BOIMOKHO BOIHAKHOBEHHE MOMeX, H Heolxomumo
NPEAPHHATE Boe BEOOXOIHMMEIC MEPH TI0 YMCHBIICHHIO IOMEX HAK
YCTPAHCHMIO MX HCTOYHHKA. YXYHICHHE pafoanX XapaKTCpHCTHK
MOXKET YBEIHIMTH A1 MALMECHT: BPEMS ONEPAENH, POBOAKMOH 101
HAPKO3OM.

- Hnst  wmeammaHckoro anexTpoobopynopanus  TpefyioTcs
0COOBEE MEpBI NNPEACCTOPOAKHOCTH B OTHOICHHU 3NCKTPOMATHKTHOH | -
COBMECTUMOCTH. Ero HeoOXogHMO yCTAHARMMBATL M BBOAMTH B
IKCINMYATAWO € Y4eTOM HHpOpMAaIAE o0 3NEXTPOMArHHTHOH
COBMECTHMOCTH, COepaalleiicd B pyKOBOACTRE N0 KCILTYATAUMH
JaHHONK cHCTEMEI.

- Ha paGotry MeaHimiCKoro anexTrpoo0OpYHOBAHMA MOTYT
RIUHATL TOPTATHBHBIC H NOABIDKHBIC PATHOTACTOTHHIE CPEACTBA
CBA3MN.

Employ visualization, including the use of imaging
techmths (for example,ﬂuorosoopy image guided surgery), when
using rotating powered accessories. Discontinve the powered
application if visualization to the surgical site is lost.

- Do not attempt to remove a dissecting tool or attachment
while the motor i running or when the motor or attachment is in an
overheated state to prevent laceration of the user and/or cross
contamination through a compromised glove.

- Do niot use the MR8 system if the motor continues to run after
releasing the foot pedal or finger lever,

- Do not use an attachment and dissecting tool combination
that results in tool flail or excessive vibration.

- The MR8 system complies with [EC/EN60601-1-2, ed. 3.0
and ed. 4.0 safety standard for electromagnetic compatibility (EMC),
requirements and test. However, if this equipment is operated in the
presence of high levels of clectromagnetic interference (EMI) or
highly sensitive equipment, interference may be encountered, and the
user should take whatever steps are necessary to eliminate or reduce
the source of the interference. Diminished performance may lengthen
- Medical electrical equipment needs special precautions
regarding EMC and needs to be installed and put into service
according to the EMC information provided in this system’s
Instructions for Use.

- Portable and mobile radio frequency (RF) communications
equipment can affect medical electrical equipment.

- Use of accessories other than those specified and sold by
Medtronic may result in increased emissions and decreased EM

immunity of this unit.
Do not use metal-cutting attachment or tools to cut/resect
bone.

When using MR8 variable exposure attachments, surgeons
shauld become familiar with the perfonname of dissecting tools
before use and should explore the effect of various levels of tool
exposure on tool stability. If the tool exhibits excessive chatter,
vibration, or movement, decrease the tool exposure.’
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B) Pucka
3NEeKTPOMArHUTHbI
X NOMEeX,
C03aBaeMblX
MeANLUHCKUM
n3aenmem

ApYrnx
MeaMLMHCKMX

ans

- Pa3speLUaeTcs  MCMOMb30BaTb  TOMBKO  OMOHUTE/bHbIE
NPUHAIEXKHOCTY,  YKa3aHHble W MpofJaBaeMble  KOMMaHMel
Medtronic. B NpOTUBHOM C/lyyae BO3MOXHO NOBbILLIEHNE U3/TyUeHMs
M CHWKEHMe  YCTOMYMBOCTM  [aHHOMO  YCTpOMCTBA K
3M1EKTPOMarH1THbIM MoMexam.

3anpeLaeTcs MCMOMb30BaTb HacafKW W UHCTPYMEHTBI,
npeaHasHayYeHHble AN Pe3Ky MeTanna, 41 paspesaHns/peseKumn
KOCTW.

Mpexzge 4em NOMb30BATLCA HAacafkaMu C  MepeMeHHOM
L/WMHOA  BbiCTynatoweld  Yactu MR8,  xupyprun  [OMKHbI
03HAKOMUTBLCA C PAbOUMM XapaKTePUCTUKAMI MHCTPYMEHTOB /14
pacceyeHnst 1 BbIACHWATb, KaK pas/nyHas A/iMHa BbICTYNAOLLMX
YacTeil MHCTPYMeHTa B/MSET Ha YCTOMUMBOCTb WMHCTpyMeHTa. B
Cyyae 4pe3MepHOro Tpecka, BMOpauM WM  NOLBMXHOCTM
WHCTPYMeHTa CNeflyeT YMeHbLUMTb /IMHY ero BbICTYMNatoLLE YacTu.

Mpy NPOAO/MKNTENBHOM UCMO/Bb30BaHNN BO3MOXEH BbIXO/
M3 CTPOS MOTOpa WM HacafioK, KOMMOHEHTbI KOTOPbIX MOryT
OTCOEAUHNTLCA Y YNAcTb, NPUUMHMB TPaBMY MaLMEHTY.

Mocne Kaxkaoli peryMpoBKM A/IMHbI BbICTYNAKOLLEA YacTn y
HacafloK C MepeMeHHO ANMHOM BbICTynatowwein Yactn MR8 6e3
MEXaHM3Ma [BOMHON (hMKcaLMM Heobxoaumo ybeamTbCsl, uTO
HacafKa OCTaeTCs B 3abMOKVMPOBAHHOM MOMOXeHUU. [lomnbLKa
CWNbHOTO YBE/IMYEHWS A/IMHBI BbICTYMNAIOLLEA YaCTV UHCTPYMEHTa
MOXET NPMBECTM K C/TyHaitHOMY pa36/I0KMPOBaHMIO HacaaKu.

3anpelyaetca  MCMonb3oBaTb TyMble  WHCTPYMeHTb. B
pe3y/bTaTe UCMO/b30BaHWA TYTMbIX UHCTPYMEHTOB MOXET CHU3UTLCA
3WPeKTMBHOCTb pacceueHUst U yBENMUNTLCS TeMMepaTypa MoTopa.

Mpw paboTe C Yr/I0BOIA U30THYTOW HacaaKoin 6e3 MexaH13ma
[BOMHOW (hKcaLMM JepXXuUTe CUCTEMY 3a Hacafky, YToObl OHa
C/y4YaiitHO He OTCOeAMHMMACL OT MOTOpA.

3anpeLlaeTcs UCrosb30BaTb CriMpasibHOe CBEP/O C paboyeli

Motors and attachments may fail due to extended use
resulting in component(s) detaching and falling from the motor or
attachment and may cause patient injury.

When wusing the MRS non-DK variable exposure
attachments, ensure that the attachment is still in the locked position
after each adjustment of the tool exposure. Attempting to increase the
tool exposure too far may result in the attachment accidentally being
unlocked.

Do not use dull tools. Use of dull tools can reduce cutting
effectiveness and can cause the motor temperature to increase.

When using a non-DK angled attachment, hold the motor
assembly by the attachment so that the attachment does not
inadvertently loosen from the motor.

- Do not use a twist drill at an operating speed over 62,000 rpm.

Tabnuua 1. PyKoBOACTBO U fieknapaumns n3roToBUTens - aieKTpoMaraHTHas aMmucens
MOTOp Apenn Xnpypruieckon BoiCOKOCKOPOCTHOW ENT MR8 npegHasHaueH ansi NPUMMEHEHUS B YCIOBUSIX 3/1IEKTPOMArH1THON 06CTaHOBKM,
onucaHHbIX HWke. Mokynatens Uy Nonb3oBaTe b N3aeus NOXKKEH 06ecneynTb ero NPUMEHEHNE ByKa3aHHON 06CTaHOBKe

VcnbiTaHWe Ha 3N1eKTPOMArHUTHY10 CooTBeTCcTBME
3AMUCCUIO
Pagnonomexu no CISPR 11 Mpynna 1

JNeKTPOMarH1THas 06CTaHOBKa — YKasaHUs

MoTop wucnonb3yet PY-3HEpruio UCKIUYUTENBHO A1 BbIMOMHEHUSA

BHYTPEHHUX (DYHKLWIA.
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n3gnenui,
obopypLoBaHuA n
cpeancTtes CBA3UM npwu
nposeneHnn n
OLleHKe
pe3ynbLTaToB
ANarHOCTUKWN,
nedyeHnma wnu npu
ero npuMeHeHuMn no
Ha3Ha4YeHUo
(Hanpumep,
INEKTPOMarHnTHoe
n3nydeHue
MeANLNHCKOTO
n3penna,

OKa3blBak liee
BANAHWE Ha fpyroe
o6opypoBaHue)/
The risk of
electromagnetic
interference caused
by a medical device
for other medical
devices

Pagnonomexu no CISPR 11

CapmoHMyeckue cocTasngolne ToKa

no M3K 61000-3-2

KonebaHns HanpsbkeHus n doamkep no

M3K 61000-3-3

YpoBEHb 3MUCCUN PAfNOYACTOTHLIX TMOMEX SABNAETCA  HUSKAM U,

BEPOATHO, He

npueefeT K

HapyLIeHVsaM

(pYHKLMOHMPOBaHUS

pacro/ioXXeHHOro B6/M3M 3N1eKTPOHHOTO 060PYA0BaHNS.

Knacc A

Knacc A

CooTBeTcTBYET

3[aHui,

HenocpeacTtsBeHHO

MoTop NpuUrofeH Ana NPUMEHEHNsI BO BCEX MeCTax pasMeLLeHus, Kpome
XWUNMbIX  [OMOB 1
pacnpefenuTesnbHOl 3/1eKTPUYECKO CeTu, NUTatoLLei Xuble goma

NOAKMKHYEHHbIX K

Tabnuua 2. PykosogcTso Ugeknapaums U3OTOBUTESS - MOMEXoyCTORYMBOCTb
MoTop apenn Xmpypruyeckoi BbiIcokockopocTHoit ENT MR8 npeaHasHaueH /19 NPUMEHEHNA B YC/IOBMAX 3/1EKTPOMArHMTHON 06CTaHOBKM,
onucaHHbix Hwke. [OKYTIATE b unm nonb3osatens VBEVA J0/DKEH o6ecneunTs ero MPUMEHEHVE B YKB3AHHOW o6cTaHoBKe

VicnbmaHve Ha
NMOMEeX0yCTOMYNBOCTb
JnekTpocTatuyeckne  paspsiapl

(®CP) no M3K 61000-4-2

HaHocekyHAHble  MMNY/bCHbIE
nomexun no MOK 61000-"4

MUKpPOCEKYHAHbIE  UMMNY/bCHbIE
nomMexu 6OMbINOI 3HeprUM Mo
M3K 61000-4-5

Mposasibl, npepbiBaHnA "
U3MEHEHMSI  HanpsbkeHus  BO
BXO/HbIX JIMHUAX

anekTponuTtaHusa no M3K 61000-
411
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VicnbraTenbHbIA ypoBeHb MO
M3K 60601
+6 KB - KOHTaKTHbI pa3pss
+8 kB - Bo3mywHbIii paspag

+2 KB - NNHWIA
3M1EeKTPONMTaHUs

+1 KB —gns nuHWiA BBOAa/BbIBOAA

ans

+1 kB - npu nogaye nomex no
cxeme "nposog-nposos”

+ 2 KB - npu nogave nomexu o
cxeme "nposoj-3emns”

<5% Ut (npoBan HanpsykeHus
>95% Ur) B TeueHve 0,5 nepuoga

40% Ur (npoBan HanpshKeHust
60% Ut) B TeueHne nsATU
nepvosoB

70% Ut (npoBan HanpshxeHus
30% Ut) s TeueHne 25 nepnogos

YpoBeHb COOTBETCTBUA

+6 KB - KOHTaKTHbIN paspsg,
+8 KB - BO3AYLUHbIV pas3psg,

+2 KB -
3NeKTponMTaHms
+1 KB-Ansa nuHuin BBoga/BbiBOAA

ans NNHWIA

+1 kB - npu nogaye nomex no
cxeme "nposog-nposos”

+ 2 KB - npu nogaye nomexu no
cxeme "nposoa-3emns”

<5% Ut (npoBan HanpsixeHus
>95% Ut) s Teuenue 0,5 neproga

40% Ut (npoBan HanpshkeHust
60% Ut) s TeueHne nsTM
nepvoaos

70% Ut (npoBan HanpsbkeHusi
30% Ut) B TeueHue 25 neproaos

OreKTpoMarHATHasA
06CTaHOBKaA - YKa3aHHs
Mon B nomelwieHun u3 [epesa,
6eToHa  wm Kepammnyeckonm
nNAuTKW. [py nonax, NoKpbITbIX
CUHTETUYECKUM Marepuasnom,
oTHOCWTE/IbHas BI2XKHOCTb

BO34yXa - He MeHee 30%
KauectBo 3M1EeKTPUYECKOM
SHeprumn B CETU B COOTBETCTBUM C
TUMUYHBIMU yCnoBusAMun
KOMMEPYECKOWA Nn 60/TbHUYHO
06CTaHOBKM

KauecTtBo 3M1EKTPUYECKO
3Hepru B 3NEKTPUYECKOI CETU
Cneayet obecneunTb B

COOTBETCTBMM C  TUMUYHBIMU
YCNOBUAMW KOMMEpUECKol u1m
60/1bHNYHOI 06CTAHOBKM

KauecTtBo 3M1EKTPUYECKOI
3Hepryn B CeTn - B COOTBETCTBUM
C  TUNUYHBLIMU YCIOBUSIMN
KOMMEPYECKOW MK 60SIbHUYHOW
o6cTaHoBKU. Ecniv nonb3oBarento
n3penus Heo6XoA1MMO
obecneunTb HenpepbIBHYO
paboTy B YC/OBUSIX BO3MOXHbIX
npepbIBaHuit CEeTeBOro
HanpsixeHus, pekomeHayeTcs
nMTaHne U3[enus OCyLLECTB/SATb



MarHuTtHoe
NPOMBbILLSIEHHOM
M3K 61000-4-8

none
4acToThl no

<5% u: (NpoBan HanpsHKeHus
>95% u +) B TEUEHNE 5 C
3 A/m

<5% v« (NpoBas1 HanpsHKeHus

>95% YyT) BTeueHne 5¢
3 A/m

OT WCTOYHMKa 6Gecnepe6oinHoro
nuTaHna unu Garapen

YpoBHU MarHuTHoro  nons
NPOMbILLNEHHOM YyacToThbl
cnegpyet obecneunTtb B
COOTBETCTBMUM C  TUMUYHLIMM
YC/IOBUSIMA  KOMMEPYECKON 1K
BONbHUYHOV 06CTAHOBKM

MpumeyaHue - 6V- ypoBeHb HanpsXXeHus 3/'IeKTpVI‘-IeCKOI7I ceTn A0 MOMeEHTa nogayn ncnblTaTtesibHOro BOS,EI,eVICTBI/IH.

Ta6nnua 3. PyKoBOACTBO v fieK/apalyus 3roToButens - MoMeXoyCTOUHBOETb

MoTop Apenn XUpYpruyeckoli BbICOKOCKOPOCTHOW ENT MR8 npegHasHavaeTcsi Ansi NPUMEHEHUSI B 3/1EKTPOMArHWTHOM OGCTaHOBKeE,
onpefeneHHol Hmke. MoKynaTen WAy Nonb3oBaTenio u3genus crnegyeT obecneunTb MX MPYMEHEHVE B YKa3aHHOW 3/1eKTPOMarHUTHOW

06CTaHOBKe
MNcnbiTaHue Ha
NMOMEeX0yCTOMYNBOCTb

KOHAYKTMBHbIE nomexu,
HaBeAEHHbIE PaANOYaCTOTHLIMM
DNEeKTPOMArHUTHbIMK NOMSIMM MO
M3K 610007-6

PagpoyactotHoe
3/1eKTPOMAarHuTHoe
M3K 61000-4-3

none no
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McnbiTaTeNbHblli YpoBEHb MO
M 3K 60601

3 B (cpegHekBagpaTuyHoe
3Ha4yeHne) B nonoce oT 150 Ky,
0o 80 MIlu BHe [nanasoHoB
4yacToT, Bbl€/IEHHbIX oans
NPOMBILLNEHHbIX, HAYYHbIX U
MeanumnHCKnx
BblCOKoYacToTHbIXx (MHM BUY)
YCTPONCTB*"

10 B (cpegHekBagpaTuyHoe
3Ha4yeHne) B nonoce ot 150 KIy,
0o 80 MT'y, B guana3soHax 4acTor,
BblgeneHHolx gna  MHM  BY
YCTPOIACTB*"

lo B/m B nonoce ot 80 MM go
2511y,

YpoBeHb COOTBETCTBUA

3 B (cpepgHekBagpaTnyHoe
3HayeHve)

10B
(cpeaHekBagpaTuyHoe
3HaYeHne)

10 B/m

dnekTpomMarHutHasa o6cTaHoBKa -
yKaszaHus
PaccTosHne mexgy WCrnonb3yembimMu
MOOGUIbHBIMU pagmoTenedOHHbIMU
cucTeMamu CBsI3V U /IIOGLIM 3/1EMEHTOM
n3genusl, BKYas Kabenu, O0/MKHO
6bITb He MeHblle pPeKOMeHAyemMoro
NPOCTPaHCTBEHHOTO Pa3HOCa, KOTOpbI
paccuuTbiBaeTcs B COOTBETCTBUM C
NpUBEAEHHbIM  HWKE  BbIPKEHMEM
NPUMEHNTENBHO K yacToTte
nepegaruvka.

PekomeHayemblit
NPOCTPAHCTBEHHbIN pasHOC:

d*,2VP

d=2,3vP

d=1,2VP,018040800 My,

d=2,3VP, oT 800 MI'y go 2,7 I'"u,

roe d - peKoMeHayeMbIi
NPOCTPaHCTBEHHbIN pasHOC, M

P - HOMUWHanibHass  MakcUMasibHas
BbIXOJHas MOLLHOCTb Nepejarynka, BT.



YcTaHoBneHHas N3roToBUTENEM.
HanpshkeHHOCTb nons npu
pacnpocTpaHeHum pagvoBonH  OT
CTalMoHapHbIX pagvonepesaTynkos, rno
pe3y/bTartam HabnogeHni 3a
3/1eKTPOMArH1THO 06CTaHOBKOWA'™,

JOo/mkHa ObITb  HWXKE, YemM YpPOBEHb
COOTBETCTBMSI B Kaxaoin  nonoce

yactor™.
BnvsiHMe nomex MOXeT MMETb MECTO
B6113n obopyaoBaHus,

MapKMPOBaHHOTO 3HAKOM

(«:»)

B nonoce yactoT oT 150 kI'y go 80 MIy, gnsa MHM BY ycTpoiicTB BbligeneHbl AnanasoHbl 4acToT: oT 6,765 fo 6,795 MIy; ot 13,553 go
13,567 MTI'u; oT 26,957 po 27,283 MI'u; ot 40,66 oo 40,70 MI'y,.
"YPOBHMN COOTBETCTBMS TPEOGOBAHNAM MOMEXOYCTOMYMBOCTY B AManasoHax YacToT, BblgeneHHbIx Anst MHM BY ycTpoiicTB B nosoce yactoTt
oT 150 kI'y go 80 MI'y, a Takke ypoBHM B nosioce vactoT ot 80 My o 2,5 I'Ty, npegHasHavaloTCs 4151 YMEHbLUIEHUA BEPOATHOCTU TOro, YTO
MOGW/bHbIE MOPTaTMBHbIE paauoTenedoHHbIe CUCTEMbl CBA3VW MOTYT CTaTb MPUYUHON HapyleHus YyHKLMOHMPOBAHWSA, €CN  OHU
HenpeAHaMepeHHO OKa3blBAOTCA PACMOIOKEHHbIMY B 30He nauveHTa. [19 3Toro npu pacyetax peKoOMeHAyeMoro pasHoca 4/ nepefarTyvkos,
paboTarLmx B 3TUX NO0Cax YacToT, UCMONb3YeTCA AONO/THUTENbHbIN KoadhduumeHT 10/3.
" Hanps>keHHOCTb Mosis Npy pacnpocTpaHeHu pPaguoBOSIH OT CTauMOHAapHbIX pafvonepefarynmkoB, Takux Kak 6as3oBble CTaHUuu
paavoTenedoHHbIC ceTell (COTOBbIX/6eCNPOBOAHBIX), U HA3EMHbIX MOABVXHBIX PaAUOCTaHUMIA, NOUTENbCKUX paguocTaHuuii, AM n FM
pagvioBelLaTeNlbHbIX MepefaTymKoB, TeNEeBM3UOHHbLIX MEepPeAaTymkoB, He MOXeT ObiTb onpegeneHa pacyeTHbIM MyTeM C AO0CTaTO4YHOM
TOYHOCTbIO. 151 3TOr0 [O/MKHbI ObITb OCYLLECTB/IEHbI NPAKTUYECKNE U3MEPEHUS HANPSHXKEHHOCTW NMonA. ECnv n3MepeHHble 3HaveHna B MecTe
pasMeLLeHns n34enus NpeBbIaT NPMMEHUMbIE YPOBHU COOTBETCTBUSA, TO cefyeT NPoBOAUTL Ha6NoAeHNs 3a paboToi n3genus ¢
Lenblo MPOBEPKN WX HOPMa/IbLHOrO OYHKUMOHMpOBaHWA. Ecnnm B npouecce HabMoAeHVS BbISBIAETCA OTK/IOHEHWE OT HOPMaslbHOro
(OYHKLMOHMPOBAaHMWSA, TO, BO3MOXHO, HE0OX0ANMO NPUHATL AONONHUTENbHbIE MEPbI, TaKNe Kak NepeopUEHTUPOBKA U NepeMeLLEHNE N3ens.

BHe nonockl o1 150 KMy Ao 80 ML HanpshKeHHOCTb MONS cedyeT cuutaTb MeHbLUel, Yem Vi, B/m.
MpumeyaHnsa
1Ha yactotax 80 1 800 MI"u, NPMMEHAIOT 60/IbLLEE 3HAYEHNE HAMPSXKEHHOCTN NONS.
2 BblpaxkeHnss NPYMEHMMbI He BO BCeX c/lydasiX. Ha pacnpocTpaHeHne 3/1eKTPOMAarHUTHbIX BOSIH B/IMSIET MOI/IOWEHNE WAN OTPadkeHue OT
KOHCTPYKLM1, 0O6LEKTOB U HOAEN.

Tabnuua 4. PekomeHAyemble 3HAYEHWSA MPOCTPAHCTBEHHOrO pasHOCa MeXAy MOpPTaTUBHLIMU W MOABVKHLIMU PagmoyvyacTOTHbIMM
CpefcTBams CBA3W M U3genus

MoTop Apenn Xupypruyeckoii BbiIcokockopocTHoit ENT MR8 npegHasHauaeTcs 415 NPUMEHEHUs! B 971EKTPO.MarHUTHO 06CTaHOBKe, Mpu
KOTOPOWi OCYLLECTBNSIETC KOHTPO/b YPOBHEN M3/yuyaeMbix noMex. Mokynmatesb WK Mnosb3oBaTtesb U3AENMs MOXET M36eXaTb BUSHUS
371EeKTPOMArHUTHBIX MOMEX, 06ecneUns MUHUMASbHbIN NPOCTPAHCTBEHHbIV PA3HOC MeX/y NOPTaTUBHLIMM 1 NOABMKHBIMU PAANOYACTOTHBLIMM
cpeacTBamMy CBA3M (NepejaTunkammn) U U3LenmemM, Kak PEKOMEHAYETCSt HUXKE, C yHETOM MaKCUMaslbHO BbIFOAHOM MOLLHOCTY CPeACTB CBA3W

HomunHanbHas MakcumanbHas MpOCTPaHCTBEHHbIA pasHOC <, M, B 3aBMCUMOCTM OT 4acTOThl NepefaTynka

BbIXo4Has MOLLHOCTb

nepegarumka p, BT d=I,2VP, B nonoce ot d=I,2VP. B nonoce ot 80 kI'y, o d=2,3VP, B nosnoce ot 800 MI'y,
150 kl'y, o 80 MI'y, 800MTIy, no25rITy
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0,01 0,12 0,12 0,23

0,1 0,37 0,37 0,74

1 1,2 1,2 2.3

10 3,7 3,7 74

100 12 12 23

Tpumeviannn

1 Ha gacrorax 80 » 800 MI'n npamensior Gonbinee 3HaYeHNE RATPOKCHHOCTY NONA.

2 ITprpeneHHbIE BHPEKCHNA IPAMEHEME] B BO BeeX ciryqasnx. Ha pacnpocTpanesiie AEXTPOMATHHTHEIX BOJTH BHUACT NIOT/IOLICHAE
HAH OTPRKEHHE OT KOHCTPYKIMiL, 06beKTOB H Mozeii.

3 Tpw onpencneHiy PEKOMEANYENBIX 3HAYCHHI POCTPAHCTBEHHOTO PA3HOCA IN MEPSAATHHKOB C HOMHRANLHON MakcHManhHok
BBIXOAHOH MOMHOCTLIO, ¢ YKasaHHOH B TallMIE, B MPHBCACHHEE BRPAXKCHHN MOACTABNAIOT HOMWHATEHYIO MAKCHMANBHYIO
BEIXOIHYT0 MOWHOCTE B BATTAX, YESSAHHYTO B AOKYMEHTALMH H3TOTOBHTEAA ICPEIATHHKE,

17. Npexynpexn | He npumenumo. N/A

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



K ceHcubuamaunn,
ARREPravecxoit
peaxitHi
OTPHUATEALHO
BANSKET HA
PENPORYKTHRHYIO
dyaxunw/
Warnings and (or)
precautions taken by
the consumer when
using a medical
device containing a
medicinal  product
for medical use,
material of animal
and {or) humzan
origin

18. Ilpeaynpemsn
eHRA N (BAR) Mepsl
NPEAOCTOPORIOCTH

TIpeANpPHHHMAEMbIE
norpeGATEACM NpH
YTHARAIHE
MEANMHACKOT0
HANeANS,
npuuasnesnocred
| PACXOANBIX
MATEPHAJIOB,
HCHOABLIYEMBIX
BMecTe ¢ HHM (nNpH
HARHYWMH),
BKAWYAR CBERCHMA
o6 nndexnnonnoN,
MEKpobnofi,
xoNorHYecKol
wan  Pusugecxoit
ONACHOCTH
MEAMUMHCKONO
maeans/

1. H3 coobpaxernnii Ge30nacHOCTH ¥ SAIIMTH OKpYXaomeH
cpean xomnanmst Medtronic npocuT Bo3Bpamats Motop Openu
Xupyprideckolt shicoxockopoctofft ENT MRS no 3asepmenun
CpoKa CITyAGsl [UIR €0 Haanexamel yTHH3almim.

Motop zapesu xmpyprumeckoll BeicoxockopocrHoit ENT MRS
COTHACHO KIACCHHKAIAN MEIUIMHCKHX OTXOAOB OTHOCHTCH K
knaccy b B coorsercTenu ¢ Tpebosanmamu CanlluH 2.1,.3684-21,

2. JloTox ana XpaHeHMA ApeflH B MHCTPYMEHTOB IS Rpenu,
INopnoxxa ans norxa B Kmow raesunsiit no sapepilieHAN Cpoxa
cmyx0bl YTHAMIHPOBATL B COOTBCTCTBHH C MCECTHHBIMH NN
COCYZAPCTBEHHLIMM  MPABWIAMH  YTWIMIAIHE  OHONOMMYECKH
OMACHBIX OTXO/0B.

Jlorox s XpaeHHs APETH H KHCTPYMEHTOB IR ApenH, Iloanoxxka
s norxa u Kmon raeunmli  cornacHo  knaccHuxarpim
METHUMECKHX OTXOZIOB OTHOCHTICA K Kiaccy B B COOTRETCTBHM C
TpebGosannamy CanllnH 2.1.3684-21.

Ilpasena BosBpaTa  YCcTpolicTs, XOHTAKTHPOBABIOHX €
Bo3GyAnTeATME ma (rpascMnuccHBHOMN ryGuaroit
3HUCPARONATHI)

Yerpofictsa MHOTOXPATHOTO NPHMEHCHMS, MCHONL3OBARHHIC Ha
NaLUMeHTax, Y KOTOpHIX Nooipesaerca Sonesns Kpeltrudennara —

1. For safety and environmental reasons, Medironic requests that the
dnllmoﬂorofthesurgwalh:gh-speedENTMRSbemtmmdatths
end of its service life for proper di
mmotm'oftheﬂnglcalhlgh-speeddﬂllENTMRSamdingmﬂw
classification of medical waste belongs to class B in accordance with
the requirements of SanPiN 2.1.3684-21.

2. Instrument Case, Tool Rack and Motor Wrench should be disposed
of at the end of their service life in accordance with local or state
regulations for the disposal of biologically hazardous waste.
Instrument Case, Tool Rack and Motor Wrench, according to the
classification of medical waste, belong to class B in accordance with
the requirements of SanPiN 2.1.3684-21.

Return policy for devices exposed to TSE (tramsmissible
spongiform encephalopathies)

Reusable devices that have been used on patients with suspected
Creutzfeldt-Jakob Disease (CJD) or other TSEs should be
quarantined and not reused until a diagnosis is confirmed or excluded.
The Neurosurgery Group will not authorize or accept the return of
MPSS products that directly contacted a patient or are contaminated
with a patient’s body fluids that is suspected or confirmed with TSE
or CJD diagnosis. Furthermore, MPSS recommends that all MPSS
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Warnings and (or)
precautions taken by
the consumer when
disposing of a
medical device

Axoba (BKA) nnu apyran dopma TTD, ROMKHLI NCABEPraTHCA
KapaHTWHY H HE HCMONbIOBATRCA NOBTOPHO, NOka He Gyaer
MIOATBEPXKACH WM ONPOBEPTHYT Avarno3. Komnauus Medtronic ne
GyAeT NPENOCTARNATL NPABA Ha BO3BPAT W HE GyAeT OCYLISCTRANTD
npuen m3aennit Mearponux Mayan Cepaxnxan Comourna (MPSS),
HAXOAMBIIHUXCK B HEMOCPEACTBCHHOM KOHTAKTE ¢ MALHEHTOM WITH
3arpASHEHHLIX (HIHONOTHYCCKHMH XHAKOCTAMH TNALMCHTS, Y
KOTOpOro NPEATNONaracTCs WIN MOATBEpAXACH auar#os TID wunu
BKS1. Kpome Toro, noanpasnencnue MPSS pexomeryer noapeprar
Bee  waaenua  MPSS, scnonszosanHbe AN NALMEHTOB C
NpEANOJIATACMLIM HAK MOATBEPAACHHLIM Anarnosom TI /BKA,
TepMudeckoll yrnusaumi. Ecnmm maarnos Gonesan TI'D win BKA ne
NONTBEPANACTCH, HAXOAAIICCCY HA KapaHTuHe obopynosanme
MHOTOKPaTHOTO TMPHMEHEHNN MOXHO BEPHYTH B IKCIUTYATaLHIO
nocie  cooTpercThytomedi  OWMCTKH, o0e33apaXHBaHHA W
crepuwiusauni. [lepcoHan MEIHUMHCKOrO YUPEXZCHHN AONAKCH
CBA3IATLCA CO CHEIMATHCTAMM NO HHPEKIOHHOMY KOHTPONIO CBOSTO
YIPCRACHHA LA NONYYCHHA HHPOPMALMN O TEXYIMX TPOSAYPax
H  npasunax, xacaowelicn  ofpaforxn  oGopymoBanmus
MHOTOKPATROIO NpHMeHcHus, Obpawalirech x CBOEMY TOProBOMY
NPSACTABMTEINO JJIA MOXyd#eHUs OGOpYZOBaHUS BO BpPEMCHHOS
MOAL30BAHHE, NOKA HCXOAHOC OOOPYROBARME HAXOIWICA B
KApaHTHHE, UAH A 3aMeHb Hanemull, koTophic SLUTH NOARESPrHYTH
TePMHYECKOH YTRIH3ALNN B COOTBETCTBHH C NOVIOKCHHAMH ARHHBIX
(IPaBKN BO3IBPATA.

product used on a patient confirmed with or suspected of a TSE/CID
diagnosis be incinerated. If TSE/CJD is excluded as a diagnosis, the
quarantined reusable equipment may be returned for use after
appropriate cleaning, decontamination and sterilization. Hospital
personnel should contact their infection control personnel for current
procedures and policy for reusable equipment processing. Contact
your sales representative for temporary equipment while original
equipment is quarantined or for replacement of product incinerated
under this policy.

19. Hudopmanu
| o6

oficToRTeNLCTEAX,
npH KOTOpPRIX
norpebuTeAn
AONAKCH
NPOKORCYALTHPOBA
™S [
MeAMUHHCKEM
pabornmxom/
Information  about
the circumstances in
which the consumer
should consult witha
medical professional

MeauuMuckoe M3EANE NPENHASHASCHO INA HCMONBIOBAHHA MPH
CTAHAAPTHBIX YCHOBMAX PaGOTH B ONEPATHOHHON GONLHUIAL.

MeanuMHexoe M3NENHE OPEAHASHAMEHO AN  MCTHOMLIOBAHMA
MCAHURACKHMH paboTHHUKaMK, KOTOphie yMelT ofpamarscs ¢
TIPHBOAHLIMH XHPYPTHUCCKHMHE WHCTPYMEHTaMH. XHpypr o0s3an
HIYUMTe MCTOAMKH, NPUMEHAeMble NpH pafote ¢ cHcTeMOilt,
NOCKONBLKY €€ HENPABHNBHOS NCROJIBIOBAHHE MOKET HRHCCTH BpeR
30pOBbIO. XMDYPry H  CNELMANU3HPOBAHHOMY  NEPCOHATY
ONEPAUHONHON  HACTOATENBHO  PEKOMEHAYETCH  OOYMHMTRCS
ofpaumenino ¢ obopynosanueM Ha npaxtukymax Medtronic Midas
Rex wiH y mo6oro 13 MECTHBIX YHOTHOMOYCHHBIX TPeACTaRATENCH,

The medical device is intended for use at the standard conditions of
hospital operating room environment,

Medical device is designed for use by medical professionals familiar
with powered surgical instrumentation. The surgeon is responsible for
learning the proper techniques in the use of this system, as
inappropriate use may potentially be harmful. It is strongly
recommended that the surgeon and dedicated operating room
personnel are knowledgeable with the use of this equipment by being
trained in Medtronic Midas Rex Hands-On Workshops or by one of
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20. DNopnraox =
YCAOBHR
YTHAHIAUMH HAN
YHAYTORCHHSR
MENHIENCKOTO
H3genns/
Procedure and
conditions for the
disposal or
destruction of a
medical device

1. M3 cooGpaxxenuit 6e30NacCHOCTH B 3AMATH OKpY*alomel cpeas
koMmaHma  Medtronic npocHT Bospamars  Morop  apeaw
xupypruyeckoit meicoxockopoctiok ENT MR8 no zasepireHuH
Cpoka cyxObl 24 ero HAUTCKAMCH YTHIH3ALMH,

Motop apean xwupypruyeckolf BeicokockopoctHolf ENT MRS
COrNaCHO KNACCHRUKAIMH MCEANIMHCKHX OTXOHOB OTHOCHTCA X
xnaccy B B cooreercTaun ¢ Tpeboranmsamu CanlTuH 2.1,3684-21.

2. Jlotox nnx XpaHeHWA APENH ¥ HHCTPYMEHTOB INIA APCIH,
lMoanokxa anx norxa u Kmou reeunsili no 3aBepilieHuH Cpoka
cnyxfM  yTHAMIHPOBaTE B COOTBETCTBHM C MECTHBIMH WIH
TOCYJAPCTBCHHBIME  NPaBHNAMH  YTHAM3AWMH  OHOMOTHHECKH
ONACHBIX OTXOXOB.

JloTox UM XpAHEHNA APEAH H HHCTPYMEHTOS Ana apean, [oanoxxa
ana notka ® Kmou raewssdi cormacHe  xnaccHpHKALAM
MEAHIMHCKAX OTXOMOB OTHOCATCA K Kiaccy b B CooTRETCTRMM ¢
TpeSopanuann CaulluH 2.1.3684-21.

Ilpasnas BO3BPATR  YCTPOHCTB, KOHTAKTHPOBABIINX ¢
Bo3byanreanmun m (vpancMnccusHol ryGuaroit
IHLePANONATHN)

YerpoHcTsa MHOTOKDATHOIO MpPHMEHEHHS, HCMONL3OBAHHBIE Ha
MAlHEnTax, ¥ XOTOphIX Nofospesaerca Gonesns Kpelirudensara —
SxoGa (BKJ) unn apyran gopma TI'D, AMDKHE HOABEPraTHCS
KAPAHTHHY H HC WCHONb3OBATLCE MOBTOPHO, Noka He Oyaer
NIOATBEPKACH HAH ONPOBEPrHyT Auarto3. Komnauna Medtronic ue
GyneT npeROCTaRIATS NpaBa Ha BO3BpaT H He Gyaer ocymecTnisTs
npuen w3nennh Mearpounx Iayax Cepmamxan Comourys (MPSS),
HAXOJMBILMXCA B HETMIOCPEACTBCHHOM KOHTAKTE ¢ MALMECHTOM HIM
SAMPAIHCHHBIX  MIMONIONUICCKAMH  WUIOKOCTAMY NAUMEHTA, Y
KOTOpOro Npeanonaraercd WK noarsepxacH axarxos TID wm
BKJ. Kpome Toro, nogpasaenenue MPSS pexoMerayer noaseprars
poe maenna  MPSS, Hcnons3oBaHHME ANA  MAUMEHTOB C
npeanonaracMbLiM Wi NOATBEPKACHHBIM axardHosoMm TI'D/BKA,
TepMuaeckolt yrunusaimu. Ecnu auarsnos Gonezau TID unn BKA ue
NIOATBEPKASCTCA, HAXOAMMESCd HA KapaHTuHe oGopynoBaHme
MHOTOKPATHONO NPHMCHEHHMA MOXHO BEPHYTH B IKCIUTYATAIMIO
mochHe  COOTBETCTBYIoMeH  ouncTkH, obeszapawmBaHMs M
crepun3aumK, TlepcoHan MERWUMHCKOTO YYPESKACHHA HC/DKEH
CBA3ATHCA CO COCUMANTHCTAMH NO HHPEKIHOHHOMY KOHTPOIMIO CBOETO

1. For safety and environmental reasons, Medtronic requests that the
drill motor of the surgical high-speed ENT MRS be retumed at the
end of its service life for proper disposal.
The motor of the surgical high-speed drill ENT MR8 according to the
classification of medical waste belongs to class B in accordance with
the requirements of SanPiN 2.1.3684-21.

2. Instrument Case, Tool Rack and Motor Wrench should be disposed
of at the end of their service life in accordance with local or state
regulations for the disposal of biologically hazardous waste.
Instrument Case, Tool Rack and Motor Wrench, according to the
classification of medical waste, belong to class B in accordance with
the requirements of SanPiN 2.1.3684-21.

Return policy for devices exposed to TSE (tramsmissible
spongiform encephalopathies)

Reusable devices that have been used on patients with suspected
Creutzfeldt-Jakob Disease (CJD) or other TSEs should be
quarantined and not reused until a diagnosis is confirmed or excluded.
The Neurosurgery Group will not authorize or accept the return of
MPSS products that directly contacted a patient or are contaminated
with a patient’s body fluids that is suspected or confirmed with TSE
or CJD diagnosis. Furthermore, MPSS recommends that all MPSS
product used on a patient confirmed with or suspected of a TSE/CID
diagnosis be incinerated. If TSE/CJD is excluded as a diagnosis, the
quarantined reusable equipment may be returned for use after
appropriate cleaning, decontamination and sterilization. Hospital
personnel should contact their infection control personnel for current
procedures and policy for reusable equipment processing. Contact
your sales representative for temporary equipment while original
equipment is quarantined or for replacement of product incinerated
under this policy.
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YIPCRACHAR VIL NOAYMCHHR HHGOPMAUNH O TEKYHIHX TPOLEAYpax
W npaBunax, kacaomelica  ofpalorxkn  obopynosanmn
MHOTOKpaTHOro npuMenennd. OGpawatitecs X CBOCMY TOProBOMY
ApEACTABUTEMO IR MONYICHHS ODOpYNOBAHHA BO BPEMCHHOC
MONL30BAHKE, MOKa WCXOAROS o0OpymOBaHME HAXORAHTCA B
KapaHTHHe, WIH ANA 3aMeHE] HIALTHH, KOTOPSIC GRINH NOABEPIrHY TH
TepMHyeckolt YTHIH3AIHA B COOTBETCTBHY C TIONOKCHHAMM JANHBIX
MPasHA BO3BPATA.

Cpox cnywOm [lpenn sicoxockopoctHoi ENT MR8 ¢
NPUHANCKHOCTAMM (32 HCKAIOYCHHEM INCTKH AAR  ONMMCTKH
KOMOOHECHTOB APENH) COCTABJINET ~ 5 JIET.
Tapanmaiinmii cpox cocrasnser - | roa
OxoHualue cpoxa cIyx0bl OGLINHO ONPEACNRETCH IO HIHOCY H
MOBPEANCHNAM, CBA3AHHLIM C HCMONEIOBAHHEM HANCANA.
YroGu npoanuts cpox cyx6ul yerpoiicTea, nposoaute obpaborxy
Cpa3sy Nocie HCNONL30BAHHA.
CrenyrotiHe NPHIHAKH YKA3HIBAIOT, 4TO CPOK cayxOht yerpokicrea
IAKAHYHBACTCN:
* Sipusie NOBPERACHHS IWITH XOPPOSHA.
* Pazuenannn, TpeIIMHD, NOAOMKH JTROO HCKPHURNCHHE.
* Heunraemaie naseptibic H POHNE rPABHPOBKH/ MBPKHPOBKH.
* ObecupeTHBanKe, KOPPO3NA, NIATHA H PRABUMER,
* Heposto paloraomue nxGo 33efaonmse MeXaHmIMel. 310
TOBOPHT O BHIXOAC H3 CTPOA YIIOTHHTENBHBIX KONell KPYTTIONo
CeqeHME AMGO MOBPEKNCHUH BHYTPCHHHX KOMIOHEHTOB,
HENPHMEP  JNCMCHTOB  KONBUA  PEryNHPOBKHA  AMHEL
BRICTYNANOMCH Y2CTH, 3ATI0PHOTO KOTHUA GOopa WIH BTYAOK.
U3 coobpaxennll GE3ONACHOCTH H 38MIMTH OKpYyXaiomteit cpems
xoMnanxs Medronic NPOCAT BOBPAMIATH APEAH N0 3ABEPMICHEN

22. Mapxuposxa

Shelf life device is 5 years.

The warranty period is 1 year.

The end of the shelf life is usually determined by the following signs;
« Obvious damage or corrosion

« Pitting, cracks, fractures, or bending

« Hlegible laser etchings, engravings, and other markings

* Discoloration, corrosion, stains or rust.

» Mechanisms that are rough or stuck. These are indications of bad O-
rings, or damaged internal components for example, variable
exposure collars, tool lock collar, and sleeves.

Due to safety and environmental concems, Medtronic requests the
retumn of electric high-speed motors for proper disposal at the end of
the product’s useful life.

Bl JUIA HX HAICKANICH YTHAWIAILHE.
REF

Homep no xaranory/ Catalog number

Harorosurens/ Manufacturer

ol
®

He #cnionn3osarts Npyt NOBPEXACHHR YTAKOBKYE K OGPATHTHCA K HHCTPYKLIMK NO NpHMEHEHHIO /
Do not use if the packaging is damaged
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B, ONLY

TIponaercs Tonbko Bpayam u nedeSHbIM yupexaetuam/ It is sold only to doctors and medical
instituti

Konuuectso/ Quantity

He crepunsao/ Non sterile

Kon napruw/ Batch Number

Cepnuifnbrit Homep/ Serial number

Jara warorosnennsw/ Production date

Mapxuposxa CE/ CE marking

Ynoanomouenusiii npeacrasurens B EsponefickoM coobuectee/ Authorized representative in
the European Community

OGparuTecs X MHCTPYKLHA 10 npuMcecamio/ Refer to the instructions for use

Ocropoxno! / Caution!

Ocobaz yrunmusaumus/ Special disposal

Mexnunucxoe mnenne/ Medical device

Hanenue tuna BF/ Product type BF

Yazanue MapkHposotHOH TOMKH B MeCTe noakmoueHia xabena Moropa x Vausepcanssoil korconu [PC:
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23. TapaHTuwn/
warranty

"B B, *

UTo6bl Y3HaTb YCNOBUS rapaHTWK, Mo/b30BaTeNy, HaxoasLmecs 3a
npegenamm  CLUA,  gomkHbl  00paliathCi K MECTHOMY
npeactasmTento Medtronic.

Mo  wWCTeYeHWM  rapaHTUIAHOTO  CPOKAa  pacxofdbl  Ha
PEMOHT/BOCCTAHOB/IEHME  HECET  K/MEHT. 3JTa  OrpaHuM4YeHHas
rapaHTUs He MOKPbIBAET Pacxofpl, CBA3aHHbIE C BbIMOMHAEMbIM
MPOV3BOAWTENEM  CEPBUCHBIM  OOC/Y)KVBAHWEM, YKa3aHHble B
rpauke  NPOhMNAKTUYECKOTO  TEXHUYECKOrO0  OOCTY>KMBaHWS.
BO3MOXHO 3aKk/toueHne [10roBopa MPOL/IEHHOr0 TEXHWUYECKOro
06CNY>XNBAHUS.
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Avreas outside the United States should contact their local Medtronic
representative for terms of the warranty.

After the warranty period, any costs incurred for repair/refurbishing
become the responsibility ofthe customer. This limited warranty does
not include the cost associated with any of the factory level service
requirements identified in the preventive maintenance schedule.
Extended maintenance agreements are available.



I'aoccapuit

Haumenosanue 8 ocHOBHOH YACTH PYKOBOACTBA Beproe manmenosanne
Jpurarens Morop apenn
Hpurarens ENT MRE™ MoTop apensu Xupyprudeckoh
3nextpoasurarens ENT MR8™ ssicorockopocTHoll ENT MR8
 Dnexrponsuraress ENT MR8™ (1847DRLMTR)
| UHCTPYKINS 0 IPHMEHEHHIO PyKXOBOACTBO [0 IKCTYATALUK
O6beaunerHbIl nynsT ynpasneHns | YHupepcansiags koxcons IPC ans ynpasnenus
SACKTPONPHBORAME MEXAHMIMPOBAHHBIMM XMpPYpPTHYECKHMH
HECTDYMEHTAMHA
JloTox ans HHCTPYMEHTOR Jlorok AN XpaHSHAS JPEH H HHCTPYMEHTOB 114
Jlorox ans uHcTpyMmentos 1847TRAY pasmepa 1/2 | apenu
DIN
Bec Macca
87r 2700r
aM HHEro | J{HameTp WeTHHKH
YucTauas meTka HleTka yHcTALIAS

Bo BpeMa npommiBaHua noa c1pyelt xomoamoit
BoponposonHo BOAL ounnaliTe IPOCBET HACANKU
Heiinoxoroll wieTKOH noaxogAwiero pasMepa (CM.

Bo spems mpomuiBaHHR Nnoa cTpyel xomoaHoik
BogonpoBoAHoO#t BOAL ouHwaiiTe nIpPOCEET
HacaakH weTkod uucTAIEH MOAXOAALIEro

Tabnauuy 5). pasmepa (cM, Tabmuiy 5).

Yrnosuie Hacanaky HsornyTeie Hacaaxu

Hacanxu ¢ nepemenno#t mmuuolt snicTynasomeif | Hacanki ans MoTopa Apenu XMpYPrugeckol
qacTH BBICOKOCKOpPOCTHOH ENT MRS, ¢
Hacazxu ¢ nepeMeRHOM InuHOH BhicTynaiouiell | BO3MOXHOCTBIO YAIHHERAA HACARKM

uactH {1847ATTXX)

¥KecTkue cTepUNU3AUKOHHBIE KOHTCHHEPH

XecTkHe  CTEpHIMSALMOHHBE  KORTEHHEPH
(H3meAme He pPACCMATPHBACTCS B pPaMKAX
PerHCTPALIHOHBOTO npouecca R He
UPHMEHHEMO AN  HCHNOALIOBAHHSA  HA
Tepputopun PO)

BapxaHT 2: NONOXHTE NOTOK ANA HHCTPYMEHTOB B
KeCTKHH CTepRINSALMOHHBIN KoHTeliep

BapHanT 2: NONOXHKTE SOTOK JJIS KHCTPYMCHTOB
B XecTxuii crepuin3aUMORKWHE  KoHTeHHep
(HIjelMe He PACCMATPHBARETCS B PAMKSX
PETHCTPSNMOHHOIO  Mpomecea H  He
NPHMECHHMO AAN  HCMOUBIOBABHS  HA
Teppuropus PD)

Xpauenne.

BucymeHHmH KXoHTeilHep XpaHHTe B CyXOM
NIPOXNAZHOM MECTE NIPH KOMHaTHO#t TemmepaType.
CrepuncHeie yCTpoHCTB2 NOMKHH XPAHHTHCA B
YCNOBHAX, HE JOMYCKAIOIHX MNOBPEXACHHA
CTePHALHON YNakoBKH.

Xpaneuue.

VYerpolicteo caeayer ouuiliath B Tedenne 30
MWHYT  TOCRe  MCTIONL30BaHuA,  4TOOHI
SarpAHCHHR  HC  YCMENH  MPHCOXHYTS.
3anpeuaerca KIaCTH 3arpAsHEHHbIC
HHCTPYMEHTBI B NOANOKKY M4 JIOTKA,
TpaxcnopTHpyiiTe HCNONL3OBAHHEIE yCTpolicTBa
B OTACHTLHOM KoHTelnepe. ECNH HEMEICHHAN
ofpaboTka ycTpolcTBa HEBOIMOXHA, XPAHATE
€0 B0  BAAKHOM  COCTOSHMH  NpH
TPAHCMOPTHPOBKE. PexkoMeHAYyeTcH MOBTOPHO
o0pabaTeiBaTh YCTPOHCTEA KaK MOXHO CKoOpee
nocie Mcnonb3oaHua. YTobbl nPOANUTL CPOK
cmyx06l  yCTpolcTBa, MPOBOAMTE MOBTOPHYIO
ofpaGoTky cpasy nocine HCHOONL30BAHMA.
BuicymieHHBIE  JIOTOK  XpaHHTe B CYXOM
NPOXNaAHOM  MECTe  NpH  KOMHATHOM
TeMneparype. CTepuiabHEE YCTPOHCTEA ROJDKHEL
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XpPaHUTLCA B YCNOBMAX, HE  [OMYCKaoLmX
MOBPEXJEHNS CTEPUNBHON YNaKOBKY.

YCnoBus XpaHeHus:

Temnepatypa 15°C-30°C
OTtHocuTenbHasA BnaxkHocTs 10-80%
ATmocdepHoe fasnieHne  50-106 kla

Pasgen «PyKOBO/CTBO n peknapaums  Cm. n. 16 nn. B) MprnoxxeHns K PyKoBOACTBY Mo
npou3BoAuTENs —  3/1eKTPO6e30MmacHoOCTb B 3KCMTyaTauum

OTHOLLIEHMN SMC (aneKTpoMarH1THast

COBMECTMMOCTb)»
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«YTBEPXJAIO» / “APPROVE”
«Menrponuk ITayspa CEpmxnxan Comomss»
(Medtronic Powered Surgical Solutions), CIIIA
Cneunanucr no

ROPMATHBHO-NPABOBOMY

POrynHpoOBaHHIO

(Ooaxcrocmv/position)

Toun Myan (Toni Moody)

(uma/name)

<noonicano>

(nommics/signature)

«17»01 2024 r.

«denvy mecry (yuppamy) / «day» month (numbers)

«PyKOBOACTBO MO SKCILTYATALMNY» AN PETHCTPALMH Ha TeppuTopin Poccnitckoit Geaepauny:
Motop apean xupypraueckoil ssicoxocxopocruoli ENT MRS ¢ npuuauiexsocramMu
[poussoaurens:

«Mearponnx Iayspa Cépazuxan Comomn» (Medtronic Powered Surgical Solutions), 4620 Hopr

Baw Crpuv, ®opr-Yapr, Texac, 76137, CIIA (4620 North Beach Street, Fort Worth, Texas, 76137,
USA)

Hlrar Munnecora

Oxpyr XeHHenux

ToAnucaHo KK 32CBHACTENLCTROBAHO B MOEM NpHCYTCTBHNM 17 Anpaps 2024 r.
(umsa (umena) Gpuanteckoro(-Hx) auua (Auw)).

Tonn Myan (Toni Moody)

Horapnyc
Cpox aeitcTeus nonHomoumit uerekaet 31 aupaps 2028 r.

<nodonucano>

<Ilitamn: BACMA H. 2JIbKMIUABH (BASMA N ELKISHAWY) * norapuyc wrata Musuecora * Cpox
AeiicTruA noMoMoaHii HeTekaer 31 ausapa 2028 r>

Tepesox ¢ aHrMMACKOTO A3BKA Ha PYCCKAM A3LIK BHNONHCH nepeBoxIHKoM HckycHBIX JMuTpHeM
AnexcanapoBHIEM
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Poccniickan ®egepauns
T'opoa MockBa
ABaauars B0OCLMOro eBpais ABe ThICAYH ABAAUATL YETBEPTOro roaa

S, Anexwn Eprennit BnanmuMuposuy, HoOTapHyc ropola MOCKBH, CBHIACTEALCTBYIO
NMOAMHHHOCTL NOAMHCH NepeBoaunka Ucxycnpix IMHTpas AnexcaHapoBuya.

[Toanuck caenaHa B MOEM MPHCYTCTBHH.

JIHYHOCTE NOANMHCABIIErO AOKYMEHT YCTaHOBIICHA.,

3aperncTpuponauo B peectpe: Ne $7/171-n/77-2024-4-1854,

Ynnaueno 3a coepuieHHe HotapuansHoro aeictaus: 400 py6. 00 xom.

O (v AR Mg
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