>« smith&nephew

DYONICS Disposable

Arthroscopic Blades
AR L
1060595~Y

Smith & Nephew Orthopaedics GmbH
AlemannenstraBe 14

78532 Tuttlingen

Germany

ec.rep@smith-nephew.com

Endoscopy
Smith & Nephew, Inc.

150 Minuteman Road c €
Andover, MA 01810 7

USA
08/2020 1060595 Rev. Y

DYONICS™ Disposable
Arthroscopic Blades

Pernctpauns MU B Pocagpasnam3aope
www.nevacert.ru | info@nevacert.ru



DYONICS® Disposable Arthroscopic Blades

®) [STERLE__[R ]

Device Description

Smith & Nephew DYONICS Disposable Arthroscopic Blades are rotary cutting devices for use in arthroscopic and endoscopic surgical
applications for the resection of soft tissue and bone. Resected tissue is removed from the surgical site by suction through the inner
jumen of the blade. DYONICS Disposable Arthroscopic Blades are made of surgical stainless steel and are available with a variety of
cutting window and burr configurations, as well as straight, curved, retractable sheath, and curved rotatable styles.

Intended Use
Smith & Nephew DYONICS Disposable Arthroscopic Blades are intended for resection of soft and osseous tissue.

Indications for Use

Smith & Nephew DYONICS Disposable Arthroscopic Blades are indicated for resection of soft and osseous tissues in both large and
small articular cavities.

Contraindications

o The Smith & Nephew DYONICS POWER Control Systems and blades should not be used with patients exhibiting ankylosis and aiso
lacking adequate joint space or distention for arthroscopic inspection. Abrasion arthroplasty may not be effective in treating heavy
patients or those with ankylosis, instability, or expectations beyond the relief of pain.

« Varus or valgus deformity is not in itself a contraindication in patients with good range of motion and without gross instability or
extreme malalignment (15° varus, 30° valgus).

« Intra cortical abrasion arthroplasty may be contraindicated in patients not qualifying for high tibial osteotomy or total knee
replacement.

o Synovectomy is contraindicated when the disease has progressed beyond the phase of synovial proliferation and advanced
rheumatoid arthritis when erosion of the articular cartilage is present.

& Warnings

@ Do not use if package is damaged. Do not use if the product sterilization barrier or its packaging is compromised.

« Contents are sterile unless package is opened or damaged. DO NOT RESTERILIZE. For single use only. Discard any open, unused
product. Do not use after the expiration date.

e It is the surgeon’s responsibility to be familiar with the appropriate surgical techniques prior to use of this device.

« Read these instructions completely prior to use.

« DYONICS Disposable Arthroscopic Blades contain magnets that may be attracted to other instrumentation when placed in direct
contact.

« When using a footswitch, ensure that the footswitch is not inadvertently activated while inserting the blade or plugging the connector
cable into the control unit.

« Periodic irrigation of the blade is recommended to provide adequate cooling of the blade and to prevent accumulation of excised
materials in the surgical site. Ensure that suction of 128 mmHg minimum is flowing while the instrument is running.

Precautions

% U.S. Federal law restricts this device to sale by or on the order of a physician.

« Hazards associated with reuse of this device include, but are not limited to:

Biological Contamination (bacteria, virus, and/or protein) which may lead to patient infection;

. Device Malfunction (device resects too slowly, or does not resect at all).

Prior to use, inspect the device to ensure it is not damaged. Do not use a damaged device.

. DYONICS Disposable Arthroscopic Blades are packaged as a set. They must be used as supplied. Do not interchange blade
components.

. Do not allow the rotating portion of any blade or burr to touch any metallic object such as a cannula or arthroscope. Damage to
both instruments is likely. Damage to the blade can range from a slight distortion or dulling of the blade edge to actual fracture of
the tip in vivo. If such contact does occur, inspect the tip. If there are cracks, fractures or dulling, or if there is any other reason to
suspect a blade is damaged, replace it immediately.

. Excessive “side-loading” on the blade during use does not improve cutting performance and in extreme cases may result in wear
and degradation of the inner assembly.

. Do not tum the adjustment collet beyond the fimits of travel, doing so may result in damage to the blade.

Irreversible damage to blades or burrs will result if they are run without the flow of irrigation (dry).

All Smith & Nephew DYONICS Disposable Arthroscopic Blades are preassembled, packaged sterile, and ready for use. Irreversible

damage will result from any attempt to disassemble curved blades. Damaged blades will not be replaced by Smith & Nephew.

. Make sure the handpiece is off while changing blade tip position.

. After use, this device may be a potential biohazard and should be handled in accordance with accepted medical practice and
applicable local and national requirements.

.

.

Instructions for Use

To remove a disposable Arthroscopic blade from its sterile package, peel TYVEK™ seal off blade tray and proceed with instructions
below.
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Blade Insertion and Removal

For use with hand-controlled and non-hand-controlled handpieces, POWERMINI® Handpieces, and Ultralight handpieces. -

1. Toinsert a blade, orient the handpiece so the key slot (A) and the key (B) can be seen on the blade (Figure 1). Insert the blade
into the handpiece so that the key goes into the slot. The key should be pushed in proximally as far as possible for a positive
lock.

Figure 1.

2. Toremove a blade, depress the key on the blade using a thumb or fingertip. This will disengage the blade hub from the drive
shaft. Withdraw the blade from the handpiece.

Note: Refer to the Smith & Nephew DYONICS Handpieces Instructions for Use (REF 10600266) for detailed instructions for use.

Positioning Smith & Nephew DYONICS ORBIT' Curved Blades

CAUTION: Make sure handprece is off while changing blade tip position.

1. Grasp blade hub or handpiece (if blade is already inserted) with one hand and black collet with the other (Figure 2). Rotate
collet to desired blade curve position (Figure 3).

A 8
Canvex  Concave

wid
N
Collet

Figure 2. Figure 3.

2. Lock position by applying pressure and pushing hub (or handpiece and hub) and collet together until a click is felt.

3. To change blade curve position, pull hub (or handpiece and hub) and collet apart until another click is felt. Repeat steps 1 and
2.

Note: Blade tip opening will rotate relative to handpiece rotation.
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Positioning Smith & Nephew DYONICS Retractable Sheath Blades
CAUTION: Do ot turn the adjustment collet beyond the limits of travel doing so may result in damage to the blade.

1. Grasp the blade hub or the handpiece (if the blade is already inserted) and rotate the collet to the desired sheath position.
The sheath position is secure when a click is felt.

2. To retract the sheath to expose the burr, rotate the collet in the direction indicated in Figures 4 and 5.

}N“%ﬁf}*"

Figure 4 Figure 5

3. To advance the sheath to cover the burr, rotate the collet in the direction indicated in Figures 6 and 7.

Figuré 6. Figure 7

Notes:
+  Smith & Nephew DYONICS Disposable Arthroscopic Blades may only be used with Smith & Nephew handpieces.
Ultra series curved blades and the Ultra series TURBOWHISKER® Blade may be used in all Smith & Nephew shaver handpieces
except the mini handpieces. Standard curved blades and the standard TURBOWHISKER Blade will not fit Smith & Nephew
DYONICS UltraLlight Handpieces.
«  The Smith & Nephew DYONICS ELITE? Burrs will fit only the DYONICS ELITE Handpiece.
. DYONICS Mini Blades will fit only the DYONICS Mini Motor Drive.
DYONICS POWERMINI Blades will fit only the DYONICS POWERMINI Handpieces.

Warranty

For single use only. This product is warranted to be free from defects in material and workmanship. Do not reuse.

For Further Information

If further information on this product is needed, contact Smith & Nephew Customer Service at +1 800 343 5717 in the U.S., or an
authorized representative.

Trademark of Smith & Nephew, registered U.S. Patent &
Trademark Office.

All trademarks acknowledged.

Covered by one or more of the following U.S. patent numbers:
5,270, 622; 5,510,070; 5,563,481; 5,602,449;

www.smith-nephew.com 5,620,447; 5,630,826; 5,672,945; 5,712,543; 5,745,647;
+1 978 7491000 5,749,885; 5,804,936; 5,833,692; 5,871,493; 5,913,867;
+1 978 7491108 Fax Des. 390,956.

+1 800 343 5717 U.S. Customer Service ©2001,2020 Smith & Nephew, Inc. All rights reserved.
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Arthroskopische DY ONICS-Einmalklingen
Cuchillas artroscopicas desechables DYONICS
Lames arthroscopiques jetables DYONICS

Lame artroscopiche monouso DYONICS
DYONICS artroskopiblad for engéngsbruk
DYONICS artroscopische wegwerpmessen
I.Aminas artroscOpicas descartaveis DYONICS
DYONICS artroskopiblade til engangsbrug
DYONICS artroskopiblader til engangsbruk
DYONICS 12| & 233 Zd

Jle3Bus 0JIHOpaA30BBIE CTEPUIIbHBIE TS LeliBepa apTpockonudeckoro DYONICS POWER II
DYONICS Tek Kullanimlik Artroskopik Bigaklar
www.smith-nephew.com

+1 978 749 1000

+1 978 749 1108 Fax

+1 800 343 5717 U.S. Customer Service
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O1mopa3oBble aPTPOCKONHYECKHE JIE3BHS

@ sTERiLE[ A ]

Onucanne yerpoiicTea

apTpockonuueckue nessus Smith & Nephew DYONICS — 1o npucniocoGnenns ans poTauuonuoi pezku ans
i [IPH apTPOCKONUYECKHX H OHAOCKOMHIECKAX XHPYPTHIESCKHX BMEIIATEIbCTBAX I PE3EKINM MATKOH TKAHH U KOCTH.
7 TKaHb YJQTACTCA M3 ONMECPALMOHHOTO TOJS ¢ MOMOUIBIO 0TCOCA YEPE3 BHYTPCHHUH MPOCBET Ne3Bust. ONHOPA3oBbIe
saeckue qe3But DYONICS npoussozsitess W3 XMpYpPruueckod HepKaBelol(el CTaiM U JOCTYHHB € PasTHUHBIMA
alAMU PeKYLUHX OKOH M CBEPJIA, @ TAKKE B UPIMOM M M30IHYTOM MWCIHOJHCHHM, C BBIABHIAIOLIMMCS YEXJIOM M
BpallAloIHC .

Hasmagenne
Tm0pa30Beie apTpockonudeckue nessus Smith & Nephew DYONICS npejiHassadcHsl A9 Pe3eKIMY MATKHX W KOCTHBIX TKAHEH.

IloxaszaHusl K TPUMEHEHHIO

»8bIe apTpockonuyeckue ne3pus Smith & Nephew DYONICS npeanasnadensr 475 pe3eKnum MArkMX 1 KOCTHBIX TKaHeH
c2x GOIBIIEX. TAK M MAJILIX CYCTaBHBIX [OJOCTEH.

IIpoTusonoxka3anus

+ [lpsucHeHHE CHCTeM KOHTpons M ne3suH Smith & Nephew DYONICS POWER npoTHBONOKA3aHO LIS MAIMCHTOR ¢
(AMH QHKWIIO3a, & TAKOKe Ul NALMEHTOB, y KOTOPBIX DPasMep CYCTABHOH MIS/AM HEAOCTATOYEH WM OTCYTCIBYET
OCTb €€ PACIUMPEHMS NS apTPOCKONMYECKOIo OCMOTpa. AGpasuBHAs apTPOIUIACTHKA, BO3ZMOIKHO, HE NpMBEAET K
: v 30 deKTy y NONHBIX NALUMEHTOB, 4 TAKKE Y MALMEHTOB ¢ AHKAUIIO30M, HECTAOUIBLHOCTBIO CYCTABOB MITHM OIMAAIOIMX OT
seucig OOIIBIIMX PE3YJIbTATOB, YEM TOJBKO obJeryerue 6ou.

»CHAA MIM BanbrycHas nedopmanmsa cama mo ceGe He SIBISETCA NPOTHBONOKA3AHMEM /I TALMEHTOB C TPUEMIEMBIM
TH2N230HOM WIIH KpaiHeH aHoManuu B yCTaHOBKE KOHEYHOCTEH (BapycHas Ha 15°, Bannrycnas na 30°).

[PAxOpTHRAIbHANA ﬁﬁpZBI/IBHa}{ ApTPOILIACTUKA MOWKET ObITh IPOTHBOIIOKA3AHA [TALMEHTaM, HE OAXOAMIMM IS BBICOKOU
TOMHH 60}11)1]166@])[103017! KOCTHY WX TOTAJIBHOTO

'BIKTOMHS IPOTUBOTIOKA3aHA, ECIU 3a00ICBAaHNE PA3BUIIOCH A0 (ha3sl CHHOBHANBLHOM Nponndepauuy WM Janec, a Talke
TaEeIbIX (JOPMAX PEBMATOMAHOTO APTPUTA ¢ SPO3HEH CYCTABHOTO XpAIlA.

A IMpeaynpexaennst

SanpemaeTca HCHOJIL30BATDh, €CJIM YHAKOBKA NOBPEINICHA. 3anpeluaeTCﬂ HCNOAB30BATE, €CJIH CTCpHﬂbllblﬁ 6&])1)6]’)
H3I€THHA HJM €r0 YHAKOBKAa HAPYHICHbL.

» Coxepxumoe CTEPUILHO, TOALKG €C/IH YNAKOBKA HE BCKpPbITa 1 He nospexaena. [IOBTOPHASI CTEPUJIN3ALIMS
SATIPEIHEHA. Tonpke mis ogHoKpaTHoro npumenennst. OTKpbITOe H3AenHe, JaKe HEHCNOAb3OBAHHOE, HOLTEKHT
YTHIH3AIHH. 3a0peliaeTCd HCHOAb30BATH H3e/IHe 0 HCTEYEHHH CPOKA FOAHOCTH.

* OTBETCTBEHHOCTD 32 03HAKOMJICHHE € COOTBETCTBYIONMMMHI XHPYPriY4eCKHMHE METOAMKAMH HEPe) NPHUMCHCHHEM JaHHOTO
VCTPOHCTBA JICKHT HA XHPYpre.
* ITepen npuMeHenneM NPOYHTAIITe JaHHbIE HHCTPYKIHHE HOJIHOCTHIO.

* Oanopazosbie aprpockonnyeckue nessus DYONICS coaep:kaT MarHuthbl, KOTOPbie MOTYT NPUTATHBATH ApyrHe
npHOOPLI NPH HEMOCPEACTBCHHOM KOHTAKTE.

* Ilpu wcnonb30BAHMM HOKHOIO MNeEpeKIIOHATENs YOeAHTECh, YTO HOKHON mepexTIoYaTe b He OyaeT cayuaiino
AKTHBHPOBAH BO BPeMsl BCTABKH JIE3BHS HJIH HOAKTIOYCHHA COCTHHUTEILHOTO Kabensi K GJI0KY ynpaBienns.

* Pexomenjyercss nepHOAHYECKOC NPOMBIBAHMC JIE3BHI st 00CCHEMEHUS HAAACKAMIEr0 OXJIAMACHMS JIC3BHS H
HPELOTBPAMICHHS HAKONIICH At MATCPHAIOB YAAICHHbIX TKAHCH B OHCPALHOHHOM 1016, YOenrech, YTo BO Bpemsi padorst
HHCTPYMEHTA 0Tcoc pafoTaeT noj KaBaennem ne Menee 128 mm pr. cr.

Mepbl 1PeIOCTOPOKHOCTH

°Nl-g B coorsercrsuu ¢ (peﬂepﬂ]lbl-lb[M 3akoHonaresbersom CLHA 310 yCTpOﬁCTBO MOXET ObITh 1‘1pn()6pe’reuo TOJABKO BPA4OM HIIU
I10 €I'0 3aKasy.

» K omacHOCTSIM, CBSI3aHHBIM C TIOBTOPHBIM HCIIOJIB30BAHHUEM 3TOI0 yCTpOI\/‘ICTBa7 OTHOCATCH, B HACTHOCTH, CJICAYIOLIHC:

- Buonoruueckoe 3arpasHCHUAC (6aI(TCpHaJ]I)HOC. BHUPYCHOE wW/unm 6CIIKOBOC), KOTOPOE MOXCT TIPUBCCTH K I/IH(I)HIH/][)OBBIIMIO
nauueHrTa.

- HencnipaBHOCTH yeTpoHcTBa (YCTPOHCTRO HE BBIIOJHSET PE3EKIMIO MO0 BHITIOTHACT €€ CAUMIKOM MeJICHHO).

* Tlepen mpuMeHeHHEM OCMOTPHUTE YCTPOMCTBO HA TIPEAMET TOBPEKIECHHMI. 3apelaeTcs UCHoMb30BaTh YCTPOHCTBO, €I OHO
HOBPEKACHO.

» OxHopazoBele apTpockonuyeckue se3sus DYONICS nocrasnsores B komiuiektax. OHH JOLKHBL HCTIONIB30BATHCH W3 OAHOTO
KOMMNEKTa. 3anpenaeTcs 3aMeHsITh KOMITOHEHTHI Je3BUH KOMIOHEHTAMH W3 APYTHX KOMILIEKTOR,

* He ponyckaite KOHTaKTa BpallAIOMEHcs wacTH MOOOro Je3BHS WX CBEPIA ¢ METALIMYECKMMM NPEAMETAMM, HANPHMED €
KaHw/ed uiM aprpockonom. Bepostro nospexaenue oboux uHcrpymenros. [ToBpexaenue Nnessus MOKET BAPHHPOBATHCS OT
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HCKDHBICHHSA WM NPUTYIUICHHS Kpast JIe3BUs 10 Pa3jioMa KOHYHKA BO BPEMA HAaX0XKEHHS MHCTPYMEHTA B TEJIE.
@ Tawoi ¥OHTAKT NPOH30IIeTL IPOBEPHTE KOHUUK.

TH0J3I0TCH TPELIMHBI, PA3JIOMBl WM NPUTYIUICHHE WM €CiIH eCTh MoOhe APYrHe MPUUYMHBI MOAO3PEBATH
= 1S3BHE. HEMSIUICHHO €I'0 3aMEHHMTE.

S0xOBas HATPY3Ka HA JIE3BME BO BPEMs NPHMCHCHHS He NMOBHIMACT dQ(EKTUBHOCTH PE3KU U B KpalHMX caydasx
. ¥ H3HOCY H CHIDKCHHMIO 2()(CKTHBHOCTH BHYTPEHHUX KOMIOHCHTOB HHCTPYMEHTA.

< per}.l}iposoqﬂmﬁ IIaTPOH 3a& IIPEjeiibl IManasoHa NEpeMELICHNs, 910 MOXKET NPUBCCTH K TIOBPEXKUCHUIO

¥1H CBSPI1 0€3 MOTOKA OMBIBAIOLLIEIO pacrsopa (H'dCyX()) NPUBEALCT K UX 1'[6()6paTl/lM()My NOBPEKACHUIO.

szie apTpockonudeckue sie3sus Smith & Nephew DYONICS nocrasnsioress npeABapUTeibuo cOOpaHHbIME, B
:0BKE H TOTOBBIMH K HCTIOIb30BaHMK0. JIFOObIE TONBITKY Pa300paTh H30THY THIE JIe3BHS TIPUBEIYT K HeOOPaTHMBIM
:. TTospexaeHHbIE J€3BHs He Oy Ay T 3ameHeHsl Smith & Nephew.

. 97O HAKOHEYHMK HAXOJAMTCS B NOJOXEHUH «BBIKIL) B [IPOLIECCE U3MEHEHMS! TIONOMKEHHNS KOHUMKA JIC3BHAS.

Zoc IDEMEHSHHS JAHHOE YCTPOHCTBO MOXKET HIPEACTABII TS GHOIOIHUYecKy10 ortacHocTb, O6painalTech ¢ HUM B COOTBETCTBUH
o TowEsTOR METHIIHHCKON NMPAKTUKOM M ICHCTBYIOIMMH MECTHBIMU H (eIepalTbHBIMI TPEOOBAHNAME.
Hecrpysusn 010 NPHMEHEHHIO

45 0JHOPA30BOE APTPOCKONMYECKOE JIE3BUE M3 CTEPHILHON ynakoBkH, yaamure ymiotHenne TYVEK™ ¢ norka ¢
epeliIuTe K HHCTPYKLISIM, IIPUBEICHHBIM HUKE.

Berasxa n YialeHHE JIe3BHHA

10.1530BaHHS HAKOHEYHMKOB C PY4YHbIM yipasieHueM u 6e3 Hero, HaxoneuHukoB POWERMINI u naxoneuHuxos

TABHTDL JIC3BUE, PACTIONIOIKMTE HAKOHEYHNK TaK, 9TOOBI BRICMKA AT Kmoda (A) u kmod (B) MOXHO ObiI0 YBUAETL HA
cvuok. 1). Berasbre jie3ssue B HAKOHEYHHK TaK, YTOOBI KIIOY BOLIE: B BbieMKy. [lomronkuure ko4 B IPOKCHMAJIBHOM

¥ 710 YIIOpa, 4To0BI 00ECIeUnTh HAAEKHYIO (QUKCALHIO.

i
1
L

Pacynok 1.

2. 119 U3BJICUEHMS JIC3BUSI M3 HAKOHEYHMKA HAXKMUTE IIAJbLUEM KIOY HA JIE3BHH. D10 0CcBODOAUT AepKareiab At JIE3BHA U3
IPHBOJIHOIO Bajia. M3BrnexuTe 1e3BKe M3 HAKOHCTHHKA.

Tpuveuanue. [[oapoOHbIE HECTPYKIUH TIO IPUMEHSHHIO CM. B HHCTPYKIMSIX 1O MPAMEHEHMIO HakoHeuHHKoB Smith & Nephew

DYONICS (H/K 10600266).
[To3uunonuposBanue u30ruyThix jge3snii Smith & Nephew DYONICS ORBIT

BHUMAHHE! Y6eoumecs, 4umo HAKOHEYHUK HAXOOUMCSL 8 noAodceHull « Boika.» ¢ npoyecce usmeHeHus HOAONCEHUS KOHYUKA
1e36usl.

1. Bo3bmuTe jeprxareiib Wi Je3BMi MM HAKOHSYHHUK (SCIIM JIE3BHE YiKE BCTABJCHO) OJHOH PyKOH M YEPHBIM 32KUMHOM 1arpoH
Apyro#i (pucyHok. 2). [loBepHHTE 32)KMMHO NTATPOH 0 TPeGyeMOTO MONOMKEHUS H3ruda ne3Bus (PUCYHOK. 3).

Bounyranti Borsyrnuii

Pucynoxk 2. Pucynox 3.

2. Bad)MKCprﬁTC ITOJIOKCHHUE, HAJJaBUB W IIPHWKAB JI€PKaATEIIb (PL'IPI HaAKOHEYHHK H ).ICp}l(ﬁTCﬂb) K 300KHMHOMY ITaTPOHY, [IOKa HE
NMOYYBCTBYCTC UICTHOK.

91 ILJUI U3MEHEHHUST TIOJIOKEeHHS U3ruda Jie3Busl TMOTSHUTE ACPKATEIb (MM HAKOHEUHMK U nepmaTem,) B HANpaBlEeHHW OT
3KHMHOI0O NarpoHa, oKa He 1oYyBCTBYETE €€ ONUH LIEITIOK. HOBTOPHTE ward 1 u 2.

Upnmeqalme. ]_Ipl/l BPAHICHUM HAKOHECYHUKA OTBEPCTHE Ha KOHYHUKE JIE3BHA TAKKC 6yIICT BpaaTLCA.
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IlosnuunonupoBanue ssiismA=EOro Yexaa st de3pui Smith & Nephew DYONICS

BHUMAHHUE! He nosooawusaione pe2yIupo80YHbLil NAMPOH 3G npedeis: OuanazoHd HEPeMEeHtsl, 3Mo MONCen npueecmy K
NOGPENCOeHUIO Ne361s

1. Bospmurecs 3a ICpa 5 IC38ME HIH HAKOHCYHHK (eCJll/I JIC3BHE V&S VCTAHOBICHO) H Bpamaﬁ're 3AKUMHOH aTPOH. TMOKa
BBIIBMIKHOM HeX0 He & F0B7ICH B HYKHOC TTIOJIOKEHUC. Yexon MXXCHPOBZ]H. KOTr/1a Bl NMOYYBCTBYCTE IIICTYOK.

2. YroObl BTAHYTB 4eX07 3 07

PucyHox 4. Pucynox 5.

3. YroObl BBIABUHYTh YEXOT
B

2¥DEITE CBEPII0, IOBOPAYMBANTE 38 /XMMHOE NaTDOH B HANPABJICHUM, YKA3AHHOM HA PUCYHKAX 6 U

7

PHCYHOK 6.

Tipumeuanusn.

¢ C 0IHOPA3OBBIMHU @PTPOCKONES
Smith & Nephew.

 WM3oruyreie ne3pus cepuii Ul
& Nephew, KpoMe MHHH-HEKO:
MOAXOAAT VT HAKOHCYHHKOB Sm

sz 1e3BuaMi DYONICS Smith & Nephew MOryT MCHOTB30BaThCS TONBKO HAKOHCYHHKH

U2 TURBOWHISKER MoryT sen
=. CranjapTHble H30TCHYTHIE -
& Nephew DYONICS UltraLight

+ Cepna Smith & Nephew DYONICS ELITE cOBMECTHMEBL TONBKO ¢ Haxozewznxavi cepur DYONICS ELITE.
¢ Jlessust DYONICS Mini cosmectios
¢ Jle3susa DYONICS POWERMINI

I'apauTus

JBaTHCH CO BCEMM HaKOHCUHUKaMM mefisepa Smith
ws u crangapruoe jiessue TURBOWHISKER ne

= TOJIBKO0 € MOTOPHBIM puBoaoy DYONICS Mini.
CTHMBI TOJIBKO ¢ HakoHewHukzaME DY ONICS POWERMINIL

ToabKO 1 OAHOKPATHOTO MpHME
u3rororieHus. ITopTopHOE Heno:

T1poH3BOANTEND AACT 1Sl HACTOSIETO W3ISTHS TapaHTHUIO Ha ,)J,eq)e}(']'bl MATEPHAIOB U
< 3ANPCUICHO.

donosuureibHble CBEAEHHS

JUist riostydeHust JONOJIHUTEIbHEL cacicHnd 00 HTOM M3He/Mu 00paruTecs ¥ VIOJIHOMOYEHHOMY lpejacrasureito Smith &
Nephew.

Tosapusiit 3uax Smith & Nephew. szpercrpuposanubiii B Begomcerse CIIIA no natenTaM d TOBAPHBIM 3HAKAM,
Bce Toprosble Mapku 3aperHCTPEPOSAEE.

3aruIneHs! OTHUM WK 6oJiee W3 nepesncieHERIX HIbke TiatentoB CIIIA: 3.270. 622: 5.510.070: 5,563,481; 5,602.449; 5.620.447:
5,630,826; 5,672,945; 5,712,543: 5.745.647: 5.749,885; 5.804,936; 5.833.692; 5.871.493: 5.913,867; 6,090,122; 6,328.752: Des.
381.425;

Des. 390,955; Des. 390,956.
©2001, 2020 Smith & Nephew. Inc.
Bce npasa 3aiuiueHs:.
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DYONICS® BONECUTTER®
Disposable Arthroscopy Blades

AU

Smith & Nephew Orthopaedics GmbH
Aemannenstralie 14

78532 Tutflingen

Germany

et rep@smith-nephew.com

il

Endoscopy

Sriith & Nephew, Inc.
150 Minuteman Road
Andover, (A 01810

LE.
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DYONICS® BONECUTTER® Disposable

Arthroscopy Blades
Arthroskopische DYONICS BONECUTTER-
Einmalklingen

Cuchillas de artroscopia desechables
DYONICS BONECUTTER

Lames de chirurgle arthroscopigue
jetables DYONICS BONECUTTER

Istruzioni per tuso delle lame monouso
per artroscopia DYONICS BONECUTTER
DYONICS BONECUTTER artroskopiblad
for engéngsbruk

DYONICS BONECUTTER artroscopische
wegwerpmessen

Laminas Artroscopicas Descartaveis
BONECUTTER DYONICS

DYONICS BONECUTTER arfroskopiblade
fil engangsbrug

DYONICS BONECUTTER artroskopiblader
tit engangsbruk

DYONICS BONECUTTER 1818 &l 2hd

www.smith-nephew.com

+1 978 749 1000

+1 978 7491108 Fax

+1 800 343 5717 U.S. Customer Servios

Pernctpanus MH B PocampaBramzope
www.nevacert.ru | info@nevacert.ru

Instructions for Use

English

DYONICS® BONECUTTER® Disposable
Arthroscopy Blades

® [sTenRiLE[ R |

Device Description

Senith & Nephew DYONICS® BONECLITTER Disposable Arthoscopy Blades
ste stainless steel mtary cutling devices for use in asthiascopic and
endoscopic surgical applications for the resection of soft tissue and bore.
Resected tissue is ramoved from te surgical site by suction thvough the:
inner furmen of tha blade.

Simith & Nephew DYONICS BONECUTTER blades thal run up to 10,000 rom
forward speed it only the DYONICS POWERMAX® ELITE Handpieces.

This devics ts provided sterie, for single use only

Intended Use

Simith & Mephew DYONICS Disposable Arthroscopy Blades are intended for
resection of soft and osseous lissues.

Indications for Use

Smith & Nephew DYONICS BONECUTTER Bisposable Arthroscopy Blades
are indicated for resection of soft and osseous tissues in large and small
zriicular cavifies. Specific epplications may include knee and shaulder
reconsinictive procadures such as nofchplasty and acromioplasty.

Contraindications

+  The DYONCS POWER System and blades should not be used with
p@rs;ra’wﬂy'gsxs and aiso lacking adequaie joint space of
aﬂmdag,ma,mtteéﬁec&’en’amgheavy
mﬁeﬂ:a‘rcsewmw< instability, or expaciaiions beyond the
refief of pain.

«  Varus of valgus deformity is not n itse¥ 2 contraindication T patients
with good range of molion and without gross insiabilly or extreme
maiaagr‘:\'\em’s‘amslﬂ'va@s]

« hical abeasion i inpadienis
not qualfying for high ¢ mmwuwmm

«  Synovectomy is contraindicaied when the disease has progressad
beyond the phase of synovial proliferation, and advanced rheumatoid
arthritis when esosion of the articular carfilage is present

A\ Warnings

Do not use if package is damaged. Do not uss if the product
sterilization barrier ar its packaging is compromised.

«  Contents are sterile unlass packege Is opened or damaged.
DO NOT RESTERILIZE. For single use only. Discard any open,
unused product. Do not use sfter the expiration date.

»  HKisthe surgaom raspmsibmﬁ(y 1o be famitiar with the

pp surgical jues prior to use of thi

«  Read these instnictions complately prior to use.

«  DYONKS BONECUTTER Disposable Arthroscopy Blades are
packaged as 2 set. Thay must be used as supplied. Do not
interchange blade companents.

«  DYONICS BONECUTTER Disposable Arthroscopy Blades contain
magnefs that may be attracted to other instrumentation when
placed in direct contact.

«  When using a footawitch, ensure that the footswitch is not
inadvertently activated whils inserting the blade or plugging
the connector cable into the control unit.

«  Periodic imigation of the tip of the burr or cutter is

« Dol llow the rofating portion of any blade or bt ta touch any
medalic object such as a cannula o arifwoscaps. Damags 16 botfe
instruments is fikely. Damage to the blade can range from a slight
distorfions or dulling of the blade edge 1o aciuat fracture of the tip
invivo. i such contact does occur, inspect the tip. if there are cracks,
fractures or dufling, or if there is any other reason o suspect 3 blade
is damaged, replace it Immedbaely.

»  Excessive “side-oading” on the blade during use does notimprove
cutting performance, and in extreme cases may result in wear and
degradation of the inner blade.

mage to blades or burrs will rsult if thay aes run without
tion {dryl.

+  After use, this device may be a polential biohazard and should be
handled in accordance with accepled medical practive and applicable
locaf and national requirements.

Instructions for Use

To reiove an arthroscopy blade from its sterie packa,,& peel Tpvel® seal
off tlade tray and procead with instructions bel

Blade Insertion and Removal

For ase with hard-controlied and non-hand-controflad smotor drive units

L Toirsertablade, ofient the molor drive so that the key sot {4} ard the
ey (B} ons the blade are visible. Insert the Bade into the molor drve

50 the key gaes wnfo the dot. The key should be pushed in prsdmally
s for a5 possile for 3 positive fnck.

2. Toremove a bladz, depress the key on the blade using a thumb
or fingertip. This will disengage the blade hub from the driveshaft
Withcraw the blade from the motor drive.

For Use with Mini Motor Drives

L Toinsertablace, side the ricasering on the distal end of the moter
k;r\o toward the pmxr.a end as shown. This will reveat the hey slot
¢ it the motor drive so that you can

§ X k on the blade. insert the blade info
the motor chive 0 that foe key goes :sto the slol. Let the release ring
side back fo iis original position.
2. Toremove abiade, side the release ring toward the proximal end of
the motor drive unit and simubtaneously withdraw the blade.
Note: if suction is being applied you will percelve  slight force helding
the componients fogether.
Note: Smith & Nephew DYONICS BONECUTTER Blades that rurup
10 10,000 rpm forward speed fit ondy the DYONICS POWERMAX ELITE
Handpieces.

Warranty

For mngie wuse only. This product is warranted to be iree from defects in
materfal and workmanship. Do not reuse.

For Further Information

ta provide adequate cooling of the blade and to prevent
accumulation of excised materials in the surgical site. Easure that
suction of 128 mmHg minimunt is flowing whils the instrument is
ranning.

Precautions
148, Fedenal law restricts this device i sale by or on the arder of
ik B physiian.
«  Hazards associaled with reuse of this device include, but are not
limited 1o, patient infection and/or device matfunction.

»  Prior ho use, inspect fhe device to ensure it is not damagd. Do not
use a damaged device.

If further infe ion on fhis product is needed, confsct Smith & Nepbew
Cusiomer Service at +1 800 343 5777 inthe US,, of an authorized

“Tradiemark of Smith & Nephaw, certain maks registersd U.S, Falent & Tademark
Oftica. Al rademarks acknovdedged.

x o mote of the fallowing US. Paterd mumbers: §770,62%;
3; 5.602,4 3
55.647; 5,749,88 5
228,752 Des. 381,425; Des. 39"95.) Des. "9‘"9 6

-

Gli}m. 2020 Semith X Nephew, Inc. Allrights reserved.
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