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NMPUMEYUYAHWME/ NOTE

Russian text / Pyckuii

Crnegyloujue HaMMEHOBaHMS,

LaHHOTOo LOKYMeHTa, ABNATCA TOX/[ECTBEHHbIMU
HauMeHOBaHUO MeAULMUHCKOTOo nsgenus «DNeKTpobl
éunonsapHbie 0AHOpa3oBble ans apTPOCKONMYECKMX
onepayuninm;

NCMONb30BaHHbLIE MO TEKCTY

N3genune(a), megnumnHckoe(ne) nsgenune(s).

Mpocum cyuTaTb HaMMeHOBAHWA BapuaHTOB WCMONHEHMUSA,
YKa3aHHble MO TEKCTY AaHHOIo AOKYMEHTa, TOXXAECTBEHHbIMN

HanMeHOoBaHUAM, NpeacTaB/ieHHbIM BTa6J'IVILI'E HWXe:

HanmeHoBaHUue

MegnLUMHCKOro m3gennsa

N KOMMNOHEHTOB

3NeKTpPoA 0fHOPa30BbIA
FLOW 50

SNeKTpo 0AHOPA30BbIii
FLOW 90

CuncteMa KOHTPOAMpPYeMOii
abnsumn WEREWOLF
COBLATION c
NpUHaaeXXHOCTAMU

BunonsapHbIi
pasnoyacToTHbIN
KOHTpONnep

ToXpecTtBeHHOe
HanmeHoBaHue

30Hp FLOW 50, 3nekTtpof
FLOW 50, 30HA, 3neKTpog,
FLOW 50

3oH4 FLOW 90, 3nektpos
FLOW 90, 30HA, 3N1eKTpOS,
FLOW 90

Cuctema WEREWOLF
COBLATION, cuctema
Kobnayum, Cuctema
WEREWOLF

KoHTponnep WEREWOLF,
KOHTpoO/iiep, 610K
ynpaBneHus

SSM

HeT
English text / AHrAunckui -lexd
The following names used in the text of tepH
document are identical to the name of:
medical device "Bipolar, sterile, single-use

for arthroscopic operations™:

i 16K7
Product (s), medical devlce(s)

Please consider the names of the variants (6325
execution specified in the text of this docum mh(
to be identical to the names presented in:ep€
table below: mh
Identical name Name In <om
technical coc
documentatior

m

Wand FLOW 50 Wand, FLOW 508ne

I o |

Wand FLOW 90 Wand, FLOW 90 ycT

_____ npi

Bipolar Radio- Controller BM
Frequency controller WEREWOLF,

controller MO

VP

3;

ACuctemMa KoHTponupyemoin a6naunn WEREWOLF COBLATION ¢ npuMHagneXXHOCTAMU 3apermcTpupoBaH
Ha TeppuTtopun Poccuiickoint ®epgepauun, PY Ne P3H 2020/12252 ot 08.10.2020

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



|k(an text

MCTPYKUMSA MO NMPUMEHEHUIO Pycckuin
----- MKTpog ogHopa3oBbiii FLOW 50
Rx only

nnbHOo. CTEPUIN30BaAHHO 3TUTIEHOKCUAOM

VNCAHVE CNCTEMbI
ema WEREWOLF"* COBLATION™" - 370
KTpOXMpypruyeckas cuctema, cocroslLan us3
YIOLMX KOMMOHEHTOB:
UNONSPHBIA pagmoyacToTHbIA (PYU) KoHTponnep;
|AHOpa30BbIi CTEPULHbI 31EKTPOL;
HOropasoBbli HECTEPU/IbHbIA MeanbHbIiA
BK/tOYaTENb;
MHOFOPa30BbIAi HECTEPUbHbIA WHYP NUTaHUS.

COHMOHeHTbI  MpefHa3HayeHbl ANA  WUCNONb30BaHUA B
toCTaBe efinHOro 610Ka,

ion*

_"™"NCAHWE MN3AENNA

O«ekTpopg FLOW 50 (anektpof) npegcrtaBnseTr coboi
A MNOMApPHOE  pafinoyacTOTHOE  3NEKTPOXMPYpruyeckoe

O bcTpoiicTBo, MCNONb3YyeMOe Mo ONpeAeneHHbIM MOKasaHUAM
m opToneanyecknx " apTPOCKOMNMUYECKUX
BMellaTenbcTBax. B anekTpoge peanmsoBaHa QyHKLMA
fiMBIENT, koTopasi o6ecneumBaeT TouyHblil (= 3 °C)
MOHWUTOPWHI TeMNepaTypbl BHYTPUCYCTaBHO
MPPUraLMOHHON XNAKOCTM B pealbHOM MacliTabe BpeMEHH.
AnekTpog cnocobeH paboTaTb B MATM pexumax (Tabnuua

1.
Tabmmua 1. PexxvimMbl 1 YpoBHU Ans 3nekTpogos FLOW 50

NHaukatop

[elicTm1B Pexxum YpoBeHb YPOBHS pexuma
Lo Minus (-) (ol
AbnsaLus Lo Lo(-) <1
Lo Plu3{+) «0i
Med Minus (-] Ol
A6nauua MMd Med()* <1
MedPlu3(+) e il
Hi Minus (-) [ol7]
AGRALNS Hi Hiw ¢ 1
Ne PIU3(t)
Coag(-) T
Koy g » 2
Coag Rus {*) M
OtpuuarensHoe VM He perynmpyetcss  Herumiernmo

AaBnexHve

Peavbl 1 YPOBHM paboTbl anekTpogoB FLOW 50 no ymonyaHuio
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English text

Instruction for Use English
Single-use wand FLOW 50

Rx only 0123

IsTERILE IEO

SYSTEM DESCRIPTION

The WEREWOLF COBLATION System is an
electrosurgical system

consisting of the:

 Bipolar radiofrequency (RF) Controller;

e Disposable, sterile Wand;

* Reusable, non-sterile foot control; and

*Reusable, non-sterile power cord.

The components are designed to be operated as a
single unit

DEVICE DESCRIPTION

The FLOW 50 Wand (Wand) is a bipolar, RF
electrosurgical device used for specific indications in
orthopedic and arthroscopic surgeries. The Wand
utilizes the AMBIENT feature which provides
accurate (£ 3 ®C) real-time temperature monitoring
of the intraarticular irrigating fluid. The Wand is
capable of operating in five Modes (Table 1).

Table 1: Modes and Levels for the FLOW 50 Wands

Action Mode Level h/:r(]);i];(;:gf !
LoMinus A ¢ LLI
Ablation Lo Low o |
LoPluSI+) «iL
Med Minus!-] o
Ablation Mad MedWwW .
Med Plus bl sul
tfiNenusl-) dii
Ablation " HiW .
Hi Plus bl eiii
Co™W w
Coegiitfion
Coag Plus bl 2
Vacuum Vv Not|A(|ustable N/A

"Default Modes and Levels for FLOW 50



Ta6nuuya 2. BbixogHoe HanpsXeHWe U MOLIHOCTb 1151 CUCTEMbI
WEREWOLF COBLATION Canektpogamu FLOW 50

BbixofHoe BbIxofHas MOLLHOCTb
Pexxum/ypoBeHb HanpSDbkeHvie (BT1) npu Harpys3ke
(BoB) 350 Om
Lo- 257 189
Lo* 279 222
Lo+ 289 239
Med- 262 19%
Med> 279 222
Med + 301 259
Hi- 301 259
Hi* 314 281
H+ 323 298
Pexxmm/ypoBeHb Hizlp;;(;;(q:l-?v?e BbixoaHas MoLLHoCTb
(BT) npn Harpyske 50 Om
(Bexe)
(Doag* 65 85
Coaq + 85 145

MOKA3AHWA K NMTPUMEHEHWIO

Cuctema WEREWOLF COBLATION cocTouUT M3 3neKTpoja
FLOW 50 n koHTponnepa WEREWOLF n npegHasHayeHa
4Nns pesekuuu, abnaumum u Koarynsauum MArKMX TKaHel, a
Takxe Ana obecneyeHns remocrta3a KPOBEHOCHbIX COCY[0B
BO Bpems cnefyoLmx apTPOCKOMUYeCcKnxX "
opTOMneAnYecKUX XUPYpruyecknx BMeLlaTenbCcTs.
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Table 2: Output Voltage and Power for the WEREWOU
COBLATION System with the FLOW 50 Wands

Bcec
Mode/ Output Voltage 350 Ohm Load (Ta30:!
Level {Vims) Output Power (Watts! Konei
Lo- 257 189 Jlye:
Lo 279 222 ronei
Lot 289 239 J10KTT
Med = 262 1%
Med 279 222
Med + 301 259
Hf- 301 259 Kore
H 314 281
Hi + 323 298
Mode/ Output Voltage 50 Ohm Load Output Mne
Level (Vrms) Power (Watts)
Coag 65 85
Coag + 85 145
Bee
INDICATIONS FOR USE (e

The WEREWOLF COBLATION System, comprised t Ko
the FLOW 50 Wand and the WEREWOLF Controllel  nyu
is indicated for the resection, ablation, arn ron
coagulation of soft tissues and hemostasis of bloo” so»
vessels during arthroscopic and orthoped
procedures.abiatlon, and coagulation of soft tissur
and hemostasis of blood vessels In the followin
arthroscopic and orthopedic procedures:
Ja
Ko

Q 1d

<E ®

K @



CycraB Abnauyis/caHauyis
(cycTaBbl CycTaBHOI XpsiLLy
Kb, B")cakromms
4B\, NS1IeY4EeBO, Xougponnactuka
arsicrHbIA, Pdacuma
TOMHLIA, CBsi3Ka
=) Py6L0Bas TWTb
M#srkue TKaH!
CuHOoB3WIMUSA
Croxunue
NebM cycTaB MKC/3KC

>McycTaB

CycraB
(cycTasebl
TbllA,
1bW nneveBoii,
IFACTHIA
TOMHbIA,
a0i)

»1cycTas

4HbM cycTaB

1neyBBoi CycTaB

MACTHbLT CyCTaB

MnacTviKa (aeXMbILLENKOBOM
BbIPE3KY

AldommronnacTtmka

Cy6aKpomuanbHas fieKo bIpecemst

ligleea™
CycT”Hasd ryba
Kancyna
KueTbl
CsAska
CBobogHble Tena
Y paneHuvie CKNafok
PMoBas TKaHb
Mriaie TKaHW
CvHOBMa/TbHast 060/104Ka
Cyxoxunue
BepTnyxHas ry6a
BbKs060XKAeHNE KTO'MTbI
XpALLEBbIE TOCKYTbI
JuncxomaHbIin MeHUeK
Bbk3060aeHVe natepaibHol
NOALEPXKUBALOLLIEN CBA3KU
Ha[KOMeHHMKa
["KnokTOMMA MeHMCKa
MeHuncKaKTOMMA
CvHOB3KTOMMA
BbicBO60XeHME CycTaBa npu

O€ELLPOME C3aMOPOXXEHHOI 0 nneyva»

IneHouaaTbHas Ty6a

TpeyronbHblii PUOPO3HO-#
XPALLEBOIA KOMMNEKC

MPOTMBOMOKA3AHNA
pUveHeHNe 3N1eKTpoAa NPOTMBOMOKAa3aHO B CHeAyHLLMX
Myuasix:
*ANI06LIX HEAPTPOCKOMMNYECKUX UAN HEOPTONELUYECKNX
MPYPruyecknx BMellaTenbCcTBax;
MM N06bIX apTPOCKOMUYECKMX WM OPTOMefUYecKUX
MellaTenbCcTBax 63 MCMONb30BaHWS  MpPOBOAALLEi
MPPUraLmMoHHOA YXNAKOCTU ((hM3MO0NOrMYeCcKOro pacTeopa
MPUHrep-nakraTa);

y nauMeHTOB c UMNIaHTUPOBAHHbIMU
MeKTPOKapAMOCTUMYNATOPaMN U APYTUMU 3NEKTPOHHbIMU
30icTBAMU;
y nNauueHTOB, KOTOPbIM MO KaKoW-nnbo npuumHe
0TUBOMOKa3aHbI apTpocKomnumyeckune unu
ToneaMyYeckme BMeLLaTebCTBa.

|NMPEAYNPEXXAOEHVA n MEPbI MPEAOCTOPOXHOCTU

AnpeaynpexgeHus

BeposiTHOCTb TepMUUYeCcKoii
nons3oBatensa/nayneHTa

TpaBMbl
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Joint
AUJoints [Hip. Knee,

Shoulder. Wrist,
Ankle, Eibow)

Knee
Shoulder

Joint
AllJoints [Hip, Knee,

Shoulder, Wrist,
Ankle. Et"w)

Hip
Knee

Shoulder

Wrist

CONTRAINDICATIONS

Abtation/Debridement
Avrticular Cartilage
Bursectomy
Chorxiroplasty
Fascia
Ligament
Scar Tissue
Soft Tissue
Synovectomy
TePTdon
ACL/PCL
Notchptastv
Acromloplasty
Subacromial Decompression

Excision/Resection
Articular Labrum
Capsule
Cysts
Ligament
Loose Bodies
Plica Remcval
Scar Tissue
Soft Tissue
Synovial MeTbrarto
Tendon
Ac”tMlar Labrum
Capsular Release
Cartilage Raps
Discoid Meniscus
Lateral Release
Meniscal Cystectomy
Meniscectomy
ViUusectomv
Frozen Shoulder Release
Glenoid Labrum
Triangular Fibrocartilage
ITFCO

The Wand Is contraindicated in:
* Any non-arthroscopic or non-orthopedic surgical

procedure.

» Any arthroscopic or orthopedic procedures where
conductive irrigating fluid (e.g., saMne or Ringer's

Lactate) is not used.

o Patients with cardiac pacemakers or other
electronic device implants.

e Patients for whom arthroscopic or orthopedic
procedures are contraindicated for any reason.

WARNINGS and PRECAUTIONS

AWarnings

Potential User/Patient Thermal Injury
= The Wand should never be used as the primary
outflow pathway for irrigation. Instead, it should be



* JNEeKTPOA HMKOrJa He cnefyeT MCNOMNb30BaTh B KaYecTBe
OCHOBHOr0O OTBOAALLEF0 KOHTypa And uppurauuu. BmecTo
3TOro, €ero cnefyeT  UCMONb30BaTb B KauvyecTBe
LONOMHUTENBHOTO OTBOASALEr0 KOHTypa (B COYeTaHUU C
OCHOBHbIM KOHTYpOM), 4T06bl NpefoTBPaTUTb HaHeceHue
TEPMUYECKON TpaBMbl MAaLMEHTY U NO/Mb30BATENIO.
*ObecneybTe [JOCTATOUYHYH LUPKYIALUID WMPPUTALUOHHOMN
XMWAKOCTU, YTOOblI He AOMYCTUTb HarpeBaHWe, YMeHbLUEHNE
CTeMeHW pacTAXEHUS CycTaBa, YBe/lW4YeHWe TeMnepaTypbl
XMWAKOCTU, KOTOPbIE MOTYT Bbi3BaTb TEPMUYECKYIO TPaBMy Y
nonb3oBaTend wiv naymeHta un  (MIK) nNOBpPexXnAeHue
KOHYMKa 3neKkTpoga. He mcnonb3yiiTe ¢ 3TUM 3M1E€KTPOAOM
npefBapuUTENbHO HarpeTyw MUPPUTrayMoOHHYK XXWAKOCTb,
MOCKO/MbKY 3TO MOXET MPMBECTU K MOBPEXAEHUW TKaHei
WM TEPMUYECKO TpaBMe.

*[0ns NpouNakTUKN NOBPEXAeHNA TKaHell 1 TepMuyecKoi

TpaBMbl  MpW  aKTUBaUUW YGefUTeCb, UTO 3/EKTPOL
MOMHOCTbLI0 OKPYXEH UPPUTALUOHHOW XUAKOCTbIO.
«OTTOK KWUAKOCTU uYepes3 9MeKTpoj BapbupyeTcs B

3aBMCMMOCTM OT YPOBHS U pexuma paboTbl. Mepuognyecku
nposepsAiiTe TPyOKY 3NeKTpofa Ha Hanuuue 3akynopok. B
cAyyae HanuMuuMa 3aKynopok He nbiTaliTecb WX YAanuThb;
BMECTO 3TOr0 MCMOb3YiTe HOBbIA 3M1EKTPOA.
eAcnupauuoHHas  Tpybka  3nekTpoja  He  LOMKHA
Hax0AMTbCA B HEMOCPEACTBEHHOM KOHTaKTe C NayueHTOM,
T. K. 3TO MOXET BbI3BaTb OXOrM y nauueHTa. Mexay
Tpy6KOiA n KOXel pekoMmeHAayeTcA NPOSIOXNTb
XUpypruuyeckue cangeTku.

o T[loBpexfeHne W30MAUUN CTEPXKHA 3NeKTpoda MOXeT
NPUBECTU K HEXenaTeNbHON 3N1eKTPONPOBOAUMOCTHU, 4TO, B
CBOK O0uepedb, MOXET MPUBECTM K pPa3BUTUID O0XOFOB Y
nayueHTta. MosToMy HEOBX0AUMO NMEPUOANYECKU NPOBEPATH
LeNoCcTHOCTb  3fnekTpoga. Ecam  u30nauma  CTepXHS
NMOBPEXAeHa, UCMONb3yliTe HOBbI/ 31EKTPOS.

B nepuogbl, KOrga 3/1eKTPOA He WCMNONb3yeTcs, €ero
cnefyeT MOMECTUTb B YMCTOE, CYX0e, XOPOLO BUAMMOE
nose Takum o6pa3om, UTO6GbLI OH He COMpUKacancs c TenoM
nayueHTa. CnyvaliHblii KOHTAaKT € KOHUYMKOM 3/eKTpofa
MOXET Bbl3BaTb TEPMUYECKYI TPaBMy y NONb30BaTeNs WAn
nayueHTa.

*B pexxume Huskuii (Lo) cuctema OTBOAUT MUHUMASIBHO UK
ypesBblYaiHO Mano >XWAKOCTW, 4YTO MOXET MPUBOAUTL K
HarpeBaHWI0 CTEPXHA 3NeKTpoja.

MoaToMy He  gonyckaiWTe  MOCTOSHHOW
3aNeKTpoda, KoTopas MOXEeT MpuBecTu
TpaBMe Yy MOMb30BaTeNA U NaLueHTa.

aKTMBaLum
K TEepMUYECKOl

O6uwas nHgpopmayunsa

e[epen onepayneir U NepuoanYeckn BO BpeMs onepayum
cuctemy HeobXxogMMO  ocmaTpuBaTb Ha  Hanuyue
NOBPeXAeHW, NOCKOMIbKY OHWU MOTYT HeraTUBHO MOBAUATH
Ha (YHKUWOHMpPOBaHWE YyCTpoicTBa, 6e30MacHOCTbL MU
KNTMHNYECKN ncxom. YCTpoiicTBO 3anpelaeTcs
MCMNONb30BaTb MPWU HaIMUYMM NMOBPEXAEHU

UM HeHagnexawiem (GyHKLUOHUpOBaHWUU. Bo wnsbexaHue
3a/lepXXeK 4O WM BO Bpemsa onepauuu, Bcerga cnepyer
MMeTb HaroToBe pe3epBHbIE YCTPONCTBA.

*ECnM KHOMOYHbIE MepekayYaTenn 3eKTpoga nepecTakT
pearmpoBaTb,u MepemecTuTe Majblbl Ha NepekatyaTene u
HaXXMUTe cHoBa. B cnyyae Heygaum BOCNOMb3yWTeCh
6/1T0KOM HOXHOFO yMpaBfeHUS WAM BCKPONTEe YMaKOBKY C
LPYTUM 3N1EKTPOSOM.

*ONeKTpoL npefHasHayeH TONbKO Ana aénsuuum u (Mnum)
Koarynsumm un He npejHasHayeH ANd  MeXaHW4YecKoro
CMelWeHnsa TKaHM 3a CYeT nNpuaoXxeHus ycunusa. He
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used as a secondary outflow pathw? ncnonb
conjunction with a primary pathway) to preve onepau
thermal injury to the user and patient. 310 ™
» Ensure adequate circulation of irrigating ft KoHTak
prevent heating, loss of joint distension, ele KepaMv
fluid temperatures that may cause thermal ir MoBpe:
to the user or patient, and/or damage to the! otcoe”
tip. Do not use pre-warmed irrigating fluid wO «[Mocn!
Wand as it may result in tissue damage or thw meTan.
Injury. npuee
* Ensure that the Wand is completely surrounde cTepx
irrigating fluid when activated to prevent ti ~™3p’
damage or thermal Injury. nayue
e The Wand fluid outflow varies within and ac *Ckop
Levels and Modes. Periodically check the Wa cneg>
tubing for obstructions in flow. If the Wand's out 3agak
is obstructed, do not attempt to clear the blocka uenoe
Instead, a new Wand must be used. nepe
* The Wand suction line should not directly com *BbIr
the patient as it may cause a burn. Drapes betw anek
the line and skin are recommended. Hagn
« Damaged shaft Insulation of the Wand could I"P*»
to unwanted electrical conduction resulting
patient burns. Therefore, the Wand must
periodically checked to ensure device integrity. If

the shaft insulation is damaged, use a new Wand,

* When not using the Wand, place it In a clean, dr
highly visible area not in contact with the patier, **"P
Inadvertent contact of the Wand tip may caui "P®
thermal injuries to the user or patient.

* In Lo Mode, the system may have minimal 1
negligible outflow, which may result in heating e
the Wand's shaft. Therefore, the Wand should b
activated in short bursts avoiding continuou
activation which may cause thermal injury to the "P*

user and patient.
o1’

General

e The System should be inspected prior to, and
periodically during, surgery for any damage as this
could adversely impact performance, safety and
clinical outcome. Do not use if damaged or
malfunctioning. Back-up devices should always be
available to avoid any delay prior to or during
surgery.

« If the Wand's finger switches become
unresponsive, reposition fingers on the switch and
depress again. If unsuccessful, use the foot control
or open another Wand.

e The Wand is designed for ablation and/or
coagulation only, and not for mechanical
displacement of tissue through applied force. Do not
use the Wand as a lever to enlarge a surgical site or
gain access to tissue as this may result In a bent or
detached electrode, damage to device, and/or a
cracked spacer leading to patient injury.
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MCTIONMb3YTe  3M1EKTPOA KakK pblyar Ana pacliupeHus
OrnepauyioHHoro nons uauM o6nervyeHns Joctyna K TKaHW.
30 MOXET nNpuMBECTM K WU3rMOGYy WAM OTCOEAMHEHUIO
KOHTaKTa, MOBPEXAEHUIO YyCTpoiicTBa U (MNK) TpewuHe B
Kepammnuyeckoi BCTaBKe, Bbl3blBalOlleli TpaBMy nauueHTa.
MoBpeXaeHMe MOXET BblpaXaTbCa B M3rnbaHuu wam
3TCOEAMHEHNM ANCTaNbHOM0 KOHLLA YCTPOICTBA.

Jfbce akTMBaUMM 3MeKTpoja 3anpeljaeTcs KacaTbcs
«T/IMYECKMX  MPeAMEeTOB, MOCKOAbKY 3TO  MOXeT
MBECTM K MOBPEXAEHUI W30NAuMM KOHYUKa u (unwu)
CTEiH, YTO, B CBOK Ouepefb, MOXET NPUBECTH

(HapyweHuto (})YHKLMOHMPOBAHNSA YCTPONCTBA UM TpaBMe

MaLveHTa.

Ocopocte ¥ raybuHa abnsiumum  TKaHW  3aBUCUT  OT
TefyHOLMX C|)aKTopOoB:

BaHHOE 3HauyeHWe napameTpa, JaBfieHWe Ha TKaHw,

le'iccTHOCTb KOHTaKTa M CKOPOCTb, C KOTOPOI 31eKTPOoA
epeMeLLaloT Haf, LefIeBON TKaHbH0.

{BbINO/HAliTE ~ NMEpPUOAUYECKYIO NpoBepKy KOHYMKa
[cTpoga Ha  npefMeT  LEJOCTHOCTM  KOHTaKTa U
Wwexaw,ero gyHKLMOHUPOBaAHUS 3NeKTpoa.
1 HapylweHWW LEeN0CTHOCTU  KOHTaKTa
CMoMb30BaHMe YCTPOWCTBA UM MNpOBepbTe
MIOCTb HaANieXalMuMy cpefcTBaMu.
ipe3vepHbli  M3HOC KOHTaKTa MOXeT BblpaxaTbCs, B
IUHOCTM, B 3pO3UU, MUCTOHYEHUU WU OTCOEAUHEHUU
€TaIIMYECKOr0 AUCTaNbHOI0 KOHLA YCTPOMCTBa.

M npeBbILEHNN PEKOMEHAYEMOW ANA KaXOr0 pexuma
[)ofomknTenbHoCTM abnsAunMmM BO3MOXHbI HEMCMPaBHOCTb
HrViaKTa U COKpallleHne cpoKa ero cnyxool,

v BBefeHWnM W u3BNevyeHun 3anektpoga FLOW 50
KOnMogaiite Mepbl MPeAoCTOPOXHOCTM M He fonycKaliTe
OMPUKOCHOBEHWS ANCTaNbHOM YacTU KaHIOMM CO CTEPXHEM
JUMOBEPXHOCTbIO KOHTAKTa, NOCKOMbKY 3TO MOXeT
p1BECTN K NOTEeHLMAaNbHOMY NOBPEeXAEHUIO
OHTaKTa/CTePXXHA N (UNK) TpaBMme MauueHTa.

iepes, 06paboTKON TKaHW yb6eanTech, 4TO acnmMpaLMoHHas
yoa3neKkTpoja NpaBUIbLHO YCTAHOB/IEHA BO BCTPOEHHbIN
:ryNATOop oTBOAA XNLKOCTH, 3anpaBfieHa "
PUraLMOHHbI pacTBOP TeYeT Yepe3 acnupaLMoHHYIo
yoy. Ecnu  acnupauuoHHyl TpybKy He 3anpaBuTh,

npekpaTuTe
CYCTaBHYH0

IHOKHO MOBpeXfeHue TKaHW U (MAN)  CHUXKEHME
eKTMBHOCTM 3M1eKTpoja.
WpewaeTcs NpuKacaTbCs  KOHTAaKTOM Ha  KOHUYMKe

KTpofa K OOGHaXeHHOI KOXe, Korja ocyliecTBasercs
A4 NTaHMA; HecobnogeHNe AAHHOTO MpaBuia MOXET
BECTU K TpaBMe. 3anpeljaeTca KacaTbCs HeleneBblX
HeA aKTUBUPOBAHHbIM KOHUYMKOM 3/1EKTPOAa;
06nlofeHNe [LaHHOrO MpaBuaa MOXET TMpuBeECTU K
Me.
pellaeTcad akTUBUPOBATb 3/1EMEHTbI YNpaB/ieHUs, ecin
K He HaxoaMTCcA B HENOCPEeACTBEHHON 6AM30CTU OT
i TKaHW;
TIOAEHNE [laHHOTO
e
[pelaeTcs M3BneKaTb 3M1€KTPOL, €CM Ha YCTPOMCTBO
£TCA HanpshkeHue; HecobOMOAeHUEe JaHHOr0 npaBuna
MnpmBecTn K TpaBme.

npasuna MOXET NpPUBECTU K

O/b3yiiTe TONbKO  MNPOBOAAWYIO  UPPUTALUOHHYHO
ocTb (hM3M0NOrnYecknini  pacTeop, PuHrep-nakrar).
LaeTcs ncnonb3oBaTb HenpoBOAALLYIO

raLMOHHYH0 XXUAKOCTb (CTEpUNIbHYIO BOAY, BO3AYX, ras,
UyH), NOCKO/MbKY 3TO YXYAWWNT (YHKLWOHMPOBaHWe
Hapoa.
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Damage includes bending or detachment of the
distal end of the device.

Do not contact metal objects while activating the
Wand as damage to the tip and/or shaft insulation
may occur resulting in device malfunction or patient
Injury.

*The rate and depth of tissue ablation Is affected by
the set point selected, the amount of pressure on
the tissue, the integrity of

the electrode, and the speed at which the Wand is
passed over the target tissue.

e Check the Wand tip periodically to ensure the
electrode is intact and the Wand is functioning as
intended. If the electrode is not intact, discontinue
use and check the joint cavity by appropriate
means. Excessive electrode wear Includes, but is not
limited to erosion, thinning, or detachment of the
metal at the distal end of the device.

. Electrode  failure and reduced life
expectancy may occur if the recommended ablation
time for each Mode Is exceeded.

e When inserting and removing the FLOW 50 Wand,
use caution and avoid contacting the distal portion
of cannula with the shaft or electrode face as this
may lead to potential electrode/shaft damage
and/or patient injury.

e Ensure that the Wand suction tubing is properly
loaded into the Integrated Fluid Outflow Regulator,
primed, and irrigating solution is flowing through the
suction tubing prior to treating tissue.

Failure to prime the suction tubing may result in
tissue damage and/or decreased Wand
performance.

» Do not touch the electrode at the Wand tip to
exposed skin while power is being applied as injury
may result.

* Do not contact the non-targeted tissue with the
activated Wand tip as injury may result.

» Do not activate the controls until the Wand is in
close proximity with the targeted tissue as Injury
may result.

e Do not withdraw the Wand while power is being
applied as injury may result.

e Use only conductive irrigating fluid (e.g. saline.
Ringer's Lactate).

Do not use non-conductive irrigating fluid (e.g.
sterile water, air, gas, glycine) as this will
compromise the performance of the Wand.

* Do not clean, resterilize, or reuse the Wand as this
may damage or compromise the performance
resulting in malfunction, failure, and/or patient
injury and may expose the patient to the risk of
infectious diseases.



-SneKTpo,q 3anpeuweHo oymuiaTtb, NOBTOPHO CTEPU/IN30BaATb
Man  NOBTOPHO Wcnonb3oBarTh,

MOCKONMbKY 3TO MOXeT
NpuBECTU K MOBPEXAEHUIO nnu HapyLIeHUto
(YHKLWOHUPOBAHWA, 4TO, B CBOK O4Yepefb, MOXET

NPUBECTU K HeucnpasBHOW paboTe, MOMOMKE YyCTPOWCTBa M
(unn) TpaBMe MauueHTa, a TakXe NOABEPrHYTb NayueHTa
PUCKY MHEKLMOHHbIX 3a60/1IeBaHUIA.

OrHeonacHocTb/nopaXxeHne 3JIEKTPNYECKUM TOKOM
*Bcerpga cobnopaiite Mepbl NPOTMBONOXXAPHOIA
6e3onacHoCTW. NCTOYHMKOM BO3ropaHus MoryT 6biTb UCKPbI
W Harpes, COMNpoBOXJalolWMe 3eKTPOXUPYPruyeckoe
BMeLlaTeNbCTBO.

e3anpewiaetca noMewaTb WHCTPYMeHTbl B6OAM3M UM B
HenocpeACTBEHHOM KOHTAKTe C NerKOBOCM/IaMEHA L MMUCS
matepuanamu (Hanpumep, Mapnei WM XUPYPruveckKnmm
NPOCTbIHAMM).

AKTUBMPOBaHHbIE UM HAarpesBLUMecs NOCne UCNONb30BaHNA
MHCTPYMEHTbI MOTYT Bbi3BaTb BO3ropaHue.

C YyCTPOACTBOM 3anpewaeTtcs MCNnonb3oBaTb
NerkoBoCnNNaMeHsOWMeCs aHecTe3npytoLme cpeacTsa unm
rasol-okmcnutenn (3akucb asota (N20) u kwucnopog);

Kpome TOro, Ha 6/11M3KOM pacCcTtoaHnm OT yCTpOVICTBa
3anpeljaerca Nncnosb3oBaTb

netyune  pacTBOPUTENN
(MeTaHoN um 3TW/0BbI cnupT), MOCKOMbKY
3MEeKTPOXMPYPruyeckoe  yCTPOICTBO MOXeT  CTaTb
MCTOYHNKOM BO3ropaHus.

e3anpewaeTca MCNONb30BaTh

NnerkosocnnaMmeHsoLmecs
cpeacTBa AnNA  OYMCTKM W (Man) AesnHdekunm 6noka

ynpaBneHus, MOCKO/bKY 3NEKTPOXUpYpruyeckoe
YCTPONCTBO MOXET CTaTh UCTOYHMKOM BO3TrOpaHus.
*He  pgonyckaiiTe,  uTOGH Ha  KOHel  pasbema

PacroioXXeHHOro Ha KoHue Kabens (MOAKMOYAEMOro
610Ky ynpaBfeHUs KOHTpoNnepa), nomagana >XUAKOCTb
MOCKO/IbKY 3TO MOXET MPUBECTM K 3/IEKTPOTPaBME.

Mepbl NpPefoCcCTOPOXKHOCTU

Pexkum Hwuskmin (Lo) pekomeHayeTca
caHaluumn cyCcTaBHOro Xpsuya.

*Pexxum OTcoc (Vac) He cnefyeT UCNO/b30BaTh Ha TKaHAX
Pexxum OTcoc (Vac) obecneuynBaeT WHTEHCUBHBIA OTCOC
nogayy PY 3Hepruu, npefHasHauyeHHble TOMbKO ANf
yAaneHus MefKuX, MeHee NAOTHbIX, CBOGOAHO MaBakoLnX
(hparMeHTOB TKaHeih C Uenbl YBeNUYEHUS BUAUMOCTH
onepaunMoHHOro nond. He nbiTailTecb ypanate 6onee
KPYMHble U NAOTHble parMeHTbl TKaHel, MOCKOAbKY Mpw
3TOM BO3MOXXHa 3aKynopka OTBOAHOW TpybKM 3nekTpofa.
elo wnm BO BpeMs OMNepaTUBHOrO0 BMellaTeNbCTBA
3anpelwaetca u3rnb6atb, MOANKMULUPOBATHL UM KaKUM-T160
LpYruM 06pa3om BUOW3MEHATb 3N1eKTPOJ, MOCKONbKY 3TO
MOXET MPMBECTU K MOBPEXAEHWUIO WAN BbIXOAY M3 CTPOS
ycTpoicTBa u (Unun) TpaBMe MOMb30BATENS UAM MaLUeHTa.
+O6cnepyiite nayueHTa ans BbISIB/IEHNSA
npespacnofioXXeHHOCTU K 3a60/1eBaHUAM, TeYeHNe KOTOPbIX
MOXET YXYALNTbCA B CBA3U C XUPYPIrUUYECKUM CTPECCOM.

NPUMeHATb  ANs

eUpe3MepHbIii M3HOC WM MOBPEX/[eHWe KOHTakTa B
pesynbTaTe UHTEHCMBHOTO BO3JeNCTBMA Ha OYEHb MJIOTHYIO
TKaHb nnm KOCTHblE MOBEPXHOCTH yxyfuwaet

3P PeKTUBHOCTb YCTPOMCTBA, YTO MOXET NMPUBECTN K TpaBMe
nauueHTa.

*JNeKTpoOS He npefHasHayeH AN AAMTeNbHON abnauuu.
KOHTaKTbl U3HALLIMBAKOTCA NPU UCMONb30BAHUU, U CKOPOCTb
M3HOCa 3aBMCUT OT (haKTOPOB, KOTOpble HE BCErAa MOXHO
BOCMNPOM3BECTU. DaKTOPbl M3HOCA KOHTaKTa BK/HYAKOT.
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BCTaBI

FtammabiUty/Electrica/ Shock ynTaer
* Observe fire precautions at all times. Sparking ar”
heating associated with electrosurgery may
ignition source.
« Do not place instruments near or in contact wir
flammable materials (such as gauze or surgio”
drapes). Instruments that are activated or hot
use may cause a fire. Do not use in the presence
flammable anesthetics or oxidizing gases (such
nitrous oxide (N 20) and oxygen) or in clorf
proximity to volatile solvents (such as methanol o7 °"
alcohol), as electrosurgical device has the potentir®iA
for providing a source of ignition.
¢ Do not use flammable agents for cleaning and/ol"»
disinfection of the Controller as an electrosurgic™”
device has the potential for providing a source cl®
ignition. n
Do not allow fluid to contact the end of the cabl«P’

connector which mates to the Controller as electrical®
shock may occur.

oBOASA

Precautions N

* Lo Mode is recommended for use in debridemer* ’
of articular cartilage. \
* Vac Mode should not be used on tissue. Vac Modi
provides high suction and RF energy which wy
intended to be used only to remove fine, less dense.*
free floating debris in order to improve
surgical site visibility. Do not attempt removal o
more coarse, dense debris as obstruction of the
Wand outflow may occur.
* Do not bend, modify or alter the Wand in any way
prior to or during surgery as this may damage the
device and lead to failure and/or user or patient
injury.
e Evaluate patients for predisposing medicalj
problems that may be aggravated by the stress of
surgery.
« Excessive wear of or damage to the electrode from
vigorous use against very dense tissue or bony
surfaces may lead to compromised performance
resulting in patient Injury.
* The Wand is not designed for prolonged ablation,
Electrodes wear under use and the rate of wear is
dependent on variables that cannot be replicated in
all cases. Factors of electrode wear include, but are
not limited to, rate of ablation, operating Mode
and Level, and prolonged use against dense tissue
or bony surfaces.
* Do not allow patient contact with grounded metal
objects as injury may result.
* Do notinsert other cables between the Wand cable
and the Controller.
e As with other electrosurgical units, the electrode
and cables can provide paths for high frequency
current. Position the cable to avoid contact with
patient or other leads. Other electrical equipment
may experience interference when positioned near



HD npouero, cnegytouwume: CcKopocTb abnauuu,
Ve peXuUM U YPOBEHb, a TakXe [ANNTENbHYIO
TKY MAIOTHOM TKaHW UM KOCTHbIX MOBEPXHOCTEW,

fonyckaiiTe KOHTakTa nauueHTa C 3a3eM/IeHHbIMK
MIMYECKUMU NpefMeTaMu. B npoTMBHOM ciyyae MOXeT
Ol TPaBMma.

BCTaBNAlTe apyrune Kabenn mexay kabenem anektpoga

HTPO/INEPOM.
gand aKT 1 Kabenu, Kak u Lpyrue afNeKTpoXmpypruyeckune
Je an Ha/1IeXXHOCTH, MOryT ~ CTaTb  4acTbio KOHTYpa,

BOAALLEr0  BbICOKOYACTOTHbIN  3NEKTPUYECKUIN  TOK.
with nonaraite kabenb TakuM 06pa3om, 4TO6bLI He JONyCcKaTb
mgical COMPUKOCHOBEHMSA C TENIOM MauueHTa WAnM LPYTUMU
from BOAHMKaMu.  Cuctema  MOXET 6blTb  UCTOYHUKOM
ce of  KTPUMECKUX TOMEX ANs  Apyroro  3/1eKTpU4eckoro
as pyLoBaHuUsA, PacrnonoXXeHHOro psafgoM C CUCTEMOW.
lo$e BbicOKOYacToTHOE (BY) 3NeKTpoXmpyprmyeckoe
of or pyaoBaHue, Takoe Kak KoHTponnep WEREWOLF, moxeTt
ntia/ O3@T> nomexu Ans paboTbl APYroro 3neKTPOHHOrO

able

sical

ent

Al

py40BaHu.
MV 0gHOBPEMEHHOM MCNOMb30BAHUM Yy OAHOrO MalMeHTa
py Xupyprudeckoro o6opyaosaHns M 060pypoBaHUa ANs
HWTOpUHra (hM3M0N0rMYecKMX nokasaTteneli, 3nekKTpoabl
OrA MOHUTOPUHra (4NnA 3aNnekTpokapguorpaguun) cnepyet
pasMellaTb Kak MOXHO fanblie OT KOHYMKa YCTpOWCTBa.
MprMeHeHWe WToNbYaTbIX 31EKTPOAOB ANS MOHUTOPUHIA
(a9 anekTpoMuorpaum) He pekomMeHayeTcs.
*PekomeHayeTcs MCNonbL30BaTh MOHUTOPUHTOBOE
o6opygoBaHMe, CHabXeHHOe YCTpPOliCTBAMM OrpaHUYeHus
BbICOKOYACTOTHOIO TOKa.

BO3MOXXHbIE HEXXEJTATEJ/IbHbIE ABNEHWNA

Kak 1 npu no60M XUMpypruyeckoMm BMellaTenbCTBeE,
CYLLECTBYIOT onpefeneHHble pucKN. Bo3mMOXHble
OCMOXHEHUs, CBA3aHHble C omepayuei, NOMUMO MPOYero,
MOTYT BK/lOYaTb: OCMIOXHEHUA, CBA3aHHble C aHecTe3uneil;
6om B ob6nacTM paspesa  MANM  XUPYPrUYeCcKOW paHbl;
nHekumio (rny6oKyo 1 NOBEPXHOCTHYH); MOBPEXAEHMUe
W nepeniom KOCTW; MOBPEX[EHWEe OKPYXaloLWmnx TKaHel
W cocyfoB; am60nn0 uanm TpoM603 (NerovyHyto amoéonuto,

TpoM603 rny6oKMX BeH); MNOBPEX[EHWe HepBOB WM
napanuny; HeyfaudHblii Mcxof Tepanuu WAM MMNAaHTauum;
MOBTOPHOE XUpypruyeckoe BMeLWaTenbCcTBO ans

yapaHeHUs OCNOXHEeHWR, CBA3aHHbIX C onepauuein wuam
Tepanuei.

WHCTPYKUWA no MPUMEHEHWIO

MpumeyvaHue. InekTpos FLOW 50 cnefyeT ucnofib3oBatb
WCKNOYNTENIBHO B KOMGMHauUMM  C  KOHTPOJ/IEpOM
WEREWOLF.

MpumeuaHue. lepea MNepBbiIM WUCNONb30BAHUEM CliedyeT
BHUMATE/IbHO 03HAKOMMUTLCA C PYKOBOACTBOM MOJSib30BaTeNA
ana  KoHtponnepa WEREWOLF w  wuHCTpyKuuamu o
akcnnyatauun anektpopa. Ocoboe BHUMaHWe cliegyeTt
yOensTb  MokKaszaHuaMm, NpejynpexgeHuam 1 Mepam
npegsoCcTOPOXXHOCTH.

TPEBEOBAHUMA K OBYYEHUWIKO XNWPYPIOB
e/icnonb3oBaHWe 3MeKTpoja TpPebyeT COOTBETCTBYHOLLEFO
YPOBHS  XWPYPTUYECKUX HABbIKOB W OMbITa. Mepen
KSTMHNYECKUM MCMOMb30BaAHNEM 03HaKOMbTECH c
WHCTPYKLMUSMW MO SKChayaTayuu U pyKOBOACTBOM
nosb30BaTeNs, KOTOpoe MpegocTaBAsfeTCs B KOMMEKTe C
KOHTPO/I/IEPOM.
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the system.

e High frequency (HF) electrosurgical equipment
such as the WEREWOLF controiier may adversely
affect the operation of other electronic equipment.
* Monitoring electrodes (e.g., eiectrocardiography
(ECG)) should be positioned as far as possibie from
the device tip when HF surgicai equipment and
physiologicai monitoring equipment are used
simuitaneousiy on the same patient. Monitoring
needie eiectrodes (e.g., electromyography (EMG))
are not recommended.

e« Monitoring equipment incorporating  high
frequency currentiimiting devices are
recommended.

POTENTIAL ADVERSE EVENTS

As with any surgical procedure, there is risk

involved. Potential complications accompanying
surgery may include, but are not limited to the
following: complications with anesthesia; pain atthe
incision or surgical site; infection, both deep and
superficial; bone damage or fracture; injury to
surrounding tissues or vasculature; embolus or
blood clotting issues (e.g., pulmonary embolus,
deep vein thrombosis); nerve injury or palsy;
treatment or Implant failure; and secondary surgical
intervention to address complications

associated with surgery or treatment.

DIRECTIONS FOR USE

Note: The FLOW 50 Wand is to be used only with
the WEREWOLF controller.

Note: Prior to initial use, the User Manual for the
WEREWOLF controller and the Instructions for Use
for the Wand should be carefully reviewed.
Particular attention should be directed to the
indications, warnings, and precautions.

OPERATOR TRAINING REQUIREMENTS

« Use of the Wand requires an appropriate level of
surgical skill and experience. Review the
Instructions for Use and the User Manual, which is
provided with the Controller, prior to clinical use.

e Completion of a skills laboratory, training by the
manufacturer or  one of its  appointed
representatives, and/or observation of/ assistance
with similar surgical procedures is recommended.
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ePekoMeHAyeTcs  MpoiiTM  o6yuyeHune  NaGopaToOpHbIM
HaBblkaM Yy  MpPOM3BOAUTENS WAN  OJHOFO  W”3
YMOMHOMOYEHHbLIX NpeAcTaBuTeneit u  (MAM)  MNONYUUTH

HarnsgHoe nNpeacTaB/ieHMe/NPakTUYECKUIA ONbIT
NPUMEHeHUs NOJ06HONW XUPYPrNYeCKON TEXHUKMN.

*[1pn “cnonb30BaHWM 3NEKTPOAA BaXHO YYUTbIBaTb Takue
npejonepaLuMoHHbie M OMNepayuoHHbIe Mpoueaypbl, Kak
Hag/nexal ik oT60p MalLMeHTOB, 3HAHUE XUPYPrUYecKux
TEXHWK U Hagnexawnin Bol6op ycTpoiicTaa.

o Xupypr [LO/KeH co06WNUTb nNaunmeHTy 06 W3BECTHbIX
pucKax M OCNOXHEHWAX,  CBA3@HHbIX C  [aHHOM
XUPYPrnu4eckom npouefypoii U UCMONb30BAHUEM AAHHOTO
ycTpoiicTBa.

MCMOJNTIb3OBAHWE CNCTEMBbI

Ao onepauunn

1. MoaroToBbTe MauWeHTa K onepauuy B COOTBETCTBUM CO
CTaHOApTHbIMWU npoueaypamMu.

2. Bknwounte KoHTponnep. CneayinTe WHCTPYKLUMAM B
PYKOBOACTBE MO/b30BaTENA.

3. [logknwuuTe  HOBbIA  CTEPUbHBLIA  3NeKTpo4 K
KoHTponnepy. Ha koHTponnepe OygeT oTo6GpaxeHo

COOTBETCTBYHOLLEE JUHAMUYECKOE N306paxeHue.

4. OTKpoliTe ABepUY KOHTponnepa. Ha KoHTponnepe 6yget
0TO6paXeHo COOTBETCTBYlOLLEE OVHaMuyeckoe
n3obpaxeHue.

5. BcTaBbTe Tpy6KYy 3/7eKTpofa, COBMECTUB OpaHXeBYIO
yacTb TPYOKU C OpaHXeBOW 4acTbio KOHTpO/Nepa n cBeTNO-
cepyl uyacTb TpybKM C cepoli uyacTblo KOHTponnepa. Ha
KOHTponnepe 6yner oTo6paxeHO  COOTBETCTBYlOLLee
OVHaMmunuyeckoe n3obpaxeHue.

NMPUMEUYAHWE. Ecnm nAnHWA  3nekTpoja He
yCcTaHOBMeHa Hagnexawumm o6pa3om, akTusauus
3HEPrun KOHTPONNepoM 6yaeT HEBO3MOXKHaA.

6 . 3akpoliTe gBepuy. Ha KoHTponnepe 6yaeT oTo6paXKeHo
COOTBETCTBYIOLLEE AMHAMUYECKOE N306paXxeHune.

7. MpucoegnHnte TPyO6HbLIA COEAUHUTENb K MNPUEMHOMY
KOHTeHepy Ansa cbopa 0TX0A0B.

s . [pnKenaHum nogcoefnHNTe NefanbHblil NepeknoyaTenb
K KoHTponnepy. CnepyiiTe WHCTPYKUWAM B PYKOBOACTBE
nonb3oBartens.

9. Cpa3y nocne nNOACOeAMHEHMA 3nekTpoja 650K
ynpaBneHua KOHTpPO/N/nepa aBTOMaTUYecKu oTobpasuT
CTaHAAapPTHbLIA pexum U ypoBeHb. 3Tan 3anpaBku. Boligute

o6ypeT
Py-

B CYCTaBHYK MO0M0CTb, Y6eAMBLINCH, UYTO 3/IEKTPOL He
aKTUBUPOBaH.
MoaTBEpAMTE, UTO KOHUYMK MNOJSIHOCTHIO  MOTPYXEH B

NPOBOAALLYI0O UPPUTaLMOHHYK >XWAKOCTb W He KacaeTcs
TKaHell. Haxmute M cpasy OTNyCTUTE HOXHYK nejanb
abnauumM nnu Koarynsauum Uam KHOMOYHbIA nepekatoyaTeb
Ha afiekTpoje (nocne oTnyckaHusa neganu/nepexkntoyatens
BCe 3BYKOBbIE CUTHANbl U 3HAYKKN, 0TOO6paxaemble Ha 610Ke
ynpaBneHusa, WCYe3HyT). B pesynbTaTe 3TOro pfeicTsua
3anycTUTCA BCTPOEHHbIA perynatop OTBOAA >KMAKOCTH,
paboTa KOTOPOro MOXET MPOAO/HKUTLCS faXe noc/e
oTnycKaHus nejanu/nepekatoyarens.

NMPUMEYAHWE. Korga Ha 3Tane 3anpaBKW 31eKTPof
[leaKTUBUPOBAH, 3BYKOBbIE CUTHANbl HEe MNOAATCA W 3HAUKU
abnauuym Ha 610Ke ynpaBieHUsS He CBETATCH.
MPEOOCTEPEXEHWE. Tlpy HenpepbiBHOM yaepXaHuu
neaann/KHONKM  BO  BPeMsi  3ampaBKW  BbIMOJHAETCA
HenpepbiBHAA akTuBauusa QyHKUMA abnaymuun/

Koarynaumu. Bo  un3bexaHue pucka  cnyvalHoro
NOBPEXAEHUA cnefyeT usberatb KacaHusa TKaHei.
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e Preoperative and operative procedures, indud
proper patient selection, knowledge of surgi
techniques, and proper device selection i
important considerations when using the Wand.i
e The surgeon should advise the patient

/

known risks and complications associated withlj?*"®*

surgical procedure and use of this product.
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SYSTEM USE
Before Surgery

e
Vay

1. Prepare the patient pre-operatively according “PP!
standard procedures. npf
2. Switch on the Controller. Follow the instructii 2A2
in the User Manual. 6
3. Connect a new sterile Wand to the Controller.! 7%
Controller will prompt you with an animation. 271
4. Open Controller door. The Controller will pror ,uéoor.

you with an animation.

tubing to the red portion of the Controller and

5. Insert Wand tubing, matching the red portion"_Kg%
2.

grey portion of tubing to the grey portion
Controller. The Controller will prompt you with

an animation.

NOTE: If the Wand tubing is not properly installe
the Controller will not allow activation of RF energ
6 . Close the door. The Controller will prompt vi
with an animation.

7. Attach the tubing connector to a waste collectk
receptacle.

s. If desired, connect the foot control to
Controller. Follow the instructions provided in
User Manual.

9. Once the Wand is connected, the Control!*
automatically displays the default Mode and Leve
Priming Step: Enter the joint space ensuring th
Wand is not activated. Confirm that the tip is ful
submersed In conductive irrigating fluid and rc
contacting tissue. Press and immediately release th.
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Ablation or Coagulation foot pedal or Wand fmgA*
switch (any audible tones and visible icons on tlg *

controller will stop once the pedal/switch
released). This action will start the Integrated Flul
Outflow Regulator, which may continue to run eve
after the pedal/button is released.

NOTE: There will be no audible tones and the visiw
ablate icons on the Controller will not be illuminate
when the Wand is deactivated during the primitu
step.

CAUTION: Continuing to hold the pedal/butto
during priming will continuously activate th
ablate/coagulate functions.

Contact with tissues should be avoided to minimizi
the risk of inadvertent damage.

10. Confirm irrigating solution is flowing through th
suction tubing between the Wand and th-
Integrated Fluid Outflow Regulator.

11. Once the Wand is primed, and fluid Is in th(
suction tubing, the Wand is ready to be used.
CAUTION: The Wand should be activated aw]
from the tissue and moved into close proximity fo
ablation or coagulation.

f



ludii TBEPAMTE, 4YTO WPPUTaLMOHHbIA pacTBOpP TeueT
irgici acnupauuoHHy TpyOKY MexXJy 3/IeKTpo4oM W
" »HbM PErynaTopoM 0TBOAA XWUAKOCTH.
1Kak TONMbKO  3nekTpogn OyaeT 3anpasBfieH M B
f.tl aUMOHHYI0 TPYOKY NOCTYMUT XWAKOCTb, 3/1EKTPOS4
htl 1JAncnonb30BaHnA.

~NOCTEPEXKEHVE. 3neKTpoj crefyeT akKTUBMPOBaTb
1 OT TKaHUW W TMepemMecTUTb B HEMOCPEACTBEHHYIO
OT Hee ANA abAAULUN UKW KOATynaLum.

MA XNPyprmyeckKoro semMmelwlartesibcrea

Beegte anekTpog B 06nacTb  06paboTKM  4yepes
TOBMIEHHYI0 TO4YKY BXofa. YO6eAuTecb, 4TO npu
(nb3oBaHMK KOHYMK anekTpoaa OKPY>XeH

raLUyoHHON XXUAKOCTbIO.
9 b OCTEPEXEHME. dnekTpof cnepgyetr akTMBUPOBATb
0 A OT TKaHW W NepeMecTUTb B HEMNOCPeACTBEHHYIO
CTb OT Hee ANa abnayum nUnu Koarynsuum.
OCTEPEXXEHWE. T[lpu BBeAeHUU U W3BAEYEHUM
ofja cobnopgaite Mepbl NPefOCTOPOXHOCTU U He
CKaliTe CONPUKOCHOBEHUSA AUCTaNbHON 4YacTu KaHiu
CTEPKHEM UM MOBEPXHOCTbIO KOHTaKTa, MOCKO/bKY 3TO
‘© MPUBECTM K TMOTEHUMaNbHOMY MOBPEXAEHWIO
(cta/ cTepXHA 1 (Mnn) TpaBme nayueHTa.
O akTmBauum  pexuma abnsuuy € NOMOLLbIO
€HHOr0 KHOMOYHOr0 MepeknYaTens HaXMuTe W
pxviBaiite XXE/TTYHO KHONKy. Ha 6n0ke ynpaBneHus
id 0/1/1epOM 0TOGPas3ATCA pexum abnaumnm n ypoBeHb, U
Id, 8BYWMT  3BYKOBOW  curHan.  OnekTpog  cnepyert
ly WNVBMPOBaTL MeEpef KacaHWeM TKaHu, W NUlWb 3aTeM
€@ KOCHYTbCS UM LeneBol TKaHW. Bo BpeMsa akTuBaumu
WpoA cnefyet NOCTOAHHO MepeMeLLaTb,
IPAOOK  akTuBauum € NOMOLWb  6/10Ka  HOXHOrO
;YrpaBfeHss CM. B PYKOBOACTBE MO 3Kcnjyatauuu 6noka
ynpaB/eHys.
MPUMEYHAHVE. Pexum
MpUMEHSTb AN caHauunm  cycTaBHOro  xpsawa. [And
00paboTKM  CYCTaBHOrO  XxpAwWa  31eKTpoh  cnegyeTt
OTK/IOHUTL B CTOPOHY (nog yrnom 45-90 rpagycoB), 4ToOGbI

the

of

)ni

lel

le

Huskunii  (Lo) pekomeHpyeTcs

TOBKO Kpali KOHTakKTa Kacafics Lenesoi TKaHW. 3T0
Mo3BO/IMT KOHTPOJ/IMPOBATH

ryorHy abnaumm m ynyyqwnT o63op.

MPUMEYAHVE. dnekTpon npegHasHayeH ans
NCMO/Mb30BaHUA B NIIO6OM pexume, M CKOPOCTb M3HOCA
KOHTakta Bapbupyetcsi. Hanpumep, B nabopaTopHbIX

WCMbITaHWAX, MPOBEAEHHbIX Ha TKaHU Oblubero MeHucka,
nokasaHo, 4to 3nekTpog FLOW 50 coxpaHsieT CBOK
LeNocTHOCTb  MpU  aKTUMBHOW  abnauum  cnepytouleit
NPOAOIKUTENBHOCTH:

Pexum Hunskuin (Lo): 10 MUHYT

Pexxum CpegHunii (Med): 4 MUHYTHI

Pexxum Bbicokunini (Hi): 2 MUHYTHI

Pexxum OTcoc (Vac): 4 MUHYTbI, 30 CEKYHA

MPEAOCTEPEXEHME.  BbINonHANTE  Nepuogmyeckyto
MPOBEPKY KOHYMKAa 3MeKTpOoAa Ha npeaMeT LEeA0CTHOCTU
KOHTaKTa W Hagnexawiero GyHKLMOHMPOBAHUA 3neKTpoja.
MM HapylweHWW LENOCTHOCTM KOHTaKTa MpekpaTuTe
NCMONb30BaHMe YCTPOlicTBAa W MNpPOBEpPbTE CYCTaBHYH
nonoab Hagnexawmmy cpefcTBaMu.

MPEAOCTEPEXXEHME. Mpn NpeBblleHUN PEKOMEH4yeMOoii
O KaXKAOro pexuma npojo/KUTeNbHOCTU  abnsyuu
BO3MOXHbI HEMCNPABHOCTb KOHTaKTa M COKpalleHue cpoka
€ro CNyxobl.
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During Surgery

1. Insert the Wand into the treatment area through
a prepared entry point. Ensure the Wand tip is
surrounded by irrigating fluid when in use
CAUTION: The Wand should be activated away
from the tissue and moved into close proximity for
ablation or coagulation.

CAUTION: When inserting and removing the Wand,
use caution and avoid contacting the distal portion
of cannula with the shaft or electrode face as this
may lead to potential electrode/shaft damage
and/or patient injury.

2. To activate an Ablation Mode using the integrated
finger switch, press and hold the YELLOW button.
The Ablation Mode and Level

will be displayed on the Controller and a tone will be
heard. The Wand should be activated prior to
contacting the tissue and then moved into light
contact with the targeted tissue. While activated,
the Wand should be kept in constant motion. Refer
to the User Manual for the Controller on how to
activate using the foot control.

NOTE: Lo Mode is recommended for the
debridement of articular cartilage. For treating
articular cartilage, the Wand should be positioned
on its side (45 to 90 degrees) so that only the edge
of the electrode contacts the targeted tissue. This
will help to control ablation depth and enhance
visibility.

NOTE: The Wand is designed to be used in each
Mode and electrode wear rates will vary. For
example, on meniscus tissue, the FLOW 50 Wand
has been shown to maintain its integrity for

the duration of the following ablation times:

Lo Mode: 10 minutes

Med Mode: 4 minutes

Hf Mode: 2 minutes

Vac Mode: 4 minutes, 30 seconds

CAUTION: Check the Wand tip periodically to
ensure the electrode is intact and the Wand is
functioning as intended. If the electrode is not
intact, discontinue use and check the joint cavity by
appropriate means.

CAUTION: Electrode failure and reduced life
expectancy may occur ifthe recommended ablation
time for each Mode is exceeded.

3. The Ablation Mode may be changed by
momentarily pressing the BLACK Mode button on
the Wand handle or foot control, or by selecting the
Mode on the Controller touch screen.

4. Vac Mode provides high suction and RF energy
which is intended to be used only to remove finer,
less dense, free floating debris in order to improve
surgical site visibility. The Vac Mode is activated by
holding down the BLACK Mode button on the Wand
handle or foot control. Once the BLACK Mode button

12



3. [Ona wn3MeHeHus pexuma abnaumm Ha MrHOBEHUe
HaxxMuTe YEPHYHO KHOMKY peXuma Ha pyKoATKe 3nekTpoga
nnn 610KEe HOXHOIO ynpasfieHNa Uau BblBepuTe pexum Ha
CEHCOPHOM 3KpaHe 6/10Ka ynpasBneHUs KOHTPOANEPOM.

4. Pexxum OTcoc (Vac) obecneymBaeT MHTEHCUBHbIA 0TCOC
n nogayy PY sHepruu, npegHasHauyeHHble TONbKO ANd
yaaneHusa 6onee MenKWX, MeHee MNOTHbIX, CBOBOAHO
nnaBarWNUX pparMeHTOB TKaHel C Lenbio yBeNNYEHUS

BUAMMOCTU onepaLMoHHOro nonga. [ingd akTueBauun pe>kuma
OTcoc (Vac) Haxmute UYEPHYHO KHOMKY pexuma Ha
PYKOATKe 3neKTpofa wm” 6/10Ke HOXHOro ynpasiaeHusd.
Mocne oTnyckaHna YUEPHOW KHOMKW pexuma cuctema

is released, the system will revert to the most reo 3.
Ablation Mode and Level. an
NOTE: The BLACK Mode button on the Wand hanj 4.
and foot control can change Ablation Modes? H/
enable the Vac Mode.

Levels within each Mode can only be adjusted|

the touch screen on the Controller. y
CAUTION: The Wand should not be in contactw M€

tissue when vVac Mode is activated. BXS
CAUTION: Do not attempt removal of more ocdgi{
denser debris as obstruction of the Wand ou ax

may occur.

BEPHETCH B caMble MOCNELHUE PEXUM M YPOBEHb abnauuu.
MPUMEUAHWNE, YEPHAA KHONKa pexwmma Ha PYKOATKe
afnekTpoga M O6N0Ke HOXHOro YynpaBfeHUs Mo3BoONseT
nepeknoYaTh peXXMMbl abnaunm n BKNKOYaTb pexkum OTcoc
(Vac). VI3MeHATb YpOBHM B npefeniax Kaxoro pexuma
MO>HO

TO/MIbKO C MOMOLLbIO CEHCOPHOr0 3KpaHa Ha KOHTOo/Nepe.

5. The Wand incorporates the Ambient featured an
monitors the real-time temperature of the it TC
articular irrigating fluid (between 20-60 ®C, + 3°f or
The Controller automatically detects this functi Y"
and enables the temperature display on the ton
screen. During use, if the measured temperato
exceeds this set point, an audible and visual ala 3

MPEOOCTEPEXEHWE. lpu akTuBaunu pe>kuma OTcoc
(Vac) afnekTpoj He [O/KEH KacaTbCA TKaHW.
MPEAOCTEPEXEHWE. He nbiTalitecb ypansate 6onee
KpYynHble WU NAOTHblE ()parMeHTbl TKaHei, MOCKOMbKY npu
3TOM BO3MOXXHa 3aKynopKa OTBOAHON TPYyOKM 3neKkTpoja.
5. 3nekTpoj ocHaweH ¢yHKunein AMBIENT, koTopas
oTcnexwusaet Temnepartypy BHYTPUCYCTaBHOI
MPPUTaLMOHHON XUAKOCTU B peanbHOM MacluiTtabe BpeMeHU
(8 pnanasoHe 20-60 ®C, = 3 °C). KoHTponnep
aBTOMaTMYyeckn 06Hapy>XXuBaeT 3Ty (YHKLMIO U BKAKOYAET
MHAMKATOp TemmepaTypbl Ha CEHCOPHOM 3kKpaHe. Ecnu BO
BpeMs MCnonb30BaHmA N3MepeHHoe 3HayeHue
TemMnepaTypbl NpeBbillaeT 3ajaHHOe 3HayeHWe, nogaeTcs
3BYKOBOM M 3pUTENbHbIA  CUTHaNbl  TpeBOrM AN
npegynpexgeHua onepatopa. Kpome 3aToro, onepatop
MOXeT 3afaTb 3HaYeHUe WU rPOMKOCTb CUrHana Tpesoru no

Temnepatype WM Ke  OTKAUUTL 3Ty  (YHKLMUIO,
KOCHYBWIWCb  TEPMOMETpPa  Ha  CEHCOPHOM  3KpaHe
KOHTponnepa.

MPUMEYAHUE. T[locne nojaym  CcuUrHana  TPeBOTW
nosib3oBaTeslb MOXeT BbIGPaTh npoao/mKeHne

ncnonb3oBaHMAa u3genud. llojavya curHana TpeBOrM He
B/IMAIET HA UCNOJIb30BaHMNE N 3NHEKTUBHOCTb 3/1EKTPOAA.

NMPUMEYAHME. Kpome TOro, 3Ta cCuCTeMa OCHalieHa
(hyHKUMel, npefoTBpaljaroweii NoBbIWEHWE TemnepaTypsbl
TPY6KUN 3aneKTpoaa.

Mpn o0OHapy>XeHWW NOBbIWEHHOW Temnepatypsl Oyget
BbIMONMIHATLCA LUKNUYECKOE BKAKOUYEHWE W BbIK/OUYEHUE
nogayn PY aHepruu, noka temnepaTtypa He cHusutca. [Ans
akTMBauuu pexuma kKoarynaumm (Coaf)) € NOMOLLbLHO
BCTPOEHHOr0 KHOMOYHOrO TMepeknyaTens Haxmute w
yaepxusaiite CUHKOKO KkHonky. Ha 6n10Ke ynpaBfieHUS
oTobpaszAaTcs pexum koarynauymm (Coag) W ypoBeHb, U
MPO3BYYUT  3BYKOBOIA curHan. bnok  ynpasneHus
KOHTONAepa aBTOMaTWYeCKM O0TOO6pasUT CTaHAAPTHbINA
ypoBeHb Koarynauuu. [opALOK aKTuBauum C MNOMOLLbIO
610Ka HOXHOrO YynpasNeHWA CM. B PYKOBOACTBE MO
akcnayataumm 6n10Ka ynpasneHus.

6. [locne ToOro, Kak akTuBauyua PY sHeprum 6bina
BbIK/lOYEeHa B TeyeHue 60see 3 MUHYT, OTCOC MpekpaTuTCA.
[na BO306HOB/MEHMA OTCOCa aKTUBUpPYIiTe PY aHepruio.

Mocne XMPyprnyeckoro BMelwatTesnbcTea

1. V13BNneKuTe 3NeKTpoa M3 CycTaBHO MOMOCTH.

2. OTCOeAMHWTE 3NeKTPOA OT KOHTpONnepa, yAepXupas
KOHTOM/Iep W NOTArMBas 3a KOopnyc pasbema.
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operator can select a temperature alarm set
and alarm volume or this feature can be disabled
touching the thermometer on the Controller to
screen. fe
NOTE: The user may elect to continue to use B
product after the alarm has sounded. Use d
performance of the Wand is not affected when t
alarm has sounded.

NOTE: This system also contains a feature
prevent elevated Wand tubing temperatures,
elevated temperatures are detected, the RF ener
will cycle on and off until lower temperatures
achieved.

To activate the Coag Mode using the integrab
finger switch, press and hold the BLUE button. T
Coag Mode and Level will be displayed on
Controller and a tone will be heard. The Control!
automatically displays the default Coag Level. Ref

to the User Manual for the Controller on how t
activate using the foot control.

6 . Once RF activation has been off for more than ~
minutes the suction will stop. To restart suctior
activate RF.

is activated to alert the operator. In addition,p} v

After Surgery

1. Remove the Wand from the joint space.

2. Disconnect the Wand from Controller by
steadying the Controller and pulling on the
connector body.

3. Open the Controller door and
tubing.

remove Wand



3 OTkpoiiTe fBepuy KOHTOA/MAEpa W W3BAEKUTE TPyObKy
3NeKTpoja.

4. YTunusmpyinte anekTtpod (cm. pasgen «YTunmsauusa»
HIDKE).

PYHKUMN BE3OINMACHOCTMU

PyHKUMN 6€e30MacHOCTM KOHTponnepa WEREWOLF

nepeyncneHbl B pYKOBOACTBE NONb30BATENA, KOTOpOe
"BXOAUT B KOMMJIEKT MOCTaBKMU.

POPMA BbITYCKA

JnekTpog, NOCTaBNfeTCA CTepubHbIM UM NpefHa3HayeH
TOBKO ANA  OAHOKPATHOIO  MCMOJIb3OBAHUA.
JneKTpod 0CTaeTCA CTEPUNBbHLIM TONLKO B TOM C/ly4yae, eciu
ynakoBka He BCKPbITa, He MOBPEXAeHa UIN He

cnomMaHa. Ecnu ynakoBKa MNoBpeXxpjeHa, He MWCMNONb3ylTe
3MEKTPOL,.

«3anpeLlaeTcs  MCNonb30BaTb 3MeKTpoA nocne fatbl
NCTEYEHVs CPOKa FOAHOCTM, YKa3aHHOI Ha aTukeTke. lMocne
JaTbl UCTEYEHMA CPOKa TOLHOCTM

pabouve XapakKTEPUCTUKM 3neKTpofa MOryT yXyAWWUTbCS,
<0 MOXeT MOoCTaBUTb nof yrposy 6e30nacHoOCTb
MaLMeHToB.

*3MeKTPOL CTEPUIN30BAH OKCUAOM 3TUNEHA.

*3MeKTpo4 M3roToBfeH 6e3 MCNONb30BaHMA HaTypanbHOrO
Kay4yKOBOro naTekca.

*Martepuasibl 3n1eKTpoLa He cofepXaT AuaTunrekcundgranar
(J9r D).

eHoMVHanbHOE Hanps>keHue pana a3nektpoga FLOW 50
coctasnseT 340 Bcks.

YTUNN3AUNA

JneKkTpog cnefyeT yTUAW3MPOBAaTb B COOTBETCTBUAM C
NPUMEHUMbIMI NMPABUTENLCTBEHHBIMW HOPMaTUBAMM

MW NnaHoM  yTUAKM3aLum MEAULMHCKNX  OTXOAOB,
[efCTBYIOWMM B MeJULMHCKOM YUpeXaeHUu.

TEXHWYECKOE OBC/Y>XUWUBAHWE W YCTPAHEHUWE

HEWCMPABHOCTEW
PeKOMeHfaLUMM MO 3Kcnayatauum U YCTPaHEHUHo
HencnpaBHOCTEN KOHTponnepa MOXHO HanTK B

pyKOBOACTBe Mojib3oBaTend Ana KoHtponnepa WEREWOLF.

CNY>XBA NOAAEPXKW KJAVNEHTOB

CBefeHns o rapaHTuu

lapaHTMA  faHHOrO  M3f4enns  pacrnpocTpaHAeTcd  Ha
0[HOpa30BOe MCMNONb30BaHNE MaTepnanos, YHKUUA K
kayectBa. HE NCIMNOJIb3SOBATbL NMOBTOPHO. HACTOALWLASA
FAPAHTUST 3AMEWAET COBOW BCE TMPOUUE
FAPAHTUW, SABHbBIE, MOAPA3YMEBAEMbBIE N (UNW)
YCTAHOB/IEHHBIE B 3AKOHHOM MOPSAAKE, B TOM
UAC/IE TAPAHTUW TOBAPHOW MNPUTOAHOCTU W
wnny nepurogHocT A1 KOHKPETHBLIX LIEENERA, U
BCE APYIME OBA3ATE/BCTBA UM 3ASB/IEHUNA OB
OTBETCTBEHHOCTW KOMMAHWMN ARTHROCARE.
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4. Dispose of the Wand (see Disposal Section

below).

SAFETY FEATURES

The safety features of the WEREWOLF controller are
outlined in the User Manual which is provided with
the Controller.

HOW SUPPLIED

» The Wand is supplied sterile for SINGLE USE ONLY.
The Wand is sterile only if the packaging is not
opened, damaged or broken.

If the packaging is damaged, do not use the Wand.
Do not use the Wand after the "use-by" date
printed on the label. Wand performance and patient
safety may be compromised if used after the
expiration date.

e The Wand is sterilized using ethylene oxide.

» The Wand is not made with natural rubber latex.
* Wand materials do not contain DEHP.

* Rated voltage forthe FLOW 50 Wand is 340 Vrms.

DISPOSAL

The device must be disposed of in accordance with
applicable government regulations, and the Medical
Waste Management Plan for the facility.

MAINTENANCE AND TROUBLESHOOTING

Refer to the User Manual for the WEREWOLF
controller for operating and troubleshooting
guidelines for the Controller.

CUSTOMER SERVICE

Warranty Information

This product is guaranteed for materials, function,
and workmanship for single patient use only. DO
NOT REUSE. THIS WARRANTY IS IN LIEU OF
ALL OTHER WARRANTIES, EXPRESS, IMPLIED,
AND/ OR STATUATORY, INCLUDING BUT NOT
LIMITED TO, WARRANTIES OF
MERCHANTABILITY, FITNESS, AND/OR
SUITABILITY FOR A PARTICULAR PURPOSE,
AND OF ALL OTHER OBLIGATIONS OR
LIABILITIES ON THE PART OF ARTHROCARE.
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npeTeH3nm n paspewieHmne Ha Bo3BpaTt nsgenmda

Bce BOMpOCHI, NMPeTEH3UU U 3aNpoChl Ha BO3BpaT creayet
HanpaBnsTb B OTAEN OGCNYXWBAaHWS  K/IMEHTOB UK
YNOJHOMOYEHHOMY NpPeACTaBUTENIO.

ArthroCare Corporation

d 7000 West William Cannon Austin,
TX 78735 U.S.A. (CLLA)
(SbO) 343-5717
OBCNY>XNBAHWE KNTMEHTOB
www .arthrocare.com

EC REP Smith & Nephew Orthopaedics GmbH
AlemannenstraBe 14
78532 Tuttlingen Germany
ec.reD@smith-nephew.com

PACWULN®POBKA CMMBOJ10B

REF Homep no kartanory
Homep naptun
LOT

Mcnonb3oBaTth A0

CDNT o

O3HakoMbTecb C
WHCTPYKLUMed no
NPUMEHEHU IO

He ncnonb3oBarthb
NMOBTOPHO

He cTepunusosats
MOBTOPHO

He ucnonb3oBaTh, eCcnu
ynakoBka NoBpexpeHa

XpaHUTb B CyXOM MecTe

He ponyckartb
J nonajgaHus COMHEYHbIX
nydeim
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Product Complaints and Return Authonzatfonl
All questions, complaints, and return authorizatia
requests should be directed to Customer Serviced
an authorized representative.

ArthroCare Corporation
d 7000 West William Cannon
Austin, TX 78735 U.S.A.

(800)343-5717

CUSTOMER SERVICE
www .arthrocare.com

EC REP Smith & Nephew Orthopaedics

GmbH

AlemannenstraBe 14
78532 Tuttlingen

Germany

ec»rep#smith*nephew.com
SYMBOLS KEY

REF
LOT

CDNT

Catalogue number

Lot number

Use-by Date

Contents

Consult Instructions
for Use

Do not re-use

Do not resterllize

Do not use if package
is damaged

Keep dry

Keep Away From
Sunlight

Caution
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eclrepi

* Rx only

CE

0123

MpegocTepexeHune

CTepunusoBaHo
3TUNIEHOKCULOM

MpounssoauTens

YNONHOMOYEHHbI
npeacTaBuTenb B
cTpaHaXx EBponeiickoro
colo3a

BHVMAHWVE! B
COOTBETCTBUYU C
(hepepanbHbIM
3aKOHOAaTeNbCTBOM
CWA faHHOe nsgenune
peanusyeTcs
WCKAOUYNTENBHO MO
3aKasy Bpaua.

3HaK cooTBeTCTBUSA
eBpOnNencKum
cTaHfjapTam u
NOEHTUPUKALNOHHBIN
HOoMep
HOTU(ULNPOBAHHOTO
opraHa cepTudunkauuu.
M3pgenvne cooTBeTCTBYET
OCHOBHbIM
Tpe6oBaHUAM
Oupektusol O
MeLULUHCKOM
obopypoBaHuu
(93/42/EEC).

PACLL®POBKA C/IMBO/10B
3Haykun, Ncnonb3yemble Ha
aneKTpoae/ KOHTpoepe

ABLATE

Lo

Abnsauns

Pexum abnauyunun
Hwuskuii (Lo)
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STERILE EO

ECIREPI

Rx only

CE

0123

Sterilized Using
ethylene oxide

M anufacturer

Authorized
representative in the
European Community

CAUTION: Federal
(USA) law restricts
this device to sale by
or on the order of a
physician.

CE mark and
identification number
of Notified Body. This
product

meets the essential
requirements

of Medical Device
Directive
(93/42/EEC).

Icons Used on the Wand/ Controller

ABLATE

Lo
Med

Hi

COAG

Ablation

Lo Mode Ablation

Med Mode Ablation

Hi Mode Ablation

Coagulation

16



Vac Mod
Med Pexum abnsayunm VaC e MoEe

CpegHuin (Med) K
e N
H i NATrademark of Smith & Nephew.
PeXUM abnsuum 'I';his prodsuct ma_yh be Eovered l;y one ofr mdore_ILEI
- ; atents. See smithnephew.com/patents for details.

Beicokuy (HI) ©Smith & Nephew 2019 \

- i -

COAG Koarynsayus

JL Pexxum OTcoc (Vac)
"0 )

TOBapHbIA 3HakK KomnaHum Smith & Nephew.
[aHHble wn3genusa MoOryT ObiTb 3alWULEHbl OAHUM WK
HecKonbKMMKM nateHTamu CLUA. ing nonyyeHus nofpobHol
NHopMaLun cm. Beb-calT
smith-nephew.com/patents.
© Smith & Nephew, 2019
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MHCTpYKLUMA NO NPUMEHEHUIO
3nekTpog ogHopa3oBblin FLOW 90

Pycckni

G5
Cucrtema WEREWOLF™" COBLATIONAN - 310
3NeKTPOXUPYpruyeckas cucTema, coctoslas U3 creayoLnx
KOMTOHEHTOB;

Rx only

. 6MNONAPHLIA pagnmoyacToTHbIn (PY) KOHTpoONnep;
. OAHOPa30BbI/i CTEPUNbHBIA 3NEKTPO4;

. MHOr0Opa3oBblil HECTEPUbHbIV NefanbHbIi
nepeknoyartens; u

. MHOTOpPa30Bblii HECTEPUbHbIM LIHYP MUTaHKA.

KoMNoHeHTbl NpefHa3HavYeHbl 418 UCNONb30BaHUS B COCTaBe
eaMHOro 610Ka.

OMUCAHWE YCTPOMCTBA

19nekTpog ogHopasoBbii FLOW 90 (3nekTpoa) npegcTtasnseT
coboii 6unonsapHoe 3NEKTPOXMPYPrnyeckoe yCTPOICTBO,
ncnosb3yemoe Mo OnNpeAefieHHbIM  MOKasaHuaM  npu
jopTonegnueckmx M apTPOCKOMMYECKUX BMellaTenbCTBax.
AnekTpog o6 nagaeT c}ayHkumeir AMBIENT, koTopas mo3Bonser
KOHTPO/IMPOBATb Temnepartypy BHYTPUCYCTaBHOW
MPPUTaLMoOHHON XXUAKOCTU C BbICOKOW TOYHOCTbIO (+ 3 °C B
onanasoHe 20-60 ®C) B peaJlbHOM BpeMeHU. 3JeKTpos4
paccuuTaH Ha MCMNOMb30BaHWE B pPeXWMe aKTUBHOW abnauuu
TeyeHVe 40 7 MUHYT W [O/KEH WCMNOMb30BATbCA TOMLKO C
KoHTponnepom WEREWOLFN'N (KOHTponfiep). NeKTpog nmeet
M PEXMMOB paboTbl (Tabnuua 1).

Tabnuua 1. PexxuMsl 1 ypoBHWU paboTbl 3nekTpogos FLOW 90

NHankaTop
[OelictBue P&KMM YpoBeHb Pexuma
N YPOBHSA
Lo Minus (-) mC
Aonaups o Lo(*)
Lo Plus (+) v
Med Minus (-)
Abnaupa m Med (*) od!
Med Plus (+) ad
Hi Minus (-) odl
AGnaums T odl
Hi Plus (+)
Koarynaum Coag (] * ?
A Coag Plus (+) f
B ngerynmpyelvl H/A

b

*PoiVbl M YPOBHW paboThl anekTpogos FLOW 90 no ymonyaHuto
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Instruction for Use
English
Single-use wand FLOW 90

Rx only 0123
SYSTEM DESCRIPTION

The WEREWOLF COBLATION System is an
electrosurgical system consisting of the:

*Bipolar radiofrequency (RF) Controller;
*Disposable, sterile Wand;

*Reusable, non-sterile foot control; and
*Reusable, non-sterile power cord.

The components are designed to be operated as a
single unit.

DEVICE DESCRIPTION

The FLOW 90 Wand (Wand) is a bipolar, RF
electrosurgical device used for specific indications
in orthopedic and arthroscopic surgeries.

The Wand features AMBIENT”” technology which
provides accurate (£ 3 ®C between 20-60 ®C)
real-time temperature monitoring of the intra-
articular irrigating fluid. The Wand is designed for
use up to 7 minutes of cumulative active ablation
and Is to be used only with the WEREWOLF"’
Controller (Controller). The Wand is capable of
operating in five Modes (Table 1).

Table 1: Modes and Levels for the FLOW 90 Wands

Action Mode Level Mode Level
mmcMor
loMbusH
Ablation E@ lopl
LoPbjs(+) «dsS
Med Minus (-)
Ablation Med (« odl
Med Pius bl odf
Hi Minus N «dl
. HI .
Abbtion % Hiw «d|
HPiusM odi
CoagM* ?
Coa”idion Y, '
m Coag Pius (<f1 7
Vacuum V¢ NotAc ustable N/A
+Default Modes and Levels for FLOW 90
Note: Lo Mode is recommended for the
debridement of articular cartilage.
18



Ta6nuua 2: BbIXOAHOE HanpsHKeHue AN CUCTEMbI

WEREWOLF COBLATION c anekTpogamu FLOW 90

BoixofHoe Hanpsaxkesdse
PexxHm/ (g)eoHeKBaApaTB4ecKoe
YPOBEHb HanpsAXeHWe B BONbTax)

Lo- 271
Lo 277
Lo+ 284
Ned- 287
Med e 295
Med + 300
Hi- 305
Hi- 325
Hi + 328

BbIxogHOE HanpsaXeHue
PexxHm/y (cpeaBekBagpaTBYecKoe

POBEHb  HanpsXeHue B BONbTAX)
Coaun* 85
Coa2 + 105

MOKA3AHNA K MTPUMEHEHWIO
B Kom6uHauum ¢ koHTponnepom WEREWOLF anektpog FLOW
90 npepHasHayeH [AN1A pe3eKuuun, abnauum n Koarynauuu

Table 2: Output Voltage for the WEREWOLF
COBLATION System with the FLOW 90 Wands

Mode/Level Output Vottafie (Vrms)

Lo- 271

Lo = 277

Lo + 284

Med - 287

Med 295

Med + 300

Hi- 305

Hi* 325

Hi + 328
Mode/Level Output VdtaRe (Vmts)

CoaR = 85

CoaR + 105

INDICATIONS FOR USE
The FLOW 90 Wand, used with the WEREWOU

MArKNX TKaHen, a TaKXe panqa obecneyeHnss remocTasa COBLATION System, is indicated for th
KPOBEHOCHbIX cocynos BO BpemA CNEAYOLNX regection, ablation, and coagulation of s
apTpoOCKONMUYeCKnx n opTtonegn4ecknx XUPYPrn4eckKnx tissues and hemostasis of blood vessels in
BMeLlaTeNnbCTB. foIIowing
arthroscopic and orthopedic procedures:
AbmALHA/Xnpypruyec
CycTas Kas 06pa6oTKa JKCUH3HA/pe3eKLHSA
Bce cycTaBbl *CycTaBHOW xpAaLy, *CycTaBHas ryba AblatiorV/
[Tas06UdCcWw Wi, *BYPCIKTOMHSA *Kancyna Joint Debri?jtla%rqer’\ Exdsion/Resectioi
KOﬂCﬂBliIM, :XOHp,pOI'IJ'IaCTVIKa :KaCTbI All Joints «  Aticilar «  ArticularLabnn
BAeucMid» - "dacuHa Ceaska (Hip. FOoee, Cartilage « Capsule
Byuye3blHMNHbI N, 'CBA3KA *CBo6oAHbIE Tena Shoulder, Wrist. «  Ekirsectomy . COysts
ruwefrnm ma, 'Py6LyoBas TKaHb 1 Ynanesse pM6pMHO3HOIA A, Elbow) + Chondroplasty e« Ligament
1McTas”) 'MsaArkaa TkaHb NAeHKN e Fasda « LooseBocfies
'CHHOB3KTOMHSA *PybuoBas TKaHb . Liganent e P6ca Removal
" Cyxoxunue 1 Markas TkaHb e Scar Tissue * Scar Tissue
*CBHOBMaNLHasA 060104Ka ¢ Soft Tissue o Soft Tissue
1 Cyxoxunue *  Synovectomy e Synovial
Begpo 1 AueTtabynsipHas n'6a e Tendon Membrane
Kosicso ‘MepeaHan 1 PacTaXeHue Kancybl cyctaBa | * Tendon
KpecToo6pasHas *XOHApPOMHbIE Tena Hip ° ACEthU|al' .
CcBA3KA/3a4HASN 1ANIrnm,TSMM MeHUCK Labnim !
KpecToo6pasHast *PacTsKeHHe naTepanbHOro Knee * Aoypa * Capsqlzjl\rReleJ
cBA3Ka yAepXBBaTeNs HagKaTeHHMKa * Nortchplasfy ‘ C_al’tl| F|6_(Bl
' MeXxBblLenkoBas 1 Pe3ekumna meHucka : E;I%aral\l/lm
Bblpe3Ka 1 MEHNCKIKTOMBS e Meniscal
1 CHHOB3KTOMHSA QIStectomy
Mneuo " AKpobCHONNACTHKa 1 AprpockonH4yeckoe . Wimu'ﬁy
*ApTpockonsuyeckas pacTaXeHHe Kancynbl cycTaBa . N/\usecton'v
ryGarpnf|iHaTnitas -y CycrasHas ry6annedesoro Shoulder + Acromioplasty  Frozen Should
AeKoMmmnpeccus cycTaBa Release
lancTM 1 TpeyronbHbIii Decomoression ¢ denoidLafani
rfinfinoitnnnennO knmnaekr Wrist . Triangular
MPOTUBOMOKA3AHMA Foocartitafl
MpumeHeHne anekTpoja npoTmsonokasaHo B cnegylowmx CONTRAINDICATIONS
cayyasx: The Wand is contraindicated in:

* Any non-arthroscopic or non-orthopedic surgi
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npu No6bIX HEAPTPOCKOMUYECKUX WM HEOPTOMeAMYEeCKUX
XUPYPruyecknx BMeLlaTeNnbCcTBax;
e MpyM N0O6BIX apTPOCKOMMYECKUX WM  OpPTOMNeAUYECKUX
BMeLlaTenbCTBax 6es MCNonb30BaHUS nposogsLLei
NppUraLMoHHo’ XUAKoCTM (PU3N0N0rMYecKoro pactTeopa uau
PuHrep-nakrara);

. y naunmeHToB c MMMNNAHTUPOBAHHbBIMY
3N1EKTPOKAPANOCTUMYNATOPAMU U APYTMMMW  371€KTPOHHbIMY
yCTpOicTBaMMU;
e Yy nMayuMeHTOB, KOTOPbIM MO KaKoW-1M60 NpUYMHe
MPOTMBOMNOKa3aHbl apTPOCKOMMUYECKUE UAN OpTOMeanyYecKue
BMeLlaTeNbCTBa.

MPEAYMNPEXAEHVA n MEPbl MPEAOCTOPOXHOCTW

~MpepynpexneHusa

Puck TepMM‘—IeCKOI7I TpaBMbl I'IOI'IbSOBaTeJ'IFI/I'IaLI,I/IeHTa
*ONeKTPoa 3anpeweHo KCMoNb30BaTb C NPeABapUTENbHO
MOAOrPeToN MPPUTALMOHHON XNAKOCTbIO.

« ONEeKTPOS HMKOrja He cfnefyeT MCNOMb30BaTb B KavecTse
OCHOBHOTFO OTBOASLLErO KOHTypa ANns uppurauuu. Bmecto
aToro, ero  cnepyert MCcnonb3oBaTh B KayecTBe
[ONOMIHWTENBHOTO OTBOAALLETr0 KOHTypa (B coyeTaHWn cC
OCHOBHbIM KOHTYpPOM), u4TOGbl NpPeAoTBPaTUTb HaHeceHue
TEPMMUYECKO TpaBMbl MaLUeHTY U NOMb30BATENHO.

«OTTOK  XMWAKOCTU  4epe3  3/1eKTPOA  Bapbupyetcs B
|3aBMCMMOCTI OT YPOBHS U pexuma paboTbl. Mepuoguyecku
npoBepsiiTe TpyOGKy 37eKTpoAa Ha HanuMume 3aKynopok. B
Cyyae HanMuMa 3aKynopoK He nNbiTalTecb WX YAaNUTh;
BMECTO 3TOF0 MCMO/b3YNTe HOBbLIN 3N1EKTPOS.

o ToBpeXAeHne U30MALUM  CTEPXKHA 31eKTpoAa MOXeT
NPMBECTM K HeXenaTesbHOW 31eKTPONpPoOBOAMMOCTU, 4TO, B
CBOIO OYepefb, MOXET MNPUBECTU K Pa3BUTUID O0XOFoB Yy
nauveHTa. Mo3ToMy HeOo6XOAMMO MEPUOAUYECKN MPOBEPATH

LIENIOCTHOCTb 3NEeKTpoa. Ecnn nionauna CTEPXXHA
nospexaeHa, MCHOﬂbByVITe HOBbI INEKTPOL.
*He  KacaiTech HeueneBblX Y4YacTKOB TKaHWM KOHYMKOM

anMBMPOBAHHOIO 31eKTpoAa. He akTUBUPYITe 3NeMEHTHI
yNpaBneHns 4o Tex Nop, Noka 3NeKTPoA He OYAeT HaXOAUTbCSA
BHEMOCPEACTBEHHON 6/M30CTU OT LENIEBOr0 yyacTKa TKaHW.
HBbIHUMalTE 31eKTPO4, NOKa K HEMY MOAAaeTcsa NUTaHue.
*Bnepuoabl, Korga anekTpoa He UCMONb3YeTCs, ero cnegyer
HECTUTb B UYMCTOE, CYyXO0€, XOPOLIO BUAMMOE MONe Takum
00pasoM, 4TO6bI OH He conpukacasca ¢ TenoM nauueHTa.
CnyyaiiHbliAi KOHTAKT C KOHYMKOM 31eKTPOAa MOXET Bbi3BaTb
TEPMUYECKYO TPABMY Y MOMb30BaTENS UK
naLyeHTa.
Bpexume Huskuini (Lo) cuctema OTBOAUT MUHUMANBHO WK
[TpesBbMaliHO Mano >XWAKOCTU, 4YTO MOXET MPUBOAUTL K
|[MrpeBaHuIO CTEPXHSA 3neKTpoaa.
wlo MY HEe gonyckKaiTe NOCTOSHHOW aKTMBaLWMW 3MeKTPOAA,
opad  MOXeT MpuUBECTUM K TEPMWU4YECKON TpaBMme Yy
1b30Batend n naymeHTa.

[culeavHpopmanua

epen onepau,VleVl n nepunognyeckm BO BpemMAa onepaynun
Temy HEeo6xo04MMo ocMaTpuBaThb Ha Hannuune
3KAEHNIA, MOCKONbKY OHW MOFyT HEraTUBHO NMOBMUATL Ha
HKLMOHNPOBaHne yCTpOliCcTBa, 6e30nacHoOCTb "
HWUYECKMIA MCXO0A. Y CTPONCTBO 3anpeLaeTca UCNOb30BaTb
Hannuum NoBpeXAeHWNI’ nnu HeHagnexatem
HKUMOHMpOBaHUW. Bo n3bexaHuwe 3afiepXek A0 wau BO
ewionepauumn, Bcerga cnegyeTt UMeTb HaroToBe pe3epBHbIE

)iicTBa.
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* Any arthroscopic or orthopedic procedures
where conductive irrigating fluid (e.g., saline or
Ringer's Lactate) is not used.
ePatients with cardiac pacemakers
implanted electronic devices.
ePatients for whom arthroscopic or orthopedic
procedures are contraindicated for any reason.

or other

WARNINGS and PRECAUTIONS

~Warnings
Potential User/Patient Thermal Injury
e Do not use pre-warmed lIrrigating fluid with this
Wand.
e« The Wand suction is not intended to replace
primary outflow for Irrigating fluid. Wand suction
should be used In conjunction with another source
of outflow.
e Ensure adequate flow and circulation of
irrigating fluid to prevent excessive heating of the
fluid. Periodically check the Wand tubing for
obstructions or restrictions in flow. If the Wand
outflow is obstructed, do not attempt to clear the
blockage.
Use a new Wand.
e« Damaged shaft insulation of the Wand could
lead to unwanted electrical conduction.
Periodically check the Wand to ensure device
integrity. If the shaft insulation is damaged, use a
new Wand.
» Do not contact the non-targeted tissue with the
activated Wand tip. Do not activate the controls
until the Wand is in close proximity with the
targeted tissue. Do not withdraw an activated
Wand.
e« When not using the Wand, place it in a clean,
dry, highly visible area not In contact with the user
or patient. Inadvertent contact of an active or
inactive Wand tip may cause user or patient
thermal injury.
* In Lo Mode, the system may have minimal to
negligible outflow, which may result in heating of
the Wand shaft. Therefore, avoid continuous
activation of the Wand which may cause thermal
injury to the user and patient.

General

e The System should be Inspected prior to, and
periodically during surgery for any damage, as
this could adversely impact performance, safety,
and clinical outcome. Do not use if damaged or
malfunctioning. Back-up devices should always
be available to avoid any delay prior to or during
surgery.
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*BcTaBnAs M yhansas anekTpof, co6noainTe 0CTOPOXHOCTb W
cneguTe 3a TeMm, 4TOGbl [AucTanbHas 4YacTb KaHONU He
Kacanacb CTEPXHS WM KOHTAaKTHO MOBEPXHOCTW 31eKTpoAa,

MOCKO/MbKY  3TO  MOXeT  MNPUBECTU K  MNOBPEXAEHUIO
3NeKTpofa/CTepXH4.
e[locne akTuBauuu 3neKTpofia 3anpeuiaeTca  KacaTbcs

MeTann4ecknx npeamMeToB, NOCKOALKY 3TO MOXET MpUBECTU
K NOBPEXAEHNIO M30NALMU KOHUYMKA U (MNK) CTEPXKHS, 4YTO, B
CBOWO  ouyepedb, MOXET  MNPUBECTW K  HapyLeHWo
(YHKLMOHUPOBAHNSA YCTPONCTBA MM TPaBMe NalMeHTa.
e3anpewaeTca crubatb, MOAMPUUMPOBATL WUAW  /OGbIM
06pa3omM W3MeHATb 31eKTpPoA 4O WAW BO Bpems onepauuu,
MOCKOMIbKY» 3TO MOXET Bbl3BaTb MOBPEXAEHMS YCTpoiicTBa W
BbIBECTM €ro W3 CTPos W (MNN) NPUBECTU K HAHECEHUID
TENECHbIX MOBPEXAEHNA NaLUeHTy.

eicnonb3yiiTe  TONMbKO  NPOBOAALLYIO NPPUTALNOHHYHO
XUAKOCTb  (husmonornyeckmini  pactsop, PuHrep-nakrar).
3anpewaeTcs MCMOMb30BaTb HEMPOBOAALLYIO NUPPUTALVOHHYHO
XWUAKOCTb  (CTepuUNbHYK  BOAY, BO3AyX, Tras, [NIMLUH),

MOCKO/bKY 3TO YXYALWMUT GYHKLMOHNPOBaHWE 3NeKTpoja.
*JNeKTPo4 NpefHa3HaYeH MUCKAUUTENbHO AN abnauuu u
(nnn) koarynauuu. OH He NpefHa3HayYeH 419 MEeXaHWYeCcKoro
M3MeHeHMa GOopMbl MM PACMONOXEHUS TKaHW B pe3ynbTaTe
JaBneHuns. He ncnonb3yiite 3N1eKTPOA B Ka4yecTBe pblyara ans
pacwpeHns XUPYpruyeckoro nons WAM OTKPbITUA JOCTyna K
TKaHW, MNOCKOMbKY 3TO MOXET BbI3BaTb WCKPUBAEHUE WU
0TCOeAMHEHMNE 31eKTPOAa, MOBPEXAEHNE YCTpoincTea U (Mnn)
o6pasoBaHMe TpewWH B pPacnopke W NMPUBECTWM K HaHECEHWUIo
TeNleCHbIX NOBPEXAEHUA NaLMUeHTy.

«Cnegute 3a TeM, 4TO6bl MauyMeHT He nNpuKacancs K
3a3eMNEHHbIM MEeTanInyeckKMM npefMeTam, Tak Kak 3T0 MOXeT
NPUBECTUN K HAHECEHUIO TeNeCHbIX MOBPEXAEeHWA.
*BbINONHANRTE NEPUOANYECKYIO NPOBEPKY KOHUYMKA 3/1eKTpOAa

Ha npegMeT LENOCTHOCTU KOHTaKTa W  Hafgnexatiero
(YHKLMOHMPOBAHUA 3NEKTPOAA.
Mpu  HapyweHWW LENOCTHOCTM  KOHTaKTa  MpekpaTuTe

MCMNoNb30BaHWe YCTPOWCTBA M MPOBEPbTE CYCTaBHYH MONOCTb
Hagnexawumm cpeacTBami.

*JNEeKTPO 3anpelieHo ouuMwaTb, MOBTOPHO CTEPWUIM30BATH
WK NOBTOPHO M cnonib30BaTh, MOCKOJIbKY 3TO MOXET MPUBECTU
K NOBPEXAEHNID UM HAPYLIEHUIO (YHKLUMOHUPOBAHUS, 4YTO, B
CBOI O0Yepedb, MOXET MPUBECTU K HeucnpasBHOW paboTe,
MosioMKe ycTpoiicTBa M (MnM) TpaBMe NalueHTa, a TaKXe
MoABEPrHYTb NaLueHTa pUCKY MHDEKLMOHHbLIX 3a601eBaHUiA.

OrHeonacHocTb/MNopa>eHne 3/1IeKTPUYeCKNM TOKOM
*Bcerpa cobniogaiite Mepbl NPOTUBONOXAPHO 6€30MacHOCTMW.
VCTOUHMKOM BO3ropaHus MOryT ObiTb WCKpbl W Harpes,
COMpOBOXAalo L ne 3N1eKTPOXUPYPruyeckoe BMellaTenbCTBOo.
e3anpelaetcs nomewarb WHCTPYMeHTbl B6AU3M WAM B
HenocpeACcTBEHHOM KOHTakTe C 1erkoBOCNNaMEHAILWUMUCH
mMaTtepuanamu (Mapnei Uam XUpypruvyecknMmm npocTblHAMM).
AKTVBMPOBAHHbIE WAU HarpesliMecs MNOCAe WCNONb30BAHUA
WHCTPYMEHTbI MOTYT Bbl3BaTb BO3ropaHue.

C YCTPONCTBOM 3anpelaeTcs MCNonbL30BaTh
NerkoBoCnaaMeHsOWMecs aHecTe3nMpylowmue cpegcrea unu
rasbl-okucnutenn (3akmco azota (N20) m kucnopog); Kpome
TOro, Ha 6/M3KOM paccTOsHUM OT YCTpOICTBa 3ampelyaeTcs
Mcnonb3oBaTb  NeTyyume  pacTBopuTenu  (MeTaHon  wau
3TUNOBbLIA  CAWUPT),  MNOCKONbKY  3MEKTPOXMPYPruyeckoe
YCTPOWCTBO MOXET CTaTb UCTOYHUKOM BO3rOpaHus.
e3anpewjaeTca  UCNONAb30BaTb  JIEFKOBOCM/JaMeHAK W KNecs
cpegctBa  And  ouuMcTkKM  u (Mnn)  pesnHgekyun  610Ka
ynpaB/ieHWs, MOCKOJIbKY 3/1€KTPOXUPYPTrnYeckoe ycTpoicTBo
MOXET CTaTb MCTOYHUKOM BO3rOpaHus.
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e Use caution when inserting and removing the
wand with a cannula. Contacting the Wand
electrode and/or insulation against edges of the
cannula may lead to Wand damage.

» Do not contact metal objects while activating the
Wand as damage to the Wand insulation and/or(
tip may occur resulting in device malfunction or|
patient injury.

e Do not bend, modify or alter the Wand in anyj
way prior to or during surgery as this may damage!
the device and lead to failure and/or user or|
patient injury.

» Use only conductive irrigating fluid (e.g. saline,!
Ringer's Lactate). Do not use non-conductivel
irrigating fluid (e.g. sterile water, air, gas,
glycine) as this will compromise the performance]
of the Wand.

e The Wand is not designed for mechanical!
displacement of tissue through applied force. The
Wand is indicated for the ablation and
coagulation. Do not use the Wand as a lever tol
enlarge a surgical site or gain access to tissue
this may result in a bent or detached electrode,]
damage to the device, and/or a cracked spacer
leading to patient Injury.

Do not allow patient contact with grounded
metal objects as injury may result.

* Electrode failure and reduced device
performance may occur if the recommended
ablation time Is exceeded. Check the Wand tip
periodically to ensure electrode integrity. If a
portion of the electrode detaches from the Wand,
discontinue use and check the joint cavity by
appropriate means.

* Do not clean, resterillze, or reuse the Wand &
this may damage or compromise the performance
resulting in malfunction, failure, and/or patient
injury and may expose the patient to the risk of
infectious diseases.

FtammabiUty/Electrical Shock

» Observe fire precautions at all times. Sparkitf
and heating associated with electrosurgery mi
be an ignition source.

* Do not place instruments near or in contact wi
flammable materials (such as gauze or surgic
drapes). Instruments that are activated or h
have the potential for providing a source
ignition.

e Do not use in the presence of flammat
anesthetics or oxidizing gases (such as nitro
oxide (N20) and oxygen), or In close proximity
volatile solvents (such as methanol or alcohol)
as electrosurgical device has the potential
providing a source of ignition.

* Do not use flammable agents for cleaning of
Controller as an electrosurgical device has
potential for providing a source of ignition.
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eHe fonyckaiiTe, 4To6bl Ha KOHEL, pa3bema, PacrnofioXXKeHHOTo
Ha KoHUe kaGens (MOAKMOUAEMOro K G6GNOKY ynpaBiaeHus
KOHTponnepa), nonagana XWAKOCTb, MOCKO/MbKY 3TO MOXET
MPMBECTU K 3/71EKTPOTPaBMe.

Mepbl NPeaoCTOPOXKHOCTN
*J/EKTPOA CrefyeT MCMNOMb30BaTb TOMbKO C COBMECTUMbIMM
apTPOCKONUYECKUMU MHCTPYMEHTaMM M 060pya0BaHUEM.

*Ecim  pyyHoll  nepeknloyaTenb 3nekTpoda nepecrtaeT
pearupoBaTb Ha HaxaTusa, MepeMecTWTe nNanblbl  Ha
nepekntoyatene n cHosa HaXMuUTe. Mpu HeyfauyHOW NomMbITKe
MCNONb3yiTe nNejanbHblli  NepeknyaTenb WIW  HOBbLIN
3NeKTpoa.

eHepBHO-MbIWEYHAA CTUMYNALUS  SABNASETCS  OXWAAEMbIM

CNefCTBMEM 3NEKTPOXMPYPruYeckMx npouepyp. Ybegutecsb,
4TO MPUHATHI Haffiexaw,ue Mmepbl NPejoCcTOPOXKHOCTMU.
*O6cnepyinTe nayueHTa ans BbISIBNEHNSA
npespacnonoXeHHOCTU K 3ab0/ieBaHUAM, TeYeHUe KOTOpbIX
MOXET YXYALWMNTLCA B CBA3N C XMPYPrUYeCKNM CTPECCOM.
*Ha ckopocTb M rny6uHy abnaumm TKaHu BAWUAIOT HACTPOWKM
YCTpOWCTBa, CUNla AaBNeHunsa, NPUNOXEHHOTO K TKaHU, pasmep
3/1eKTPOJa U CKOpPOCTb, C KOTOPO 3NeKTpoj4 nepemeltaeTcs
Haj LueneBbIMU y4yacTKaMu TKaHW.
e/icnonb3yinTe camble HU3KUE HACTPOWKWM KOHTpPO/Nepa,
Heo6XxoAMMble ANA LOCTUMXKEHUA >Xenaemoro BO3AeWCTBUSA Ha
TKaHb.
*Pexxum Huskuin (Lo) pekoMeHayeTca NPUMEHATb A1 CaHauum
CYCTaBHOro xpAua.
*JNeKTpoL He npefHasHayeH ANS [AAUTENbHON abnaunu.
KoHTaKTbl W3HAWMBAKOTCA MPU UCMOMb30BAHWMU, U CKOPOCTb
M3HOCa 3aBUCUT OT (DaKTOpPOB, KOTOpble He BCerfa MOXHO
BOCnpousBecTh. @PakTopbl M3HOCA KOHTaKTa BK/IKOYAKOT,
MOMMMO NpPOYEro, cnefytolwne: ckopoctb abnayum, pabouue
PeXVM M YPOBEHb, & TaKXe ANNTenbHY 06paboTKy NnoTHOM
TKaHW UM KOCTHBLIX MOBEPXHOCTEN.
*He BcTaBnsATe Apyrue kabenu mexay kabenem anektpoga u
KOHTPO/INEPOM.
*[lpy OAHOBPEMEHHOM WMCMOJIb30BAHUM Y O4HOr0 nauyunexHTa BY
Xupypruyeckoro obopyaosaHua 1 060pyfoBaHMA  ANS
MOHUTOPWUHIa (U3NONOrMYECKMX NoKasaTenei, 3NeKTpoAbl
0na MOHWUTOpUHra (4na  anekTpokapauorpaguu) cnepyet
pasmellaTb Kak MOXHO Aanblie OT KOHYMKa YCTpOWCTBa.
|.MpnMeHeHe NronbYaThiX 31EKTPOAOB A5 MOHUTOPUHIA (4N
eKTpomuorpagpum) He peKoMeHayeTcs.
. BbicokoyacToTHOE (BY) 3N1eKTpOXUpypruyeckoe
obopypfoBaHue, Takoe Kak KoOHTponnep WEREWOLF, moxert
co3gatb  nomexu Ana  paboTbl  APYroro  31eKTPOHHOIO
ob6opyaoBaHus.
*KOHTPONbHbIE  3N1EKTPOAbl  (ANA  anekTpokapguorpapum
(3KIN) cnepyeT pacnonaratb Kak MOXHO fanblle OT KOHYMKa
ycTpolicTea npu OA4HOBPEMEHHOM NOAKIHOYEHNN
xupyprudeckoro obopyposaHus BY un obopyposaHus pnns
MOHUTOPUHIa (PU3NONOTMUYECKUX MNOKasaTenein K nauueHTy.
Vcnonb3oBaHWe KOHTPOJIbHbIX MTFO/bYaTbiX 3N1EKTPOLOB (4NA
anekTpomuorpagumn (3MI)) He pekoMeHAYeTCH.
*PekomeHpayeTcA Ncnonb3oBaTb MOHUTOPUHIOBOE
obopypoBaHMe, CHabXeHHOe YCTpoicTBaMKW OrpaHuYeHuns
BbICOKOYACTOTHOTO TOKaA.

BO3MOXXHbIE HEXXENNATEJ/IbHbIE ABNEHUNA

Kak 1 npy Ni06OM XMPYpPruyeckoMm BMellaTenbCcTBe,
CYLLECTBYIOT OMpefeneHHble PUCKU. BO3MOXHbIe
OCNOXHEHUs, CBSA3AHHbIE C onepaLlueii, MOMUMO MPOYErO.
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» Do not allow fluid to contact the end of the cable
connector which mates to the Controller as
electrical shock may occur.

Precautions
e Wand is only to be used with compatible
arthroscopic instruments and equipment.

« If the Wand finger switches become
unresponsive, reposition fingers on the switch and
depress again. If unsuccessful, use the foot
control or use a new Wand.

e Neuromuscular stimulation is an expected
consequence of electrosurgical procedures.
Ensure that adequate precautions are taken.

e Evaluate patients for predisposing medical
problems that may be aggravated by the stress of
surgery.

e The rate and depth of tissue ablation is affected
by the setting, the amount of pressure applied to
the tissue, the size of the electrode, and the speed
at which the Wand is passed over the target
tissue.

» Use the lowest Controller setting necessary to
achieve the desired tissue effect.

* Lo Mode is recommended for the debridement
of articular cartilage.

e The Wand is not designed for prolonged
ablation. The Wand electrode wears with use. The
rate of wear is dependent on a combination of
variables that cannot be replicated for every
situation. Factors of electrode wear Include, but
are not limited to, rate of ablation, operating Mode
and Level, and prolonged use against dense tissue
or bony surfaces.

* Do not insert other cables between the Wand
cable and the Controller.

« As with other electrosurgical units, the electrode
and cables can provide paths for high frequency
(HF) current. Position the cable to avoid contact
with patient or other leads. Other electrical
equipment may experience interference when
positioned near the System.

e HF electrosurgical equipment such as the
WEREWOLF Controller may adversely affect the
operation of other electronic equipment.

» Monitoring electrodes (e.g., electrocardiography
(ECG)) should be positioned as far as possible
from the device tip when HF surgical equipment
and physiological monitoring equipment are used
simultaneously on the same patient. Monitoring
needle electrodes (e.g., electromyography
(EMG)) are not recommended.

e Monitoring equipment incorporating HF current-
limiting devices are recommended.

POTENTIAL ADVERSE EVENTS
As with any surgical procedure, there is risk
involved. Potential complications accompanying
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MOTYT BK/HOYaTb: OCMOXHEHWSA, CBA3aHHble C aHecTe3ueil;
6onn B o06nacTM paspesa WM XMPYPTrUYECKOWA paHbl;
UHpekLuto (rny60Ky 1 NOBEPXHOCTHYHO); NOBPeXeHWe Unn
nepesnoM KOCTW; MOBPEXAeHWe OKPYXalwWnuxX TKaHehd wnan
cocypoB; ambonui wuau Tpom603  (NerovyHyro am6onuto,
TpomM603 rny60KNX BeH); NOBPeXeHNe HEPBOB WM Mapanuy;
HeyfauHblii MCX0A Tepanuu WAU WMMNAAHTaLMW; MOBTOPHOE
XUpypruyeckoe BMellaTeNbCTBO ans ycTpaHeHuns
OCMOXHEHWUN, CBA3AHHbIX C onepayuei uau Tepanue.

VHCTPYKU/A no MPUMEHEHAKO

MpumeyaHue. Onektpog FLOW 90 cnefyeT wucnofib3oBaThb
NCK/IIOUYNTENIbHO B KOMOUHALNN C KOHTPO/IEepOM

WEREWOLF.

MpumeyaHune. [lepel nNepBbIM WUCNONb30BaHWEM cregyet
BHMMaTe/IbHO 03HAKOMWTbLCA C PYKOBOACTBOM M0/b30BaTeNA

ana  KoHTponnepa WEREWOLF ©  MHCTPYKUMsMMU  NO
akcnnyartaumu  anektpoga. Ocoboe BHMMaHue cledyer
yoenAaTb  nokasaHusam, npefynpexaeHuam n  Mepam
NnpesoCcTOPOXKHOCTH.

TPEBOBAH/A K OBYUYEH/KO XVPYPIOB

¢ Wcnonb3oBaHue 3nekTpoda TpebyeT COOTBETCTBYHOLLErO
YPOBHA XUPYPruU4eCKNUX HaBbIKOB W OMNbITa.

PekomeHayeTCA NpoiTn 06yyeHue nabopaToOpHbIM HaBblKaM y
npoun3BoOANTENS nnu OfHOTO M3 YNONHOMOYEHHbIX
npegcTaBuTenei " (nnn) nony4nTb HarnsgHoe
npeacTaBfeHne/NpakTMYECKNA ONbIT NPUMEHEHNA NOA06HON
XUPYPrnyecKoim TeEXHUKN.

e lMpy n“cnonb3oBaHWM 3NEKTPOLa BAXHO YUYUTbIBATb Takue
npejonepawunoHHble W OMNepauuoHHble NpoLueaypbl, Kak
Hagnexawmii oTbop nNauMeHTOB, 3HAHUE XUPYPrU4ecKmx
TEXHUK W Hagnexallnii Belbop ycTpoicTBa.

NCMONb30OBAHWUE CUCTEMDbI

HOp,FOTOBKa CNCTEMDI

1. MNogrotoebTe nauueHTa K onepauuMu B COOTBETCTBUM CO
CTaH4apTHbIMK Npouefypamu.

2. Bknouute KOHTpONnep WEREWOLF. Cnepyinte
WHCTPYKLUMAM B PYKOBOACTBE MONb30oBaTens. Haxmute

rnaBHbI BbikAtOYaTenb nutaHma (1/0) Ha nepefHein naHenwu

KOHTpoOnnepa, 4tobbl aKTUBMPOBATbL KOHTPONNEP.

3. MoAaknunTe HOBbI CTEPUNLHBIA 3EKTPOS K KOHTPONNEpPY.
Ha KoHTponnepe OyaeT O0TO6paXeHO COOTBETCTBYIOLLEE

AVHaMuM4yeckoe n3obpaxeHue.

4 .OTKpoiTe ABepuy KoHTponnepa. Ha KoHTponnepe 6yget

0TOBpaXKeHo COOTBETCTBYIOLLEE AVHaMuyeckoe

n3obpaxeHue.

5.BcTaBbTe TPYOKY 3/eKTpoLa, COBMECTUB OpaHXeBYH 4acTb

TPYOKU C OpaHXXeBO 4acTbi0 KOHTPONNepa U CBeTN0-Cepyto

yacTb TPYOKM C Cepoii yacTblo KOHTpoOAnepa.

Ha KoHTponnepe 6yaeT o0ToGpaXkeHO COOTBETCTBYHOLLEE
ANHAMUNYECKOoe M306paXKeHNe.
MpumeuvaHue: ECAM  NUHWUA  9neKTpoda He  6GygeT

yCTaHOB/IEHA Hajnexawum obpa3om, akTusauus PYU-aHeprun
KOHTpONepom 6yAeT HEBO3MOXHa.

6 .3aKpoiiTe fABepuy. Ha KoHTponnepe 6ygeT 0TO6GparKeHO
COOTBETCTBYHOLLEE AMHAMUYECKOE U306paXKeHune.
7. MpucoegnHnte TpyOHbIA CcOeAMHUTENb K
KOHTeliHepy Ana cb6opa 0TX0A0B.

s . [pu XenaHUn NoLCOEANHUTE NefanbHblA NepekaoyaTesns K
KoHTponnepy. CnefyiiTe MWHCTPYKUMAM B PYKOBOACTBE
nonb3oBartens.

npueMHomy
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surgery with a device may include, but are not
limited to the following: complications with
anesthesia; pain at the incision or surgical site;
infection, both deep and superficial; bone damage
or fracture; injury to surrounding tissues or

vasculature; embolus or blood clotting issues
(e.g., pulmonary embolus, deep vein
thrombosis); nerve Injury or palsy; treatment or
Implant  failure; and  secondary  surgical

intervention to address complications associated
with surgery or treatment.

DIRECTIONS FOR USE

Note: The FLOW 90 Wand is to be used only with
the WEREWOLF Controller.

Note: The User Manual for the WEREWOLF
Controller and the Instructions for Use for the
Wand should be carefully reviewed prior to initial
use. Particular attention should be directed to the
indications, warnings, and precautions.

USER RECOMMENDATIONS

» Use of the Wand requires an appropriate level of
surgical skill and experience.

Completion of a skills laboratory, training by the
manufacturer or one of its appointed
representatives, and/or observation of/assistance
with similar surgical procedures is recommended,
* Preoperative and operative procedures,
Including proper patient selection, knowledge of
surgical techniques, and proper device selection
are Important considerations when using the
Wand.

System Preparation

1. Prepare the patient pre-operatively according
to standard procedures.

2. Install the WEREWOLF Controller according to
the instructions in the User Manual. Press
Main Power switch (1/0) on the front
Controller to activate the Controller.

3. Connect a new sterile Wand connector
Controller. The Controller will prompt you witr
animation.

4. Open the Controller door. The Controller wi
prompt you with animation.

5. Insert the Wand tubing. Match the connecter
colors on the tubing with the colors of the fittingi
on the Controller.

The Controller will prompt you with animation.

Note: Ifthe Wand tubing is not properly installee
the Controller will not allow activation of R
energy.

6 . Close the door. The Controller will prompt W
with animation.

7. Attach the tubing connector at the end of tl)
tubing to a waste collection receptacle.
s . If desired, connect the foot control
Controller. Follow the instructions provided in
User Manual.

to tli
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9.Mocne NOAK/MOYEHMA 3NEKTPOJa Ha KOHTponnepe 6GyayT
aBTOMATMYECKM  OTO6paXaTbCAd  PeXUM  abnsauum  uam
Koarynsauum n ypoBeHb paboThbl MO yMoa4aHuio. BbibepuTe

COOTBETCTBYIOLLME  HACTPOWKM  HA  CEHCOPHOM  3KpaHe
KOHTpoONnepa, cnegys WHCTPYKLMAM, MpPUBEAEHHbIM B
PYyKOBOACTBE MOMb30BATENS.

Mcnonb3oBaHWe 3anekKTpoa

MpumeyaHue: [vcTanbHbll KOHYMK anekTpofa
NPpUKNagbiBalOT K TKaHW A8 abnauum  u - Koarynauuu.
3neKTpos ABNAETCA OUNONAPHBIM. HeliTpanbHbI 3NeKTPos He
ncnonb3yeTcs.

BHUMAHWE! Wcnonb3yinTe caMble HWU3KWME HACTPOMKM
KOHTpOA/nepa, HeobxoAuWMble AN AOCTUXEHWUSA >KeNaemoro

BO3/EACTBMA Ha TKaHb.

BHUMAHWE! 3nekTpog He npeAgHasHauveH ans
MeXaHW4YeCKOro n3MeHeHNa OpMbl MU PACMOOXEHUSA TKaHU
B pe3ynbTaTe fAaBneHua. He wucnonb3yiite 3neKTpos B
Ka4yecTBe pblyara ANA pacWuMpeHns XMpypruyeckoro nons
WM OTKPbITUA AO0CTYMa K TKaHW, MOCKONbKY 3TO MOXEeT
Bbl3BaTb WCKPUBAEHWE WAM OTCOEAMHEHWE 3NeKTPoJaa,
noBpexpeHue yctpolictBa M (unm) obpaszoBaHWe TpewuH B
pacnopke u NPUBECTU K HAHECEHMWIO TeNeCHbIX MOBPEXAEHWUIA
nauueHTy.

1.BBeante  anekTpof B  CyCTaBHY wenb  uyepes
MOArOTOB/IEHHOE OTBepCcTMe. Yb6eauTecb, UTO BO BpeEMS
MPUMEHEHNS KOHUYMK 3M1€KTpoAa TMOJHOCTbI0 MOTPY>XXEeH B
NPPUTALMOHHYIO XXUAKOCTb U HE CONPUKACAeTCA C TKaHbHO.

BHUMAHWE! BcTaBnas W ypansas 3nekTpog, cobnwopaiite
OCTOPOXHOCTb W CnefuTe 3a TeM, 4T0oObl AuCTanbHad 4acTb
KaHI/IM He Kacanacb CTEPXHS WAN KOHTaKTHOW MOBEPXHOCTM
3/1eKTPOAa, NOCKOJIbKY 3TO MOXET MPUBECTU K MOBPEXIEHUIO
3/1eKTPOLA/CTEPXKHS.

Abnsaymnsa

2 UToObl aKTMBMPOBATb peXuUM abnauum ¢ NOMOLbHO
WHTErpMpPOBaHHOIO PYYHOrO MepekoYaTens, HaxMuTte ©
yaepxuneaiite XXENNTYKO KHOMKY. PeXWM 1 ypoBeHb abnaumu
OyayT 0To6paxaTbCs Ha KOHTpOJiepe, Y NPO3BYYNT 3BYKOBOWA
CUrHan.

AnekTpos cnefyet aKTMBMpOBaTb [O COMPUKOCHOBEHUA C
TKaHblO, a 3aTeM Ccferka MNPUKOCHYTbBCA UM K LefeBomy
YUacTKy TKaHW.

lMocrie akTUBaLMWU INEKTPOA AO/KEH MOCTOAHHO Haxo4UTbCA
B ABWXeHUW. VIHCTpyKUMM nNo axkTuBauuu 3nekTpoga ¢
MOMOLb0 MefanbHOro MepekayaTtenss MOXHO HalnTu B
PYKOBOACTBe M0ONb30BaTENsA ANA KOHTPOANepa.

MpumeuaHue: Pexxum Lo pekomeHAyeTcs MCNonb3oBaTh ANA
XUpypruyeckon 06paboTkM  cycTaBHOro  xpsawa. [Mpu
MpoBefeHNM oOnepauuy Ha CYCTaBHOM XpAlWEe 3/1eKTpoj
cnegyet pacnonaraTtb Ha 60Ky (nog yrnom 45-90 rpagycos),
TaK 4TOGbI TO/MbLKO Kpail 3nekTpoja Kacancs LeneBoro
lyyacTka TKaHW. 3TO MNOMOXEeT KOHTpPonMpoBaTb TNy6UHY
abnaumm 1 ynyywmnTbs BUAUMOCTb.

MNpuMeuaHne: B TeYeHWe NepuoAOB  HeMpepbiBHOW
akTvBauMum  TemnepaTypa CTEpPXHS  3/eKTpoja  MOXeT
pocturate 48 ®C, a Tpybku anekTpoga — o 60 °C.

3Urobbl  M3MEHWUTbL  peXxum abnayum, KpaTKOBPEMEHHO
Haxvute UEPHYHO KHOMKY Bbl6opa pexuma Ha pyuke
JNeKTpoja WMAM nefanbHOM nNepeknlyaTene unm BbibepuTe
peKMM Ha CEHCOPHOM 3KpaHe KOHTpoJ/iepa. YpPOoBHW ANA
KKIOr0 pexume abnaumm MOXHO perynumposaTb TOJIbKO C
MOMOLLKO CEHCOPHOM0 3KpaHa KOHTpo/epa.
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9. When the Wand is installed in the Controller,
the Controller sets the Wand Coag Mode and
Ablation Mode and Level to default.

Select the appropriate settings on the Controller
touch screen following the instructions provided in
the User Manual.

Wand Use

Note: The electrode at the distal tip of the Wand
Is applied to tissue to effect ablation and
coagulation. The Wand is bipolar. A neutral
electrode is not used with this Wand.

CAUTION: Use the lowest Controller setting
necessary to achieve the desired tissue effect.
CAUTION: The Wand is not designed for
mechanical displacement of tissue through
applied force. Do not use the Wand as a lever to
enlarge a surgical site or gain access to tissue as
this may result in a bent or detached electrode,
damage to the device, and/or a cracked spacer
leading to patient injury.

1. Insert the Wand into the treatment area
through a prepared entry point. Ensure the Wand
tip is surrounded by irrigating fluid when in use.
CAUTION: Use caution when inserting and
removing the Wand with a cannula. Contacting
the Wand electrode and/or Insulation against
edges of the cannula may lead to Wand damage.

Ablation

2. To activate an Ablation Mode using the
integrated finger switch, press and hold the
YELLOW button. The Ablation Mode and Level will
be displayed on the Controller and a tone will be
heard.

The Wand should be activated prior to contacting
the tissue then moved into light contact with the
targeted tissue.

While activated, the Wand should be kept in
constant motion.

Refer to the User Manual for the Controller for how
to activate using the foot control.

Note: Lo Mode is recommended for the
debridement of articular cartilage. For treating
articular cartilage, the Wand should be positioned
on Its side (45 to 90 degrees) so that only the
edge ofthe electrode contacts the targeted tissue.
This will help to control ablation depth and
enhance visibility.

Note: During periods of continuous activation,
temperatures up to 48 °C on the Wand shaft and
up to 60 °C on the Wand suction tubing may be
reached.

3. To change the Ablation Mode, momentarily
press the BLACK button on the Wand handle or
foot control, or select the Mode on the Controller
touch screen. Levels within each Ablation Mode
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BHUMAHUWE! B cnydyae npeBblleHNA peKOMeHAYemoi
ONUTENbHOCTU abnsumMy MOryT NPOU30ATM OTKAa3 anekTpoja u
CHWXXeHWe NPOn3BOAUTENbHOCTM YCTPOMCTBA.

Mepunofnyeckn NpoBepsAiiTe KOHYMK 3NEKTPOAa Ha Hanuuue
HENCMNpPaBHOCTEN U MOBPEXAEHUIA.

B uyacTb TpyOKM OTCOEAMHWUTCA OT 3NEKTPoAa, MpPekpatuTe
paboTy C 9MeKTpPOAOM W TMpoBepbTe MNOMOCTb CycTasa
HagfexawmuMmn cpeicTBamu.

MpumeuaHue: CHMXEHWE MPOU3BOAUTENLHOCTM YCTpPOicTBa
MOXeT ObiTb Bbl3BaHO O0OOCTPYKUMENH WAN OrpaHUYeHUeMm
oTToKa. [Mepuoamnyeckm npoBepsaliTe TPyOKy 3nekTpofa Ha
Hanunume 3aKynopok. B cnyyae Hanuymsa 3aKynopokK He
nblTaliTecb UX yAanuTb U UCNONb3YNTe HOBbIA 3NEKTPOL.
Koarynauunsa

4 .YTo6bl aKTMBMPOBATb PEXWUM Koarynauum ¢ MomoLbio
WHTErPUPOBAHHOIO0 pPYYHOro nepekaryaTend, Haxmute Wt
yaepxusaiite CUHIOKO  KHONKy. PeXum M ypOBeHb
Koarynauuu 6yayT oTo6paxaTbCA Ha KOHTponnepe, "
MPO3BYYUT 3BYKOBOMW CUTHaI.

VIHCTpYKUMM  no  aKTuMBauum  3fekTpoja C  MOMOLLbIO
nefanbHOro nepeknyaTens MOXHO HailTM B PYKOBOACTBE
MonbL30BaTena 4na KOHTponepa.

Bakyym

MpumeyaHne: Pexum Vac obecnevymBaeT BbICOKUA YPOBEHb
BCacblBaHMA U PY-3Heprum v npefHasHayeH WCKAKYUTENBHO
48 yjaneHWs  MeNnKuWx, MeHee MN/OTHbIX, CBO60AHO
nepemMeLLarWnUXca YacTul C Uefnbl YnyyleHUs BUAMMOCTU
XWPYPruyeckoro nond. He wcnonb3yinte 3ToT pexum Ans
yhaneHus 60fee KPYMHbIX, NAOTHbIX YacTUL, MOCKOMbKY 3TO
MOXeT BbI3BaTb 3aKyMOpKY 3/1eKTpoja.

5.4T06blI aKTUBMPOBATb PEXUM Vac, HOKMUTE W yaepXuBanTe
UEPHYHO KHOMKY BblbOpa pexuma Ha pyyke afekTpofa unu
nefansHoM nepeknwyartene Otnyctue UEPHYHO KHONKy
BblbOpa pexuma, Bbl MNEPEKNOUYNTE CUCTEMY HA PexuMm K
YpOBEHb abnAuuM, KOTOPble MCNONb30BANWCb B MOCAELHUN
pas.

MpumedaHune: BcacbiBaHWe yepe3 TpybKy anektpoga 6yner
npojo/mKaTbCa B TeuyeHWe 3 MUHYT nocne MoclefHel
akTMBauum nwo6oro pexkmma. Cnycts 3 MUHYTbl BcacbiBaHuWe
yepe3 TpybKy anekTpofa npekpatutca. UTobbl BO30OHOBUTH
BCaCblBaHWe, aKTUBUPYIITE NOBOI pexum.

PyHkuna AMBIENT

6. OnekTtpog wumeeT ¢yHKuMio AMBIENT, no3Bonglouwyo
KOHTPO/INPOBATH Temnepartypy BHYTPUCYCTaBHO
NPPUTALMOHHON XUAKOCTU C BbICOKOW TOYHOCTbIO (+ 3 ®C B
AnanasoHe 20-60 ®C) B peallbHOM BpeMeHU. XUpypr mMoXeT

BbI6paTh 3aflaHHoe 3HaueHue Temnepartypbl ans
cpabaTbiBaHWs CWUTHana MpeBblleHUs Temnepatypbl U
TPOMKOCTb CUTHana WAM  OTKMUYUTL 3Ty (QYHKUWIO
KOCHYBWIMCL ~ TepMoMeTpa Ha CEHCOPHOM aKpaHe
KOHTponnepa. EcnuM um3amepeHHas Temnepatypa npeBbillaeT
3TO 3HauyeHue, BK/OYaeTcA 3BYKOBas W BU3yasbHas
CUrHanusaums, npeaynpexgatoLas nonb3oBaTens.

Mpo3ByYaBLIMIA CUTHAN TPEBOTW He BAMSAET HA UCMONb30BaHUe
1 paboTy anekTpoaa.

MpumeuaHue: J[JlaHHad cuctema o6nagaeT (QYyHKLKEN,
Mo3BONSKOLWENA nNpefoTBpaliaTh MOBbIWEHME TemnepaTyphbl
Tpybkn  3nekTpoga. [pu  0OGHApPY)XXeHUW  MNOBbILIEHHOWA
TemnepaTypbl 3Heprus 6yAeT nogaBaTbCA UMKNaMuU [0

MOHMXEeHNA TeMmnepaTypbl pr6KI/I 3NeKTpoaa.

BblkntoyYeHMe cucTembl
1 .3BNeknTeE 3neKkTpopg 13 CyCTaBHOVI NoIoCTH.
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can be adjusted only by using the Controller touch
screen.

CAUTION: Electrode failure and reduced device
performance may occur If the recommended
ablation time is exceeded.

Check the Wand tip periodically to
electrode integrity.

If a portion of the electrode detaches from the
Wand, discontinue use and check the joint cavity
by appropriate means.

Note: Reduced device performance may be
caused by obstructed or restricted flow.
Periodically check the Wand tubing for
obstructions or restrictions in flow. If the Wand
outflow is obstructed, do not attempt to clear the
blockage and use a new Wand.

Coagulation

4. To activate the Coag Mode using the integrated
finger switch, press and hold the BLUE button. The
Coag Mode and Level will be displayed on the
Controller and a tone will be heard.

Refer to the User Manual for the Controller on ho

to activate using the foot control.

Vacuum

Note: Vac Mode provides RF energy and high
suction intended to only be used to remove fing,
free floating debris to improve surgical site
visibility. Attempting to remove large, dense
debris may obstruct the Wand outflow.

5. To activate the Vac Mode, press and hold the
BLACK button on the Wand handle or foot control.
When the BLACK button is released, the System
will return to the most recent Ablation setting.
Note: Suction through the Wand will continue for
3 minutes after the last activation of any Mode,
After 3 minutes, suction through the Wand will
stop. To restart suction, activate any Mode.
AMBIENT

6 . AMBIENT technology provides accurate (x 3 ¢C
between 20-60 ®C) real-time temperature
monitoring of the intra-articular irrigating fluid.
The user can select a temperature alarm set point :
and alarm volume, or this feature can be disabi

by touching the thermometer on the Controllkrj)
touch screen. |If the measured temperature
exceeds this set point, an audible and visual alarrr
Is activated to alert the user. Performance of the»
Wand Is not affected when the alarm is activated.
Note; The Wand contains a feature to prevent
elevated Wand tubing temperature. If an elevated
temperature is detected, the energy to the Wand
will cycle on and off until the Wand

tubing temperature is reduced.

ensure

System Shut Down
1. Remove the Wand from the treatment area.
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2.HaXmnte rnaBHbIi

BolkMtoyatens nutanus (1/0) Ha
nepefHeil naHenu KOHTponnepa, 4TOObl [eaKTUBUPOBATH
KOHTponnep. WHAMKATOpPbl Ha KOHTPONAepe MOracHyT B

TeYeHUe NATU CEKYHA.

3.0TcoefMHNTE 31EKTPOA OT KOHTpoanepa. He oTcoeauHaiTe
Kabenb OT pyuyku UNM pasbema 3neKTpoja.

4.0TKpoiiTe [BepuLYy KOHTpon/jepa W U3BMeKUTe TpyoKy
3neKkTpoja.

5.YTunusnpyite anekTpos (CM. pasfen «YTUam3sauusa» HUXe).

PYHKUNWN BE3OMACHOCTMU

DYHKUNN 6e30MacHOCTHM KOHTpOnnepa WEREWOLF
nepeyncreHbl B PyKOBOACTBE MONb30BaTENA, KOTOpOE

BXOAUT B KOMMJ/IEKT MOCTaBKMU.

®OPMA BbINYCKA

JNekTpoJ MNOCTAaBNAETCA CTEPUSIbHbBIM M MNpejHa3HayeH
TOJIbKO A4 OAHOKPATHOI O NCMOJIb3OBAHWA. 3nekTpog
0CTaeTCs CTePUNbHLIM TONbLKO B TOM Ciy4ae, ec/im ynakoBKa
He BCKPbITa, HE NOBPeXJeHa WUu He

cnomaHa. Ecnu ynakoBKa MNOBpPeX/jeHa, He WCMNonb3yiiTe
3NeKTPOA.
e3anpelwjaeTcs  WUCMNO/Mb30BaTb  3MEKTPOA  MOCAe  AaTbl

MaeyeHmMs cpoka rogHoCcTW, yKa3aHHON Ha aTukeTke. lMocne
[aTbl NCTEYEHNS CPOKa FOAHOCTM

pabouyne xapaKTEPUCTUKMN 31E€KTpOAa MOTyT yXYAWNUTLCA, YTO
MOXXeT NOCTaBUTb Noj yrpo3y 6e30MacHOCTb NalMeHTOB.
*D/IeKTPOS CTepPUIN30BaH OKCUAOM 3TUJEHa.

*J/IeKTPOL W3roToBfieH 6e3 MCNO0/b30BAHMA HATYypasbHOro
Kay4yKOBOro flaTekca.

MaTepuanbl 3n1eKTpoja He COogepXaT AguaTunarekcundranar
(43ro).

*HOMWHaNbLHOE HanpsxeHue
coctaBnaet 340 Bcks.

ana anektpoga FLOW 90

YTUNN3AUNA

ANeKTpoA cnefyet yYTUAW3MPOBaTb B COOTBETCTBUU C
NPYMEHUMbIMU NPaBUTENbCTBEHHLIMW HOPMAaTMBaMK

W MNAHOM YTUAKU3ALUM MeAULUHCKUX O0TXO0A0B, AENCTBYHOLUM
B MEAULMHCKOM YUpexaeHuu.

TEXHWUYECKOE OBCAY>XWBAHWE W YCTPAHEHUE
HEWCMNPABHOCTEMN
PekomeHpgauunu no akcnayaraumm " YCTpaHeHuto

HEMCrnpaBHOCTE KOHTPO//epa MOXHO HalTuW B PYKOBOACTBE
nonb3oBatens And koHtponnepa WEREWOLF.

CNY>XBA NOAAEP>XKW KITMNEHTOB

CBefileHNs 0 rapaHTumn

lapaHTMs  AaHHOTO0  M34enuMs  pacnpocTpaHseTcs
04HOPa30BOE MCMO/Ib30BaHNE MaTepuanos, QyHKLMWIA K
kayectea. HE WCIOJ/Ib3OBATb MOBTOPHO. HACTOALWASA
FTAPAHTUA SAMELWAET COBOW BCE MPOYME
FAPAHTUIN, ABHbBIE, MOAPA3YMEBAEMBbBIE W (NN1IN)
YCTAHOBJIEHHBIE B 3AKOHHOM TNOPAAKE, B TOM
UNC/MIE TAPAHTUWN TOBAPHOW NMPNTOAHOCT W
Wy NMPUTOAHOCTU gnsa KOHKPETHbBIX LEENEN, U
BCEOAPYIME OBA3ATE/IbCTBA NN 3AABNIEHUNA OB
OTBETCTBEHHOCTU KOMIMAHWMWN ARTHROCARE.

Ha

MNpeTeH3nn n paspeweHne Ha Bo3BpaT usgenusa

Bee Bonpockl, NMpPeTeH3Wu UM 3anpocbl Ha BO3BpaT cnepyeT
= Tb B OTAeNn 06CNy>XUBaHUA  KAWEHTOB WK
O/THOMOYEHHOMY NpeACTaBUTENIO.
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2. Press the Main Power switch (1/0) on the front
of the Controller to deactivate the Controller. The
lights on the Controller will go off within five
seconds.

3. Disconnect the Wand connector from the
Controller. Do not separate the cable from the
Wand handle or connector.

4. Open the Controller door and remove the Wand
tubing.

5. Dispose of the Wand (See Disposal Section
below).

SAFETY FEATURES

The safety features of the WEREWOLF Controller
are outlined in the User Manual provided with the
Controller

HOW SUPPLIED

e The Wand is supplied sterile for SINGLE USE
ONLY. The Wand is sterile only if the packaging is
not opened or damaged. If the packaging is
damaged, do not use the Wand.

¢ Do not use the Wand after the "use-by" date
printed on the label. Wand performance and
patient safety may be compromised if used after
the expiration date.

e The Wand is sterilized using ethylene oxide.

¢ Wand materials are not made with DEHP or
natural rubber latex.

e Rated voltage for the FLOW 90 Wand is 340
Vrms.

DISPOSAL
The device must be disposed of in accordance with
applicable government regulations, and the

Medical Waste Management Plan for the facility.

MAINTENANCE AND TROUBLESHOOTING
Refer to the User Manual for the WEREWOLF
Controller for operating and troubleshooting
guidelines for the Controller.

CUSTOMER SERVICE

Warranty Information

This product is guaranteed for materials, function,
and workmanship for single patient use only. DO
NOT REUSE. THIS WARRANTY IS IN LIEU OF
ALL OTHER WARRANTIES, EXPRESS,
IMPLIED, AND/OR STATUATORY,
INCLUDING BUT NOT LIMITED TO,
WARRANTIES OF MERCHANTABILITY,
FITNESS, AND/OR SUITABILITY FOR A
PARTICULAR PURPOSE, AND OF ALL OTHER
OBLIGATIONS OR LIABILITIES ON THE PART
OF ARTHROCARE.

Product Complaints and Return

Authorization

All questions, complaints, and return

authorization requests should be directed to
26



ArthroCare Corporation

7000 West William Cannon Austin,
w J1 TX 78735 U.S.A. (CWWA)

(800) 343-5717

OBCNY>XNBAHWVE KJTMEHTOB

www.arthrQcare.com

EC REP Smith & Nephew Orthopaedics GmbH
AlemannenstraBe 14
78532 Tuttlingen Germany
ec.reD@smith-neDhew.com

Ye—
PACWLUN®POBKA CMMBOJIOB

REF

Homep no kaTtanory

Homep naptuu
LOT

Mcnonb3oBaTb A0

CM. MHCTpPYKUMIO MO
MPUMEHEHNUIO

He ncnonb3oBath
MOBTOPHO
He cTtepunnsosath
MOBTOPHO

He mcnonb3oBaTh, eCnu
ynakoBKa NoBpeXAeHa

XpaHUTb B CYXOM MecTe

Bepeyb OT CONMHEYHBIX
nyuei

BHumaHune!

M |> S
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Customer

Service or an

representative

ArthroCare Corporation
d 7000 West William Cannon
Austin, TX 78735 U.S.A.
(800) 343-5717
CUSTOMER SERVICE

www .arthrocare.com

EC REP

authoriz

Smith & Nephew Orthopaedics

GmbH

AlemannenstraBe 14
78532 Tuttlingen
Germany
ec.reD@smith-neDhew.com

SYMBOLS KEY

REF

Catalogue number

Lot number
LOT

1

Use-by Date

Consult Instructions

for Use

Do not re-use

Do not resterll

ize

Keep Away From

Sunlight



STERILE EO

ECIREPI

Rx only

Ce

0123

Crtepunusayma
3TUNEHOKCULOM

MpomnssoanTens

Y NONHOMOUYEHHbI
npeAcTaBUTENDb B
cTpaHax EBponeiickoro
coto3sa

BHUMAHWME! B
COOTBETCTBUN C
(hepepalbHbIM
3aK0HOAATe/NIbCTBOM
CLWA faHHOe nsfenue
peanunsyetcs
UCKNIOYNTENbHO MO
3aKasy Bpaua.

3HaK COOTBETCTBUSA
€BpOMNencKnm
cTaHfapTam u
NWAEHTUPMKALUOHHbIN
HOMeEp
HOTUPULUPOBAHHOTO
opraHa ceptTugukauunm.
M3genne cooTBeTcTBYeT
OCHOBHbIM
TpeboBaHMAM
OunpekTunsbl o
MeLNLUHCKOM
obopypoBaHuu
(93/42/EEC).

PACLLIM®PPOBKA CIMBO/10B

3HauKU, UCNONb3yeMble Ha
H i anekTpoae/KoHTponepe

ABLATE

Lo

Med

[v

Abnaymns

Pexum abnauyunm
Hwuskunii (Lo)

Pexum abnauyuun

CpenHuii (Med)
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No L

STERILE EO

Hi

EC REPI

Rx only

Ct

0123

Caution

Sterilized Using
ethylene oxide

M anufacturer

Authorized
representative in the
European Community

CAUTION: Federal
(USA) law restricts
this device to sale by
or on the order of a
physician.

CE mark and
identification number
of Notified Body. This
product

meets the essential
requirements

of Medical Device
Directive
(93/42/EEC).

Icons Used on the Wand/ Controller

ABLATE

Lo

Med

Ablation

Lo Mode Ablation

Med Mode Ablation

Hi Mode Ablation



Pexum abnayunm
BbICOKUIA (H i)

-k -
COAG Koarynauuns
Vac

W Pexxum Otcoc (Vac)

TOBapHbI/ 3HaK KoMMaHuMKM Smith & Nephew.
[aHHble wu3genns MoryT 6biTb  3alMULeHbl  OAHUM WK
HeckofbkuMmn nateHTamu CLUA. nd nonyyeHus nogpo6HOi
MHopMaLmn cm. Beb-caiiT
smith-nephew.com/patents.
© Smith & Nephew, 2019
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Coagulation
COAG
V ac Vac Mode

A"Trademark of Smith & Nephew.

These products may be covered by one or more
U.S. patents.

See smith-nephew.com/patents for details.

© Smith & Nephew 2019



NMPNTOXEHWE K MHCTPYKUWW MO NMPUMMEHEHWNIO
MEOVWUMNHCKOIoO U3AENMNA
«IANMNEKTPOAblI BUNONTAPHBIE OAHOPA3OBbLIE
ANA APTPOCKOMUNYECKUX OMEPALLIN»
ADDENDUM TO INSTRUCTION FOR USE
OF MEDICAL DEVICE
"BIPOLAR, STERILE, SINGLE-USE WAND FOR
ARTHROSCOPIC OPERATIONS"
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Russian text

English text

HAMMEHOBAHWE MEONWUWMHCKOTIO U3AENTNA (MU) N ETO KINNTACCUNPUNKALNAZ MEDICAL DEVICE (MD);

NAME AND CLASSIFICATION

AnekTpoabl éunonapHble 0fiHOpa30Bble

apTPOCKOMUYECKUX onepaunii, BapuaHTbl UCMONHEHNS:
1.9nekTpos oaHopa3oBblii FLOW 50, B cocTaBe:

1.1. 9nekTpog ogHopa3oBblii FLOW 50;
1.2. NHcTpyKumMa Mo akcnayaTayum.
2. OnekTpofg ogHopa3oBbiit FLOW 90, B cocTaBe:
2.1. OnekTpof ofHopa3oBbIii FLOW 90;
2.2. NHCTpyKUMA no akcnayaTauum.

ans

Bipolar, sterile, single-use wand for arthroscopic
operations, models:
1. Single-use wand FLOW 50, In assembly

with:
1. Single-use wand FLOW 50;
2. Manual
2. Single-use wand FLOW 50, in assembly
with:
1. Single-use wand FLOW 90;
2. Manual.

HA3HAYEHWE K MPUMEHEHWIO MW / INTENDED USE FOR MD USE

3NeKTpoA npefHasHauyeH AN pe3ekuuu, abnauuum U
KOarynsaumm MSTKMX TKaHel, a Takxe fgns o6GecrneyeHus
remocrasa KPOBEHOCHbIX COCYA0B BO Bpems
apTPOCKOMMYECKUX U OPTOMEAMYECKUX  XUPYPTUYECKUX
BMeLLaTeNbCTB.

MH®POPMALMA O MNMOTEHUWMANBbHBLIX TOTPEBUTENAX MW W YKA3AHWNA

The Wand is Indicated for the resection, ablation,
and coagulation of soft tissues and hemostasis of|
blood vessels during arthroscopic and orthopedic!
procedures.

no MPUMEHEHWIO

INFORMATION ON POTENTIAL USERS OF MD AND DIRECTIONS FOR USE

Monynsayuma naymeHToB

LlenesbiMu rpynnamu nauueHToB AN 3/7eKTPOAOB
ofHopa3oBbix FLOW 90aBnfawTCA MauUMeHTbl, Yy KOTOPbIX
apTpockonua onpefeneHa He06X04MMbIM METOAOM JeYeHUS
nevawum BpavyoMm, KOTopbiM TpebyeTca Koarynauus, abnsuma
N remMocTas MArKMX TKaHel B COOTBETCTBMM C MNOKa3aHWAMU K
NPUMEHEHUIO. AnekTpoabl 0[lHOpa3oBble FLOW 90
NPOTMBOMOKA3aHhbl, Korgaa, no MHEHWI0 Bpaua,
3/IeKTPOXUpypruyeckas npouegypa NpoTUBOPEYNT
Hanny4ywmnm NHTepecam nayuneHTa. MpumeHeHne
ANEKTPOXMPYPrUM Yy NaLUeHTOB C BHYTPEHHUMMWU WU
BHELHVMMN KapLuoCcTUMynaTopamu nm apyrumm
UMMNaHTUPOBAHHbIMU 3M1EKTPOHHLIMW YCTPOACTBAMMU MOXeT
noTpe6oBaTth 0C06bIX noaxoAo0B.

CM. NnyHKT «TPEBOBAHNA K OBYYEHNIO XNUPYPIOB»

MNMPEAYMNPEXAOEHUWA n MEPBHI

PRECAUTIONS of FLOW 50

. He ncnonb3oBaTh, ecnvM ynakoBka nospexaeHa. He

MCNONb30BaTb, €CAN CTEPWUNbHbLIA Gapbep M3Jenus Wan ero

ynaKoBKa MOBPEXAEHbI.

. CopepXnmoe CTepusibHO, eC/y ynakoBKa He BCKpbITa

nnn He nospexpeHa. HE CTEPUWIM3OBATb MOBTOPHO.

TonbKO AN OLHOKPATHOro npumeHeHus. JTI060A OTKPbITHIN

HEMWCnofb30BaHHbIA NPOAYKT HEoOXOAUMO YTUNU3NPOBATH.

He ncnonb3oBaTtb nocfie UCTe4YeHMs CPOKa rogHoCTH.

. Xupypr 0643aH 03HAKOMUTBLCA C COOTBETCTBYHOL UMY

XNPYPruyeckKMMn MeToAMKamMu rnepej MCMofib30BaHUEM 3TOr0

nsgenuns.

. Mepeg

WHCTPYKLMIO.

Mepbl NpefoCTOPOXKHOCTU

B cooTBeTcTBUM C (hefepanbHbIM 3aKOHOAATENbCTBOM
CLLUA paHHOe usgenune peanunsyeTcs UCKIKYNTENIBHO MO
3aKasy Bpa4ya.OToO M3fenne B KayeCcTBe KOMMOHEHTa
HepXaBetlol e cTanm cofepXxuT HuKkenb (N1), KoTopblil y
HEKOTOpbIX  rpynn  nauuMeHTOB  MOXET  BbI3BaTb
anfiepruyecKkne peakuuu.

e K onacHocTAM, CBfA3aHHbIM C YyTWauM3auuein 3Toro
n3genns, oTHOCATCA, B YACTHOCTU, MH(PULMPOBaHUe.

NMPUMEHEHWEM  MOMHOCTbIO  NpoYnTaiTe
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Patient Population

The target patient populations for the FLOW 9
Wands are patients in whom arthroscopy
determined to be necessary by the operating
physician, who require the coagulation, ablation,
and hemostasis of soft tissues per the indications
for use. The FLOW 90 Wands are contraindicated
when, in the judgment of the physician, an
electrosurgical procedure would be contrary to the
best interest of the patient. Use of electrosurgery
in patients with internal or external pacemakers,
or other Implanted electronic devices may require
special considerations.

See item TRAINING
REQUIREMENTS"

"OPERATOR

NMPEAOCTOPOXHOCTW pna snektpopaos FLOW 50 / WARNINGS am

e Do not use if package is damaged. Do not use
if the product sterilization barrier or it
packaging is compromised.

¢« Contents are sterile unless package is opened
or damaged. DO NOT RESTERIUZE. 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.

Precautions

U.S. Federal law restricts this device to sale by or

on the order of a physician.

e This device contains nickel (Ni) as a component
of stainless steel which may cause allergic
reactions in some patient populations.

e Hazards associated with disposal of this device
include, but are not limited to, infection.

a
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NMPEAYMNPEXAEHUWA n MEPbI
PRECAUTIONS of FLOW 90
e B paGoTe Apyrux 91eKTPUYecKux
pacnonoXeHHbIX  psagoM ¢
BO3HUKATb MOMEXMU.

YCTPOICTB,
cucTemoid,  moryt

MPEAOCTOPOXHOCTWU pgna snektpogos FLOW 90 /7 WARNINGS and

e Other electrical equipment may experience
interference when positioned near the
System.

OMUCAHWE OCHOBHbIX ®YHKLMOHA/IbHbIX 3/IEMEHTOB, COCTABHbIX YACTEW MW/ DESCRIPTION
OF MAIN FUNCTIONAL ELEMENTS, PARTS AND ACCESSORIES OF MD

OMMCAHWE:

Anektpog FLOW 50 (aneto-poa) npeactaBnseTr co6ol
6unonsapHoe pagnoyacToTHoOe 3NeKTPOXMpPYpruyeckoe
YCTPOWCTBO, MCNONMb3yeMOe MO ONpefefneHHbIM MOoKa3aHUAM
npu opToneAnYecKux 7 apTPOCKONUYECKNX
BMelwaTenbcTBax. B 3nekTpose peanuMsoBaHa (YHKLUS
AMBIENT, koTtopas o6ecneymBaet TouHbliA (x 3 °C)
MOHUTOPUHT TemMnepaTtypbl BHYTPUCYCTaBHOW

MPPUTALMOHHON XNAKOCTU B peasbHOM MacliTa6e BPEMEHMU.
3nekTpog cnocobeH pa6oTaTb B MATU peXumax.

3nekTpoA ofgHopasoBblin FLOW 90 (anekTpof) npeactaBnser
coboli 6uNoNApHOEe 3SNEKTPOXMPYPrMyeckoe YCTPONCTBO,
ncnonb3yemoe Mo oOnpefeneHHbIM MOKasaHuaMm  npu
opTONeAUYECKUX W apTPOCKOMMUYECKUX BMeLlaTenbCTBax.
AnekTpos obnagaetr  dyHKumein  AMBIENT, koTopas
N03BOMIAET KOHTPONMpPOBATbL TeMNepaTypy BHYTpPUCYCTaBHOW
NPPUraLMoHHOM XUAKOCTU C BbICOKOW TOYHOCTbIO (£ 3 °C B
AnanasoHe 20-60 °C) B pealbHOM BpeMeHU. INeKTpoj
paccyuMTaH Ha MCNOMb30BaHWe B peXUMe aKTUBHON abnauuu
TeyeHue JO 7 MUHYT U AO/DKEH WCMNONb30BaTbCA TOMbKO C
KoHTponnepom WEREWOLFY’  (KOHTponnep). ONeKkTpojg
UMeeT MATb pexxumoB paboTel. FLOW 50 n FLOW 90 cocTtoAaT

M3 aKTMBHOTO 93/1eKTPOAA, KepamMuyeckoi NpoKnagku,
Kopnyca 7K HepXxaBeto el cTanu, BHYTPEHHe
BcacblBatoliell  TPy6KW,  PYKOATKM  CO  BCTPOEHHbLIM

nanbLeBbiM MepekoyvaTenieM, 3neKTpuyeckoro kabens u
Habopa acnuMpauuoHHbIX TPYOOK. INeKTpUYeckKnin kabenb u
Habop  acnupauMoHHbIX  Tpy6OK nofkntoyarTcs K
KoHTponnepy WEREWOLF. TMpokcumanbHbIli KOHel Habopa
acnmpaunoHHbIX TpyboK coeguHAETCA C  (PUTUHIOM C
Hapy>XHON pe3b60i CTaHAapPTHbIX GOMbHUYHbLIX BaKyyMHbIX
cucTem. YnpaBfieHuWe 31eKTPOAOM  OCYLLECTBAAETCA C
MOMOLLbIO TPEX NafbleBbiX NepeKntoyaTeneil, BCTPOEHHbIX B
PYKOATKY, KOTOpble 06ecneynBaloT NepeKknoYeHne pexumos
abnayum (Lo, Med, Hi), a Tak)xe akTuBayuto anektpoga (Vac,
Coag unn Ablate).

TexHOMOrnYyeckne xapakTepucTukyu snektpoga FLOW 90
Takme e, Kak W y anektpoga FLOW 50, yxe
NPUCYTCTBYHIOLLEro Ha pbiHKe. dnekTpog FLOW 50 n anekTpos
FLOW 90 nAeHTUYHbl MO Ha3Ha4YeHWto, fexalleid B OCHOBE
HayYHOW TexXHOMOoruMm U1 nNpuHUUNY AeicTBus. Jles3pus
| BapbMpyOTCS B 3aBUCUMOCTM OT KOH(PUIypauuu 31eKTpoaa,
yrna Tpy6ku/kopnyca psagoM € HaKOHEYHUKOM 31eKTpoja u
mMaTepuanos, KOHTaKTUPYHOLWNUX C NaLneHToM.
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DESCRIPTION:

The FLOW 50 Wand (Wand) is a bipolar, RF
electrosurgical device used for specific Indications
in orthopedic and arthroscopic surgeries. The Wand
utilizes the AMBIENT feature which provides
accurate (x 3 °C) real-time temperature
monitoring of the intraarticular irrigating fluid. The
Wand is capable of operating in five Modes.

The FLOW 90 Wand (Wand) is a bipolar, RF
electrosurgical device used for specific indications
in orthopedic and arthroscopic surgeries.

The Wand features AMBIENT”” technology which
provides accurate (£ 3 °C between 20-60 °C) real-
time temperature monitoring of the intra-articular
irrigating fluid. The Wand is designed for use up to
7 minutes of cumulative active ablation and is to be
used only with the WEREWOLF" Controller
(Controller). The Wand Is capable of operating in
five Modes.

The Smith & Nephew FLOW 50 and FLOW 90 Wands
are a bipolar, high frequency electrosurgical
devices used for specific Indications in orthopedic
and arthroscopic surgeries.

The FLOW 50 and FLOW 90 consists of an active
electrode, a ceramic spacer, a stainless steel shaft,
internal suction tubing, a handle with integrated
finger controls, electrical cable, and suction tube
set. The electrical cable and suction tube set
connect to the WEREWOLF Controller. The
proximal end of the suction tube set connects to a
male fitting of standard hospital vacuum systems.
The wand is controlled using the three finger
switches, integrated into the handle that enable the
Ablation Mode switching (Lo, Med, Hi) as well as
activation of the Wand (Vac, Coag, or Ablate).

The technological characteristics of the FLOW 90
Wand are the same as the predicate FLOW 50
Wand. FLOW 50 Wand and FLOW 90 Wand are
identical in intended use, fundamental scientific
technology, and principle of operatioq. The wands
vary by the electrode configuration, the
tubing/shaft angle near the wand tip, and the
patient-contacting materials.
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Tabnunuya 1: CpaBHeHue anekTpogos / Table 1: Wand Comparison

AnekTtpos FLOW 50 / FLOW 50 AnekTpog FLOW 90 / FLOW 90
Wand Wand

MonepeyHoe ceyeHUe [lonepeyHoe ceveHUne

aneKTpoa/Kopnyc anekTpoa/kopnyc

Wand/ Shaft Cross-section Wand/ Shaft Cross-section

OuvcTtanbHbIM HakoHe4dHNUK / Distal Tip 1 AucTanbHbIN HakoHedyHuk/ Distal Tip

3nekTpopg / Electrode OnekTtpopn/ Electrode

Puc. 3 NMnactukosana pyvyka FLOW 50/Picture 3. FLOW50 Puc 4. NMnactnkosasa pyvyka FLOW 90 /Pictured
Handle Plastics FLOW90 Handle Plastics
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Tabnuua 2! PeXumbl i yposHu pa6oThl anekTponos FLOW 50

Table 2: Modes and Levels for the FLOW 50 and

FLOW 90 Wands:

u FLOW 90:
OenctBue Pexunm Y poBeHb AcUon -- Mode
L.O Lo Minus () Lo
Abnsauns Lo(*) Ablation
Lo Plus
Med Med Minus f-)
Abnauuns Med f*) * Ablation Med
. Med Plus f+)
H i Hi Minus f-) H |
Abnaumns Hi(*) Ablation
Hi Plus (+)
Koarynsuus Coaq f*) * Coagulation
COAG Coag Plus (+) COAG
Bakyym Heperynupyemblii Vacuum VaC

*Pexxumbl 1 ypoBHU paboTbl anekTpogos FLOW 50 u FLOW
j 90 no ymonuaHuto.

levei
Lo Minus f-)
Lo(.)
Lo Plus
Med Minus
Med (’) *
Med Plus f+)
Hi Minus

Hi(»)

Hi Plus (+)
Coaq (°) *
Coag Plus (+)

Not Adjustable

+Default Modes and Levels for FLOW 50 and FLOW
90

CBEAEHNA O NMPOTrPAMMHOM OBECMNEYEHWWN /7 INFORMATION ABOUT SOFTWARE

Ona anektpofa ogHopasosoro FLOW 50;

Knacc 6e3onacHocTwu B C
cooTBeTcTBMM ¢ MOK 62304
Bepcua MNo

Lata Bbixoga sepcun 10

Knacc 6e3o0nacHoOCTH B C
cooTBeTcTBUM ¢ MK 62304
Bepcua Mo

Lata Boixoga Bepcun 10

52940, Bep. 1
09/05/2014
Onsa anektpopa ogHopasosoro FLOW 90:

88045, Bep. E
03/12/2019

For FLOW 50 wand:
Safety Class
with IEC 62304
Software version
Date of release
For FLOW 90 wand:
Safety Class
with IEC 62304
Software version

Date of release

TEXHUWYECKNE XAPAKTEPUCTUKWN MWN/ TECHNICAL CHARACTERISTICS OF MD

according C

52940, Rev 1
09/05/2014

according C

88045, Rev E
03/12/2019

TexHUYecKkne xapakTepucTmku 3aeKTpos ogqHopasoBbli FLOW 50 /

Jra6apuTHble pasmepbl (A4AvHa X
wmpmHa X BbicoTa) / Dimensions
(Length x Height x Width)

Macca / Weight

fabapuTHble pasmMmepbl paboueii
yactm (gvHa X wupmHa X BbicoTa) /
Applied part Dimensions (Length x
Height X Width)

OpueHTayunsa 3anekKTpoga
OoTHocuTenbHO kKopnyca / Electrode
Orientation relative to Shaft

BbIxogHasa 3sHeprus notoka 4vacTtuu,
He 6onee / Output fluid energy
(max.)
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187 Mm X 25 MM X 25 Mm

187 r

135 Mmm X 4,2 mm X 8,2 MM

70®

251,4 [k

187 mm X 25 mm X 25 mm

187 g

135 mm X 4,2 mm x 8,2 mm

0®

251,44
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MUHUManbHoe ycunuve HaxkaTtuma 0,3 H 0,3 N
KHOMNOK ynpaBneHuna / Key pressure
force (min.)

AnvHa coeanHuTenbHoro katGens / 2851+£76 mm 2851+76 mm
Connector cable length

AnameTp nonepevyHoro ceueHun 4,2 MM 4,2 mm
coegnHUTEeNnbHOro kabena/

Connector cable cross-section

diameter

MnkoBo”™ Hanps>xeHune, B / Peak 293 293
Voltage, V

Pabouyasa uvacTtoTa, kKly / Operating 100 100

frequency, kHz

OrpaHunyeHune BpeMeHwu pa6oThl 16 16
anekTpoga / Operating time limit,
min

MorpewHocTb cocTaBnsdeT +5 %, ecnn He yKa3aHo uMHoe / = 5 % accuracy, unless otherwise specified

TexHnYecKue XxapakTepuUcTukm IneKTpos ogHopa3oBblii FLOW 90 /
Sterile, single-use Wand FLOW 90 Specifications

FabapuTHble pa3Mmepbl (gAMHa X 187 Mm X 25 MM X 25 MM 187 mm x 25 mm x 25 mm

wupuHa x BbicoTa) / Dimensions
(Length x Height x Width)

Macca / Weight 176 r 176 ¢

Fa6apuTHble pasmepbl pabouen 135 vm x 4,2 MM x 8,2 Mm 137,1 mm X 4,2 mm X 8,2 mm

yactu (gNnHa X WMpuHa X BbicoTa) /
Applied part Dimensions (Length x
Height x Width)

OpueHTaUuUA anekTpoaa 90°
OoTHOocuTenbHO kKopnyca / Electrode
Orientation relative to Shaft

BbixogHas aHeprmsa noTokKa yvacTuu, 251,4 Ox 251,41
He ©6onee / Output fluid energy

(max.)

MUHMUManbHOE ycunuve HakaTus 0,3 H 0,3 N

KHOMNOK ynpaBneHusa / Key pressure
force (min.)

OnnHa coeguHntTenbHoro kabena / 2880 = 76 mm 2880 = 76 mm

Connector cable length

OunameTp nonepeyHoro ceyeHunA 4,2 Mm 4,2 mm
CoOeaNHNTEeNbHOTO kabena/

Connector cable cross-section

diameter
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NMukoesoe Hanpsa>eHue, B / Peak 328 328
Voltage, V

Pabouas uyacTtoTa, kKIy / Operating 100 100
frequency, kHz

OrpaHuvyeHue BpeMeHM pa6oThbl 6 MuH 31c 6 minutes 31 seconds
anekTpoga / Operating time limit,
min

MorpewHocTb cocTaBnAeT +5 %, ecnn He ykasaHo uHoe / = 5 % accuracy, unless otherwise specified

OAHHBIE Ob YMAKOBKE U MAPKMPOBKE /7 INFORMATION ABOUT PACKAGING AND LABELING

3neKTpoAbl NOCTABAAITCA B TPAHCNOPTHON yNakKoBKe M3 ro)pMpoOBaAHHOr0 KapTOHa, KOTOpas MOXeT BKAHOYaTb B
cebs 3aWWUTHYH YynNakoBKy, Ans 6e30NacHOCTWM TPaHCMNOPTUPOBKM MeAWLWHCKOrO u3genus. BHyTpu Kaxpoi
KapTOHHON ynakoBku (BTOpuuHOI) anekTposa FLOW 50/90 BnoXeHa MHCTPYKLWS NO MpUMeHeHU0. BTopuuHas
ynakoBKa U3roToB/ieHa M3 0T6ENEHHOro MaKy/naTypHOro KapToHa mpon3BofcTBa komnaHuu Impresora Delta S.A. /
The wands are supplied in a corrugated cardboard transport package, which may include a protective package,
for safe transportation of the medical product. Inside of each cardboard package (secondary) of the wand FLOW
50/90 there is an instruction for use. Secondary packaging made from Impresora Delta S.A bleached white
chipboard.

JdaHHble 0 MmapkupoBke / Labelling Data

MpoeKT MapKMpoBKM ynakoBkW anektpoga FLOW 50 The following labeling of FLOW 50 /FLOW 90 Wands
/FLOW 90 Ha pycCcKOM A3blKe COLEPXMUT CNefyoLLyto is applied on the primary packaging template In
NHopMaymio; Russia:

- apTUKyn; - LOT number/ BATCH code;

- HaMEeHOBaHWe MeAULUHCKOro U3genus; - Name;

- KON-BO WTYK B YMaKOBKE; - Quantity;

- CPOK rogHocTn (cMmBON "MCMNONb30BaTh A0..."), - Shelf life (sign "Use by..."); catalogue number;
KaTafioXHbIi HOMep: CM. Ha yMaKoBKe; following the packaging;

- HaMeHoBaHue ¥ afpec U3roToBUTENS,; - Information about manufacture;

- YNONHOMOYEHHbI NpefcTaBUTENb Ha Tepputopun PO; - Information about authorized representative;
- MeTo4 CTepunmsaLmMn: OKCMAOM 3TuneHa. Hagnucu: - Sterilized method: EO. Sterile. Non-toxic.
"CTepunbHo", "HeTOKCUYHO",; - Number of license;

- HOMep PeructpaumoHHOro YgoctoBepeHusa (nocne - Indication, method of application,

NnoslyyeHns PerncTpaLmoHHOro ygocTosepeHus Pd); contraindications - following the IFU;

- Hagnucb: "HasHayeHue, cnocob NMpUMeEHeHus, -Warnings (following the IFU);
NPOTMBOMOKAa3aHWUSA: CM. UHCTPYKLUMIO"; -Storage conditions;

- Mepbl NPeAOCTOPOXHOCTU (CM. UHCTPYKLUIO); - Information on compliance with the technical

regulations of the Customs Union;
- IFU : http://www.smitb-_aephew.com/about-
us/where-we-operate/europe/russial/ifus/;

- YCNOBUA XPaHEHUS; Information about the name of the medical product

- MH(OpPMaL st 0 COOTBETCTBUN TexHuueckomy Pernamently Provided in accordance with the registration
TamoxeHHoro Coto3a (3Hak EAC): (nocne npoxoxpenns Certificate.
npoueaypbl cepTudmkKaymn/geknapnposaHuns)

- CCbIIKA Ha WHCTPYKLMIO MO MPUMeHeHM ("MHCTPYKLWS Labeling in Russian is given above put so that not to
no npumeHeHuto: http://www.smith-neDhew.com/about- block marking of the manufacture on consumer
.ius/where-we-QPerate/europe/russia/ifus/ ") packing, applied directly on consumer packing each
11 MHhopmauus «HaumeHoBaHWE MeAMLUHCKOTOo M3fenns» medical product in the package.

[BHOCMTCS cornacHo perMcTpayMoHHOMY YA0CTOBEPEHUIO. . i
The following symbols may appear on the packaging

11MapK1poBKa Ha pYCCKOM si3biKe, npegcTasnenHas sbiwe, @and inthe documentation of sterile wands FLOW 50
AHaHOCWTCA TakM 06pa3om, uToGel He nepekpbisaty /FLOW 90.

MapKMpoBKY  MpPOW3BOAUTENs  HA  MOTPeGMTEeNbCKOiA

'ynaKkoBke, HaHocuTCH HenocpeAcTBeHHO Ha

noTPe6MTEeNbCKYIO  YNAaKOBKY — KaX4oro  MeguuMHCKOro

n3genus B KOMMEKTe NOCTaBKy.

Hy ynakoske anekTtpogoB FLOW 50 /FLOW 90 wu B

OOKYMEHTaUuM MOFyT MpUCYTCTBOBAaTb OMUCaHHble HUXe
CUMBO/TbI.
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3HAUEHNA CMMBOJIOB/ INTERPRETATION OF SYMBOLS

3HayeHnsa CUMBOJIOB M UHLNKATOPOB

REF
LOT

2
QN

QTY:

235

A

ZJA.
STERILE EO

Homep no katanory

Homep napTtum

Mcnonb3oBaThb A0

CopepxaHue

KonnyecTtso WTYK B
ynakoBKe

CM. MHCTPYKLMIO MO
MPUMEHEH U0

He ucnonb3oBaThb
NOBTOPHO

He cTepunusoBarth
MOBTOPHO

He ncnonb3oBaThb, ecnu
ynakoBKa MOBpeXpaeHa

XpaHUTb B CYXOM MecTe

Bepeyb OT COMHEYHbIX
nyuei

BHumMaHune!

Crtepunusayuns
3TUNEHOKCULOM
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Inter oretation of symbols used on the oackage:

REF
LOT

2
CDNT

QTY:

(8)

STERILE EQ()

Catalogue number

Lot number

Use-by Date

Contents

Quantity

Consult Instructions
for Use

Do not re-use

Do not resterilize

Do not use if package
is damaged

Keep dry

Keep Away From
Sunlight

Caution

Sterilized Using
ethylene oxide



M i
ECIREPI

Rx only

CE

0123

MpounssognTens

YNOMHOMOUYEHHbIN
npeacTaBuTenb B
cTpaHax EBponeiickoro
coto3a

BHUMAHWE! B
COOTBETCTBUN C
hepgepanbHbIM
3aKOHOLAaTEeNbCTBOM
CLWA faHHOe unsgenue
peanusyeTcs
WCKMIOYUTENbHO NO
3aKasy Bpaua.

3HaK COOTBETCTBUSA
eBponenckKkum
cTaHfjaptam u
MOEHTUPUKALUOHHBIN
HOMeEp
HOTU(MULNPOBAHHOTO
opraHa cepTuukaymm.
M3genne cooTBETCTBYET
OCHOBHbIM
Tpe6oBaHnAM
OunpekTunssbl o
MeLULWHCKOM
obopypLoBaHuu
(93/42/EEC).

3HaA4YKN, NCNONb3YEMbIE Ha
aneKTpoae/KOHTpoONNepe

ABLATE

Lo

Med

Hi

Abnauuns

Pexum abnayum
Hwuskuii (Lo)

Pexum abnauunun

CpeaHuii (Med)

Pexum abnsynn
Bbicoknin (Hi)
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ECIREPI

Rx only

CE

0123

M anufacturer

Authorized
representative in the
European Community

CAUTION: Federal
(USA) law restricts
this device to sale by
or on the order of a
physician.

CE mark and
Identification number
of Notified Body. This
product

meets the essential
requirements

of Medical Device
Directive
(93/42/EEC).

Icons Used on the Wand/ Controller

ABLATE

Lo

Med

Ablation

Lo Mode Ablation

Med Mode Ablation

Hi Mode Ablation
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- -
COAG

Vac

Koarynauunsa

Pexxum OTcoc (Vac)

Cpok rogHocCTM

JNneKkTpoA  nocTaBnfeTcs B CTEPUNLHOM  Bufe U
npefHasHayeH TOJIbKO ONnA OAHOPA3OBOIO
MCMNOJIbAOBAHWA. OnekTtpoa cTepuneH nulb B TOM
cnyvae, eCnu ynakoBka He 6blna BCKpbITa, MOBpexfeHa
unun cnomaHa. He ncnonb3yiTe 3neKkTpof, €Cnu ynakoska
noBspexpaeHa.

CpokK coxpaHeHMsa  cTepunbHOCTM  (CPOK  rOA4HOCTWU)
aneKTpoda cocTaBnfeT 3 rofja C fJartbl CTepuamnsayum u
ynaKoBbiBaHWNA. 3anpeLLeHo MCNoMb30BaTh 31€KTPOL nocne

ncTeYeHns CpoKa, YyKaszaHHOro Ha ynakoBKe
("Wcnonb3oBatb 4o0...").
FapaHTWiHbIA  cpok  rogHocTn  (FapaHTWUIHbLIA  CPOK

XpaHeHMndA)- 36 mecaues.
dopma noctaBku/

Ba3oBblil KOMMNEKT BKAOYAET B cebA:
1. 9nekTpog ogHopasosBbiii FLOW 50/ FLOW 90 -1

wT.;
2. WIHCTpYKLMA No aKcnnyaTauuu.

BO3MO>XHOCTb n METO/AbI
INTEGRATING WITH OTHER MEDICAL DEVICES
AnekTpoabl FLOW 50 u FLOW 90 cnepyeT uMcnonb30BaTb
NCKNIOYNUTENbHO B KOMOVHaLnu c KOHTPO//1epOM
WEREWOLF.

KoHTponnep WEREWOLF sasnsdetcsa o6opygosaHmem tuna BF
C 3alWmMTON OT paspsafa gedhmbpunnatopa.

KoHTponnep npefHasHayeH ANA UCNOMb30BAaHWSA TONIbKO C
NPUHAANeXHoCTAMM KomnmaHum Smith & Nephew. He
nucnonb3yiTe Apyrue npuHagnexHoctu. Mcnonb3osaHue
npuHagnexHoctelr komnaHun Smith & Nephew B coyeTaHum
C 93TUM KOHTPOJNI/IEPOM TrapaHTUPYeT, UTO HanpsXKeHwue,
nojasaemoe Ha NPUHAANEXHOCTb, oynet HUXe
COOTBETCTBYHOL,Er0 HOMUHaNbLHOTo HanpsxeHua (IEC 60601-
2-2).

Coagulation
COAG
Vac

X

Vac Mode

Shelf life

The Wand is supplied sterile for SINGLE USE Q\LY,
The Wand is sterile only if the packaging is not
opened, damaged or broken. If the packaging is
damaged, do not use the Wand.

The period of preservation of sterility (shelf life) of
the wand is 3 years from the date of sterilization and
packing.

It is forbidden to use the electrode after the
expiration date indicated on the package ("Use
before ...").

The guaranteed shelf
storage) is 36 months.

life (Warranty period of

How supplied

The basic configuration consists o f:
1. Single-use wand FLOW 50/FLOW 90-1
piece;

2. IFU.

MHTErPALMWN C AOAPYTUMUMW/ THE POSSIBILITY AND WAYS OF

FLOW 50 and FLOW 90 Wands are to be used only
with the WEREWOLF Controller.

WEREWOLF Controller is Defibrillator - Proof Type
BF Equipment.

The Controller is intended for use only with Smith
& Nephew accessories. Do not use other
accessories. The combination of Smith & Nephew
accessories with this Controller ensures that the
voltage applied to the accessory is below the
corresponding voltage rating. (IEC 60601-2-2).

MEPEYEHb MATEPUWANOB >XXMBOTHOIoO " (M) YEANOBEYECKOIo MNPOUNCXOXAOEHWA/ DEVICES
INCORPORATING NON-VIABLE MATERIALS OF ANIMAL ORIGIN

N3pgenua ArthroCare He BKIHOYAOT HEXW3HECNOCOOHbIE
mMaTepuanbl XXMBOTHOFO MPOUCXOXAEHUS U HE UCMONb3YIOT UX
B Mpouecce NPOU3BOACTBA U B KOHEYHOM W3AENUN.

The subject ArthroCare products do not incorporate
non-viable materials of animal origin, not are they
present In the manufacturing process or present in
the final device.

MEPEYEHb CTAHOAPTOB/ LIST OF APPLICABLE STANDARDS
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93/42/EEC [AvipekTuBa 0 MEAULMHCKUX U3LeNnNAX
OupekTnBa 06 orpaHuyeHuUn
2002/95/EC MCNONb30BaHNA ONAacHbIX BELLECTB
ASTM CTaHgapTHas npakTuka QYHKLWUOHANbHOTO

) TEeCTUPOBAHUA KOHTEAHEPOB U CUCTEM AN1A
04169:2016 nepeso3ok

CTepunusayns MeguLMHCKUX U3aennii.
Tpe6oBaHUA K MEAULMHCKUM WU3LENUaM

EN 556- KaTteropuu "ctepunbHblie”. YacTtb 1.
pzood Tpe60BaHUA K MEANLMHCKUM U3AENUAM,
nognexawum QUHULWIHOK cTepuansaunmn
1SO 14644- YuncTble NOMeLWeHNs 1 CBA3AHHbIE C HUMU
1:2015 KOHTponupyemblie cpeabl. YacTtb 1.

KﬂaCCM[*)I/I Kauyna YMCTOThbl BO3AyXa

EN 1041:2008 WHdopmayma, npegoctaBnsemas

+A1:2013 npou3BoAUTENEM MEAULUHCKUX U3LeNnin
EN ISO buonornyeckas oueHka MegULLUMHCKNX
10993- n3genuii — Yactb 1: OueHka u
1:2009/AC:20 TecTupoBaHMe B NpoLecce ynpaBneHus
10 puckamu
EN 1SO buonorvyeckas oueHKa MegNLUNHCKUX

10993-5 n3genuii - Yactb 5: WcnbiTaHUs Ha
:2009 LUTOTOKCUYHOCTb in Vitro

Brvonormyeckas oueHka MeAULUHCKMX

1ISO 10993-10 nsgenunii - Yactb 10: WccnegoBaHus
:2010(2016) pasgpaxaroLLero U CeHCUBUNU3UPYIOLLEro

pencrteus

YnakoBka Ana MeAULUHCKUX U3Aenuil,

1 EN 1SO nognexawux QUHULLHOK CTepunnsauunm.

Yactb 1. TpeboBaHWUs K matepuanam,
6apbepHbIM cucTEMam A1 cTepunusauum u
ynakoBOYHbIM CUCTEMAM

1 11607-1:2017

YnakoBka AN MeAULUHCKUX U3Lenuni,
nognexawmux QUHULLIHOK CTepuan3aLum.
YacTb 2. TpeboBaHus K Banugauunu
npoueccos GoOpMUMpPOBaHNA, TepMeTn3aLnuu
n cbopku

1 EN ISO
1 11607-1:2017

M3penna megununHckme. Cuctemol
MeHe>XMeHTa KayecTBa. TpeboBaHUs gns
Lenen perynuposaHua

1 ENniIsO
1 13485:2016

CTepununsauus MeauLLMHCKOW NPoOAYKLUN.
3TuneHokcug. TpeboBaHuna K paspaboTke,
BaNnfaLMn 1 TeKyLLeMy yYnpaBneHunto
NpoLeccoM CTepunan3aLny MefuLUHCKUX
n3genni

1 1so
111135:2014
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93/42/EEC Medical Devices Directive

Regarding restriction of the use
of certain hazardous substances
in electrical and electronic
equipment (RoHS)

2002/95/EC

Standard practice for

ASTM performance testing of shipping
04169:2016 containers and systems
Sterilization of medical devices -
Part 1: Requirements for medical
EN 556- devices to be designated
102001 "STERILE". Requirements for
terminally sterilized medical
devices
ISO 14644- Cleanrooms_ and associated
1:2015 controlled environments - Part 1:
' Classification of air cleanliness
EN Information supplied by the
1041:2008 manufacturer with medical
+A1:2013 devices
EN ISO Biological evaluation of medical
10993- devices - Part 1: Evaluation and
1:2009/AC:2 testing within a risk management
010 process
EN ISO Biological Evaluation of Medical

10993-5 Devices - Part 5: Tests for In
:2009 Vitro Cytotoxicity

Biological Evaluation of Medical
ISO Devices - Part 10: Tests for

10993-10 Irritation and Delayed-type
:2010(2016) Hypersensitization
Packaging for terminally sterilized
EN 1SO medical devices- Part 1:
11607- Requirements for materials,
1:2017 sterile barrier systems and
packaging systems
Packaging for terminally sterilized
EN 1SO medical devices - Part 2:
11607- Validation requirements for
1:2017 forming, sealing and assembly
processes
Medical Devices - Quality
EN ISO management systems -
13485:2016 Requirements for regulatory

purposes

Sterilization of health-care
products — Ethylene oxide —
ISO Requirements for the
11135:2014 development, validation and
routine control of a sterilization
process for medical devices
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rlpI/IHFlTI/Ie npoayKTa U 3KBMBaANEHTHOCTb

AAMI n A cTepuansannm
TIR28:20162 pouecca Ans crepunnsal
3TUNEHOKCULOM
EN ISO buonornyeckasa oueHKa MeLULUHCKUX
10993- nsgenuii. Yactb 7. OcTtaTouHOoE
7:2008/AC:20 cofepXaHune aTUNEHOKCUAA nocne
09 cTepunnsaunmn
EN ISO M3genna meguumnHckue. MpuMeHeHune
14971:2012 MeHeAXMeHTa pUCKa K MEANLNHCKNM
n3genmam
N3penna megnunHckme. CUMBONLI,
i npYmeHseMble NPU MapKUpPoBaHUU Ha
IS?_210512§3 MeANLNHCKUX U3Lennax, 3TUKETKax u B
’ CONpoOBOANTENbHON AOKYMeHTaLuun. YacTb
1. OcHOBHble TpeboBaHuA
IEC 60601- N3pgenvs meanUUHCKNE 3/IeKTPUYECKME.
12005/ Yactb 1. O6uime Tpe6oBaHUA 6e30MaCHOCTH
Al1:2012 C YYETOM OCHOBHbIX (DYHKLMOHANbHbIX
XapaKTepucTuk
M3pgennsa MeguUMHCKNE 3NEKTPUYECKHNE.
YacTb 1-2. O6wme TpeboBaHmA
IEC 60601-1- 6€e30MacHOCTM C YYeTOM OCHOBHbIX
2:20142 (DYHKLNOHAaNbHbIX XapaKTepUCcTukK.
MapannenbHblii cTaHgapT.
ONeKTPOMarHuTHas COBMECTUMOCTb.
TpeboBaHWUA U UCNbITAHUA
N3pennsa MeguUMHCKNeE 3NEKTPUYeCKHUeE.
YacTb 2-2. YacTHble TpeboBaHUA
6€30NacHOCTM C YYeTOM OCHOBHbIX
IEC2,62%61(;12'2' (hYHKLMOHANbHbIX XapakKTepucTuk K
' BbICOKOYACTOTHbIM 3/IEKTPOXUPYPrUYECKUM
annapaTtam W BbICOKOYACTOTHbLIM
3/IEKTPOXMPYPTUYECKUM MPUHALNEXHOCTAM
MEDDEV 2.7.1 KnuHu4yeckas oLeHKa: PyKOBOACTBO A/

Rev. 4:2016 npou3BoauTeneli 1 yBeJOMIEHHbIX OPraHoB

N3genns meauumnHckme. MNMpoekTupoBaHue

EN L
MEANLMHCKNUX U3Aennii ¢ y4eTom
62366:2015 Avd Ac Y
aKcnayaTayMoHHON MPUrogHOCTK
1SO KnunHuyeckne nccnefgoBaHua. Hagnexauwas
KNMHUYyecKaa npaktuka. Yactb 2.
14155:2008 P N
MnaHMpoBaHMe KAUHUYECKUX UCMbITaHWI
N3pennsa meguUNHCKMeE 3N1eKTpUYecKue.
YacTb 2-2. YacTHble Tpe6oBaHMA
IEC 60601-2- 6e3onacHoOCTU C Y4€TOM OCHOBHbIX
2:2009 (DYHKUMOHANbHbIX XapaKTepuUCcTuK K

BbICOKOYACTOTHbLIM 3/1eKTPOXUPYPTUYECKNN
annapaTam W BbICOKOUYACTOTHbIM
3NEKTPOXUPYPTUYECKUM MPUHALNEXHOCTAM
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Product adoption and process

TIR'ZA‘Q,\ZA(IMGZ equivalency for ethylene oxide
' sterilization
Biological evaluation of medical
devices—Part 7: Ethylene oxide
EB‘QIQS:?_ sterilization residuals
7:2008/AC:
2009
EN ISO Application of Risk Management
14971:2012 to Medical Devices
Medical devices - Symbols to be
used with medical device labels,
IS?_Zlgfg?" labelling and information to be
) supplied - Part 1: General
requirements
Medical Electrical Equipment -
|Elc_zeggg/1- Part 1: General requirements for
A.I'2012 basic safety and essential
’ performance
Medical Electrical Equipment -
IEC 60601-1- Part 1-2: General requirements
2:20142 for basic safety and essential

performance - Collateral
standard: Electromagnetic
Compatibility - Requirements and
Tests

Medical Electrical Equipment -
Part 2-2: Particular requirements
IEC 60601-2- for the basic safety and essential

2:20172 performance of high frequency
surgical equipment and high
frequency surgical accessories
MEDDEV Clinical Evaluation: A Guide for
2.7.1 Rev. Manufacturers and Notified
4:2016 Bodies
EN Medical Devices - Application of
) Usability Engineering to Medical
62366:2015 Devices
1SO Clinical Investigation of Medical
14155-2008 Devices for Human Subjects

- Part 2: Clinical Investigation
Plans

Medical Electrical Equipment -

N

Part 2-2: Particular requirements

IEC 60601-2- for the basic safety and essential

2:2009 performance of high frequency
surgical equipment and high

frequency surgical accessories
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TPEBOBAHNA K TEXHNYECKOMY OBCNTY>XNBAHNIO N PEMOHTY M/ REQUIREMENTS FOR TECHNICAL

SUPPORT AND REPAIR OF MD

He npumeHumo

PekomeHpauun no akcnayartaumm n yCTpaHeHuno
HEeNcnpaBHOCTEA KOHTPOJ//epa MOXHO HaliTW B PYKOBOACTBE
nofb3osartens Ansa KoHtponnepa WEREWOLF.

N/ZA

Refer to the User Manual for the WEREWOLF
Controller for operating and troubleshooting
guidelines for the Controller.

ycnosua NPUMEHEHNA U SKCNAYATAUUNN MN/ USE &OPERATION CONDITIONS OF MD

YcnoBus okpy>aklLwein cpeabl B

onepaynoHHOW

TemneoaTyba 10 ®C-40

BnaxHocTb 10 %-75 % (6e3 KoHAeHcauunu)
[asneHue 700 rMa-KO60 rMa

YcnoBusa skcnnyaTtauuu Bo BHYTPeHHe cpege
opraHunima

Temnepatypa 32 °C-42 °C

BnaxHocTb [o 100%

[aBneHune 700 rlMa-1060 rMa

Environmental conditions
for surgical intervention

Temperature 10 **C-40 °C
Humidity 10 %-75 %

(without condensation)
Pressure 70 kPa-106 kPa

Operation conditions
(for use in the patlent*s bodyi

Temperature 32 ®C-42 °C
Humidity o 100%
Pressure 70 kPa-106 kPa

ycnoBmda TPAHCMNOPTUPOBKWN n XPAHEHWA/ TRANSPORTATION AND STORAGE CONDITIONS

Huxe npuBefeHbl PEKOMEHAYeMble ANana3oHbl YC0BUIA

YcnoBusi TOaHCNOPTHPOBKMU

Temnepatypa -40...+70°C
BnaxHocTb 10 ...85%
[aBneHune 500...1060 rMa
YcnoBusa xpaHeHus

TeMmnepatypa -40...+70®C
BnaxHoCTb 10 ...85%
[asneHune 500...1060 rlla

Recommended transporatation and storage
ranges are presented below.
Transportation conditions "o -

Humidity -40...+70°C
Temperature 10 ...85%

Pressure 500 hPa ...1060 hPa
Storade conditions

Humidity -40...+70°C
Temperature 10 ...85%

Pressure 500 hPa ...1060 hPa

nopagok NMycnosusa ytnnmsaunn WIN YHNUTOXEHUA MU/ DISPOSAL RULES AND CONDITIONS

YTunusauyusa o6opyaoBaHus

3nekTpon cnegyeT YTUAW3MPOBaTb B COOTBETCTBUU C
MPUMEHUMbIMU  NPaBUTENbCTBEHHLIMU  HOpPMATWBAMU U
MAaHOM YTUAMU3ALUN MeAULUHCKUX OTXO[O0B, AeACTBYIOLUM
B MEMLMHCKOM YUpEeXAeHUN.

Ha ycTpoicTBO pacnpocTpaHsfeTca felicTBue [AUpeKTUBSI
2002/96/EC (EBponeneilickoro coobuiecTsa) MO OTXofam
3NeKTPUYECKOTO U 3NeKTpOHHoroobopygosaHus (WEEE). B
COOTBETCTBUU C PErncTpauMOHHbIM CTaTycoM Mo 3TOW
OVUPEKTUBE [aHHOe YCTPONCTBO He MNOANEXWUT yTuamsauuu

BMECTe C O6blYHbIM  3/1EKTPUUYECKUM U 3MEKTPOHHbLIM
o6opygoBaHueMm. T[locne WMCNONb30BAHWA W3fLeNne MOXeT
ObITb MOTEHLMANLHO OMAaCHbIM.

YTUnusnpyiTe nNpoAyKT B COOTBETCTBUM C  MECTHbIMM
3aKOHaMMW 1 NpaBUNamu.

MpounssognTens npegocTaBnseT WH(hopMaL o 0
6e30MacHOCTU MPOAYKLUMM MO 3anpocy.

Knacc MeaANLUUNHCKNUX OTX040B n3nenvsa, nmeBLLNX

KOHTaKT ¢ BHYTpeHHel cpenoii opraHusma - bB.

Equipment Disposal

The device must be disposed of in accordance with
applicable government regulations, and the Medical
Waste Management Plan for the facility.

The device is subject to the Directive 2002/96 / EC
(European Community) for waste electrical and
electronic equipment (WEEE). In accordance with
the registration status of this directive, this device
cannot be disposed of with ordinary electrical and
electronic equipment.

After use, the product may be potentially
hazardous. Dispose of the product in accordance
with local laws and regulations.

The manufacturer provides safety
information upon request.
The class of medical waste products that had
contact with the Internal environment of the
body - B.

product

FAPAHTUNA N PEKTAMALWNAZ WARRANTY AND CLAIM

VMHopmaunsa o rapaHTumn

[FapaHTMs  gaHHOro  W3fenus  pacnpocTpaHseTcs  Ha
0[lHOpa30BOe WCMONb30BaHWe MaTepuanos, QYHKUMIA W
kayectsa. HE NCMOJIb3OBATH MNMOBTOPHO. HACTOSALYAA
FTAPAHTUA SAMELWAET COBOW BCE MPOYUNE

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

Warranty Information

This product is guaranteed for materials, function,
and workmanship for single patient use only. DO
NOT REUSE. THIS WARRANTY IS INLIEU OF
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FAPAHTUWN, ABHbIE, MOAPA3YMEBAEMbBLIE U (LIN)
YCTAHOB/IEHHbBIE B 3AKOHHOM TMOPAAKE, B TOM
UACNE TAPAHTWWM TOBAPHOW TMPUTOAHOCTU WU
(MNN) MPUTOAHOCTU ans KOHKPETHbIX LENEN, U
BCE APYIME OBA3ATENBLCTBA UIUN 3AAB/IEHUA OB
OTBETCTBEHHOCTW KOMMAHWUN ARTHROCARE.

MpeTeH3MM N pa3pelleHne Ha BO3BpaT M3genus

Bce BOMpOCHI, MPETEH3UU U 3anpoch
HanpaBnaTb B oTaen o6CcnyXuaHus
YMNOSHOMOYEHHOMY NMpPeACTaBUTENIO.

Ha BO3BpaT cneayet
KNVEHTOB UMK

YMONHOMOYEHHOWM NMPEOCTABUTE/Nb
NMPON3BOOUNTENA HA TEPPUTOPVUN POCCUNCKOWN
®EOEPALINU:

000 «CmuT 3Ha Hedblo»

Poccusa, 105120, MockBa, 2-0i1 CbIpOMATHUYECKUIA
nepeynok, gom 1, at. 9, nom.1, kKom. 1

Ten: +7 (495) 755-55-03

ALL OTHER WARRANTIES,
IMPLIED, AND/OR
STATUATORY, INCLUDING BUT NOT LIMITED
TO, WARRANTIES OF MERCHANTABILITY,
FITNESS, AND/OR SUITABILITY FOR A
PARTICULAR PURPOSE, AND OF ALL OTHER
OBLIGATIONS

OR LIABILITIES
ARTHROCARE.

EXPRESS,

ON THE PART OF

Product Complaints and Return Authorization

All questions, complaints, or return authorization
requests should be directed to Customer Service or
an authorized representative.

AUTHORIZED REPRESENTATIVE ON THE
TERRITORY OF THE RUSSIAN FEDERATION:
Smith & Nephew, LLC, Russia, 105120, Moscow,
2nd Syromyatnichesky lane., 1

Tel: +7 (495) 755-55-03

HAMMEHOBAHWE N IOPUOAWYECKUA ALPEC MPOU3BOAUTENSA MW/ NAME AND LEGAL ADDRESS OF
MANUFACTURER

PA3PABOTYUK:

ArthroCare Corporation (ApTpoKap KopnopeliwH),
7000 West William Cannon Drive, Austin

TX 78735-8531, USA (CLUA)

NMPON3BOANTE/b:

ArthroCare Corporation (ApTtpoKsp KopnopeiiwH),
7000 West William Cannon Drive, Austin

TX 78735-8531, USA (CLUA)

MECTA NMPON3BOACTBA:

ArthroCare Corporation,

B32.1, St2, Zona Franca Coyol, Coyol, Costa Rica, 20101,
COSTA RICA (KocTa-Puka)

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

DEVELOPER:

ArthroCare Corporation,

7000 West William Cannon Drive, Austin
TX 78735-8531, USA

MANUFACTURER:

ArthroCare Corporation,

7000 West William Cannon Drive, Austin
TX 78735-8531, USA

MANUFACTURING SITE:

ArthroCare Corporation,

B32.1, St2, Zona Franca Coyol, Coyol, Costa Rica,
20101, COSTA RICA
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MepeBof, C aHIIMIACKOr0 A3blKa Ha PYCCKMIA A3bIK

CornacoBaHo

ApTpoK3ap KopnopeiiwH (ArthroCare Corporation’)

OpraHusauus

CLUA. Texac. 78735-8531. OcTuH. BecT Yunbam KsHHoH [paiis 7000
(7000 West William Cannon Drive Austin TX 78735-8531. USAl

Agpec

CneumanncTt no Bonpocam perynnposaHns

[omKHoCTb

Menucca 3ro (Melissa Aeo~)

damunug, Nma

16 pekabps 2020 r.

Jata 4,0.MM.ITIT

nognuceo
Moanuce

SAKCIMNYATAUMNOHHAA AOKYMEHTAUNA
MEAVLUMNHCKOI O U3OENTNA
«NEKTPOAbI BNMONAPHBLIE OAHOPA3OBbLIE
[NA APTPOCKOMUYECKUX OMEPALINA».

[MeyaTb;

LLiTat MaccauyceTtc

Cbto3aH M. bepHapg

HoTapuyc

CpOoK MOMX NONHOMOYMIA ncTekaeT 1aBrycta 2025 roga

Lramn:

Cbto3aH M. bepHapa

HoTapuyc

Llitat Maccauycetc

CpoK MouX NONHOMOYMIA ucTekaeT lasrycta 2025 roga
/Moanuce/

lepeBof BbINOMHWIA NEPEBOAUNK
CacymoBa ®nopa CeipagsmHOBHA

kjo.
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Poccuiickan depepaums
["oposa MockBa
LLlecTHaguaToro eBpasia fBe TbiCAYM ABafLaTb NepBoro roga

A, ManbLeBa AHHa BsyecnaBoBHa, BpEMEHHO UCMOMHAROLLAS 0683aHHOCTI HOTapuyca r.
MockBbl [oHuapoBa ®ununna HOpbeBUYa, CBUAETENbCTBYKO  MOAMHHOCTL  MOAMNMCK
nepesogunka Kacymosoi ®nopbl CelichagnHOBHbI.

Mognwuck caenaHa B MOEM NMPUCYTCTBUN.

JInyHocTb NoAnucaBLLero JOKYMeHT YCTaHOB/EHaA.

3aperucTpupoBaHo B peecTpe: Ne 77/780-H/77-2021-j? " SfC)

YnnayeHo 3a CoBepLUEHVe HOTapuaibHOTo AeicTaus: 400 »00 Kon.

A.B. ManbLeBa

S

Hi NG54, . T \Y
AA " gA

(v I'j B "
Bcero npoLuHypoBaHo, n\6uyme”Bau™
M CKpenneHo nevaTtbo” ninctat

.B. ManbLeBa
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