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Pump and shaver for arthroscopic interventions

VIHCTPYKUWS NO NPUMEHEHNIO

Hacoc n LUGVIBep A1 apPTPOCKOMNYECKNX BMELLIATE/ILCTB

3NEKTPOHHAS KONHA OGOPMIEHA LIEHTPOM UCTIbITAHII W PETMCTPALIMI MEAHLMHCKUX H3OENHI
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Instruction for use
Console FMS VUE 11

HucTpyKuns mo npuMeHeHHI0
Koucoas FMS VUE 11
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CecorlMVice oF

Russian text English text

HAWMMEHOBAHWE MEAVWUMNHCKOIo WM3AEANA (M) N ETO MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

KINTACCUNDPUNKALNA MD name, variations of MD
HaunmeHoBaHue MW, BapnaHTbl UcnonaHeHns MU Pump and shaver for arthroscopic interventions

Hacoc u weviBep ans apTPOCKONMYECKMUX BMeLLaTeNbCTB:
FMS VUE Il Fluid Management and Tissue Debridement System consisting

Hacoc v weriBep gns apTpockonuyeckmx Bmewatensct8 FMS VUE I, B cocTtaBe:  of;

1 KoHconb FMS VUE Il ¢ MHCTPYKLUWel No NpUMeHeHnto - 1 wr./yn. 1. Console FMS VUE Il with instruction for use
2. TIyAbT AUCTAHLMOHHOTO YripaBneHns FMS ¢ Kabenem nogkIioueHns u uHetpyk- 2 Remote control with connection cable

Lyeli No npuMeHeruto - 1 wT./yn. (Mpy Heo6XoAMMOCTH) (if necessary);

3. MatuknasuwHasa neganb FMS ¢ kabenem MOAKNHOYEHNS U MHCTPYKLUWMEN NO ?i'f‘r:;e\é\é::;;;t Pedal with connection cable

MPVIMEREHNIO - 1UJT'/yn'_(an HEoOXoANMOCTY) 4. "Tornado Micro " with connection cable

4. PykosiTka «Tornado Micro II» ¢ kabenem nofkntoUeHus, 6e3 KHOMokK, ¢ UH- pc/pack (if necessary):

CTpyKUMei Mo npumeHeHmio - 1 wT./yn. (Mpu HeobxoanmocTh) 5. "Tornado Micro " with a connection cable. Hand Controlled
5. PykosiTka «Tornado Micro ll» ¢ kabenem NoAkMOYeHus, ynpasnsemas, ¢ UH- tion for use - 1 pc/pack (if necessary).

CTPYKUMEl No NpumeHeHnto - 1 wT./yn. (Npy He06X0ANMOCTK)
Further in the text the following names of the medical devi

[anee no TeKCTy MOTYT UCMO/b30BaTLCA CHEAYIOLMe HaUMeHoBaHUs Meauuuu- device, pump. (MD).

CKOro u3fenus: usgenve, Hacoc, npmbop, yCTPOMCTBO, CUCTEMA, HACOCHas Cu-

cTema.

HanmeHOBaHUS MeAULMHCKUX U3AenniA MOTyT BblTb YNOMSAHYTbI B TEKCTE B CO-

KpaLeHHOW hopme ana yao6cTea BOCNPUATUA UHGOPMAL MK,

These instructions for use apply to the
Tissue Debridement System

[aHHas MHCTPYKUMA N0 NPUMEHEeHUI0 pacnpocTpaHseTcs Ha Hacoc u welisep
Lna apTpockonunyecknx smewarenscrs FMS VUE I,
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Knaccugpmkauna M MD classification
Hacoc 1 wenBep Ana apTPOCKONUYECKUX BMeLIaTeIbCTB ABNAETCA HEMHBasMB- Pump and shaver for arthroscopic interventions

medical device.

OpraH Knacc LOKYyMeHT Health Authority, Clas
3[paBOOXPaHEHUS, country $
cTpaHa
MwuHucTepcTBo 3apaso- I Mnaea 21 CFR 888.1100 FDA, US 1
OXpaHeHus n counanb- European  Commis- lla
HbIX cny>6, CLUA sion, EU
EBponelickas Ma Mpasuno 11 MpunoxeHusa IX Aupek-
Komuccus, EC TnBbl EC Ha Ministry of Health, lla
MeauNLUNHCKNe Russia
nsgenns 93/42/EEC
MwuHunCTEpPCTBO Ma Mpuka3 M3 P® Ne 4H o1 06.06.2012

34paBooxpaHeHus, PP

HA3HAYEHVE MEOVNUMNHCKOIO 3OENNA INTENDED USE MEDICAL DEVICE

Hacoc u wweiBep 418 apTPOCKONMUYECKUX BMeLlaTeNbCTB npefHasHaveHbl ana  The FMS VUE Il Fluid Management and Tissue Debridement System is in-
obecneyeHNs KOHTPO/NIMPYEMOrO pacLliMpeHus U BcacbiBaHMA XUAKOCTU, KOH- tended to provide controlled fluid distention and suction, controlled cutting,
TPONUPYEMOrO pe3aHus, yhaneHus 3ayceHues, 6puTba U WANMGOBKA KocTel U burring, shaving and abrading of bone and tissue for use in

TKaHen, ANg NCNoNb30BaHNA B apTPOCKONUYECKON XMPYprum nneyesoro, koneH- gery of the shoulder, knee, ankle, elbow, wrist and hip joints

HOro, r0/1IEHOCTOMHOrO0, JIOKTEBOTO, 3aNACTHOIO M Ta306e4PEHHOr0 CyCTaBoB
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MOKA3AHUNA N TMPOTUBOINMOKA3SAHNA K TTIPUMEHEHUIO M N
BO3MO>XHbIE MOBOYHbBIE QP PEKTDI

Moka3aHuA

Hacoc v weiiBep Ans apTPOCKOMMYECKMX BMeLLATeNbCTB NpeAHasHavyeHbl Ans
obecrneyeHMs KOHTPONSA MOLAUYM U OTCOCA XXULKOCTU, pe3aHUs, CBEPeHMNs, Wn-
(hoBaHMA M 06TayMBaHMA KOCTHbIX U MATKUX TKaHeil Npu apTPOCKOMUYECKMX
onepaumnsax B 061acTu nneya, KoneHa, N0AbIKKN, NIOKTH, 3aMAcTba U Ta300epeH-
HOro cycTaBa.

MpoTMBONOKAa3aHO MCMNOJIb30BaHME Hacoca W LeinBep AN1A apTPOCKOMUYECKMUX
BMeLLaTe/IbCTB B NHOOLIX HEapTPOCKOMUUYECKUX XUPYPruyeckux npouepypax.
OHa MOXeT UCMOo/b30BaTbCA TOMLKO C OPOLLIEHMEM m3pacTBOpoM. CucTema He
NoAXOANT AN NALMEHTOB, KOTOPbIM MO KakKoM-nn6o MpuynmHe MpoTMBOMOKa-
3aHbl aPTPOCKOMUYECKNE MaHMUMYALUN.

e HE uncnonb3yiiTe Hacoc v LeinBep AN apTPOCKOMUYECKNX BMeLLaTeNbCTB B
Cnyvasx, Korfa LesioCTHOCTb Karncy/ibl Nofg BOMNPOCOM.

* HE ncnonb3yiiTe Hacoc 1 WeiBep 419 apTPOCKOMMUYECKMX BMeLLaTe/lbCTB C ra-
30BOWA paclmpstoLLein cpeaoii. Micnonb3yiiTe TONbKO CO CTEPU/IbHLIM OpoLUato-
MM pacTBOPOM AN paclUMpPeHUs onepaunoHHOW obnacTu.

e HE ncnonb3yinTe Hacoc U WeiiBep ANs apTpPOCKONUYECKUX BMeLLaTeNbCTB ANs
BBeleHMs Nnpenapartos, B/B XXWUAKOCTEN, KPOBU NN 3aMEHUTENEN KPOBU.

Mobo4Hble 3heKThbl
Mpn MCNoNb30BaHWM [AHHOTO YCTPONCTBA MOTYT BO3HWKATb MEPEYUCNEHHbIE
HUXE HeXenaTenbHble peakyuu.

. MopaXxeHne 3NeKTPUYECKUM TOKOM.

. WHGmumnpoBaHume.

. PasgpaxeHne MArKux TKaHew.

. Oorun B pesynbTaTte NeperpeBaHuns ycTpolicTaa.

. OTcpoyKa BbINMONHEHUS XUPYPrMUYeCKOin npoLeaypsbl.

Mo60ouYHbIe 3P(eKTbI, CBA3AHHbLIE C MCMOb30BAHMEM 3TOF0 YCTPOWCTBa, MOTYT
BK/IOYATb NPO6AeMbl C paHOl ¥ / NN NHGEKLMIO.

MecTHas WAM CUCTEMHas TKaHeBas peakuums, BKAOYas annepruyeckyro peak-
uuto.

N36bITOUYHOE BbLeIEHVE XXULKOCTA MOXET NPUBECTU K OTEKY BO3/1e MecTa one-
payuu.
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INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

Indications

The FMS VUE Il Fluid Management and Tissue Debridement System is in-
tended to provide controlled fluid distention and suction, controlled cutting,
burring, shaving and abrading of bone and tissue for use in arthroscopic
gery ofthe shoulder, knee, ankle, elbow, wrist and hip joints.
Contraindications

The FMS VUE Il System is contraindicated in any non

procedure and is for use with saline irrigation only. The System is not appro-
priate for patients for whom an arthroscopic procedure is contraindicated for
any reason.

*« DO NOT use the FMS VUE Il in instances where capsular integrity is sus-
pect.

* DO NOT use the FMS VUE Il with a gas distension medium. Use only with
sterile irrigation solution for distension of the operative site.

* DO NOT use the FMS VUE Il to administer drugs, 1V

substitutes

Adverse effects
The following list of adverse effects may be associated with the use of this

device:

. Electrical Shock;

. Infection;

. Soft Tissue lrritation;

. Bums (device overheating);
. Surgical Delay;

Adverse effects associated with the

sues, and or infection.

Local or systemic tissue reaction including allergic reaction.
Excess fluid extravasation may lead to edema near the surgical site.
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MH®POPMALWNA O MOTEHUWNANBHBIX NOTPEBUTENAX MU A INFORMATION ON POTENTIAL USERS OF MD AND DIREC-
YKA3AHWA MO UCMOJIb3BOBAHUIO TIONS FOR USE

Y KazaHus no Ucnonb30BaHUIO Directions for use

Bce maHunynauun ¢ n3penvamn cnepyet npoBoauTb B MeAMLMHCKMX nepyaT-  Operator should wear medical gloves when using the medical device

Kax. Unpacking

PacnakoBka To unpack the pump:

YT06bI pacnakoBaTb HAcoC, BbINOMIHUTE Clefytowmne AeidCTBUSA: 1 Place hands in the open areas between the two pieces of packaging foam on
L lMomecTuTe pyKW B OTKPbITble 06M1acTh MexAay ABYMA Kyckamu ynako- both sides of the console until you can securely grasp the unders

BOYHOrO MeHonsacTa ¢ pump.

06enx CTOPOH KOHCO/IM TakKuM 06pa3oM, 4ToObl HaZleXXHO B3ATbCA 3a HMXKHIOK 2. Carefully remove the pump from the box and place it on a level and sturdy
yacTb Hacoca. surface.

2. OCTOpPOXXHO AO0CTaHbTE HAcoC M3 ynakoBKW WM nocTaBbTe Ha poBHYyto u 3. Verify that all items on the packing list match the products you have re-
MPOYHYH MOBEPXHOCTb. ceived.

3. lMpoBepbTe BCe NO3UL MM YNAaKOBOYHOIO NNCTa Ha COOTBETCTBME € Nony- 4. Report damage immediately to a DePuy Synthes Sales Representative o
YEHHbIMU N3[eNnamun. call DePuy Synthes Customer Service in the USA at +1

4. O noBpexaeHnsAxX He3aMelMTeNbHO cooblarte K Toprosomy npegcrta- all packing materials to use in the event you must return product(s) to DePuy
BUTESIO Synthes. Outside the United States, contact your local affiliate.

DePuy Synthes nnu nossoHuTe B Cnyx6y noanepxku knmeHTos DePuy Synthes 5. Recycle all FMS VUE Il packaging ma

B CLUA no inserts and antistatic bag.

TenegoHy +1-800-382-4682. CoxpaHuTe BCe 4aCTW YMakoBKM Ha cnyyal, ecnn Pump Placement

npuaerca Position the FMS VUE Il pump outside the sterile field, and where required
BepHYTb n3genue(s) komnaHum DePuy Synthes. 3a npegenamu CLUA cesxkuteck depending on operator requirements. Ensure that there is enough space for Cir-
C MECTHbIM culating Nurses to access the pump controls. Position the pump so that access
aunepom. to power main is not obstructed. There are two options for setting up pump
5. OTpgaiTe ynakoBoUdHblit MaTepnan FMS VUE I, BKNtoYas KapToH, neHo-  elevation:

NnaacToBble BKAabILLM  Place the pump (fill line of Fill Chamber) at the same level as the patient
W aHTUCTaTUYECKMIA NakeT. joint.

Pa3melleHne Hacoca * Place the pump at a convenient cart elevation and adjust the joint

PasmecTtute Hacoc FMS VUEII 3a npegenamun cTepunbHOro nong ¢ yyetom tpe-  elevation from the front panel at startup.

6oBaHWIN COOTBETCTBYIOLLEro COTPYyAHMKa. Y6efuTech, 4TO OoCTaetcs focta- Pump Assembly and System Check

TOYHO MecCTa ANf [OCTyna [AeXYPHOW MefcecTpbl K cpeAcTBaM ynpasfeHus To assemble the FMS VUE Il pump:

Hacocom. Pa3MecTuTe HacoC Takum o6pasom, 4To6bl JOCTYN K CeTAM 3/neKTpo- 1. Connect the power cord to the power source.

NUTaHNS He BblN 3aTPY/HEH. 2. Connect the other end of the power cord to the rear panel of the pump.
CyulecTByeT Ba BapMaHTa HaCTPOMNKM NOAHATMA Hacoca: 3. Connect the accessories to the pump (Figure 1).

» [omecTuTe Hacoc (Tpyoky HanonHeHnus Fill cbatber(kamepbl HanonHeHUs))

Ha OHOM YpOBHE C CyCTaBOM MauueHTa.
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* MOMECTMTE HACOC Ha NOAXOAALLYH CTOWKY TENeXKN U OTPerynmpyiTe nogHa-
TVe YPOBHSA CyCcTaBa [0 YPOBHA Hacoca, yCTaHOBUB CPeAcTBa yNnpaBieHUs Ha ne-
pefHei naHenn Ha 3anyck.

Cb6opKa Hacoca U NpoBepKa CUCTEMBI

YT106bI CO6paTh Hacoc FMS VUEII, BbinonHUTe cnegytouine AeicTBus:

1. MoacoeanHNTe Kabenb NMTaHUSA K pa3bemy MUTaHKS.

2. MopacoeamHnTe APYroi KOHEL, Kabens NUTaHWs K 3ajHel naHenn Hacoca.

3. MNogknoumnTe NpuUHaANeXHoOCTN K Hacocy (PucyHok 1).

4. BKNIOUYNTE HAacoc, Haxas Ha BbIK/t0YaTesie NUTaHWUA Ha NepesHein naHenu
Hacoca (PucyHok 1.). Ha gucnnee oTobpaxkaetcs Bepcus NnporpaMMHoro obec-
NeyeHuns, a 3aTeM — Haya/lbHble HaCTPONKMN.

'a B
I I IO 17 Mepekntoyatenb WIraHHA

1/ TIHKTNKNABHLLIHMN ne,u,anb
N

MynbT ANCTAHLUOHHOTO
yrpaBeHHX

PyTaTka cepuH TopHago 6e3 KHOMOK.
PykosTka cepuH TopHago ynpasnsemas

Puc I. MopacoeanHeHve MeAeLUHCKUX U3fLennii K Hacocy lMoacoeAnHeHune u

oTCcOoefuHeHMe TpybOK Hacoca
Ana nogcoegnHeHns nojaroLLein TpyoKu:
MpumeHATe aceNTUYECKYI0 METOAMNKY.

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

4. Turn the pump ON by pressing “|” on the power switch on the front of the
pump (Figure 1). The software version appears on the display followed by the
initial settings.

Power Switch

Foct Pedal (optional)
Remote Hand Control (optional)
Handpiece (optional)
Fig 1. Connect medical devices to the pump
Connecting and Disconnecting Pump Tubing
To connect the Inflow Tubing:
Use aseptic technique.

Fig 2. Remove Tube from Package
1 Remove the Inflow tubing from the package and close three (3) white
clamps on the Inflow tubing (Fig 2.).
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Fig 3. Position the Green Autolock on the Pump
2. Lift the door and position the green autolock on the tube in the green
autolock slot on the pump (Fig 3.).
3. Place and center the tube around the roller.

Puc 2. i3BneveHmne TpyoKn 13 naketa
1. M3BnekuTe nojaroLwyo TpyoKy 13 ynakoBKU 1 3aKpoiTe Tpu 6enbiX 3a-
XMMa Ha nogatoulei Tpyoke (puc 2.).

Puc 3. PacnonoxeHue 3e/IeHOr0 YyCTPOMCTBa aBTOMAaTUYeCKOM (ukcaunm Ha Fig 4. Place and Center the Inflow Tube on the Pump

Hacoce 4. Pull gently on the tube to engage the tube fitting
2. TlogHuMWKTE ABEpLY M PacrnonoXxuTe 3e/eHoe YCTPOUCTBO aBTOMAaTHYe- lock while maintaining tension on the tube (Fig. 4).
CKOW thukcaumn Ha Tpy6bKe B 3e/1eHOM NMpope3n aBTomaTu4yeckon ukca- CAUTION: Make sure the transparent tubing connection is securely posi-
LuKn Ha Hacoce (puc 3.). tioned in the auto-lock to avoid damage to the tubing. Make sure the tubing is
3. Pacnonoxute 1 BbIPOBHAWTE N0 LEHTPY TPYOKY BOKPYT ponuka. centered in the pump roller groove.
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Puc 4. PacnonoXeHune v BbipaBHMBaHWe N0 LEHTPY NagatoLein Tpy6KmM Ha Hacoce
4. OCTOpPOXHO NOTSAHMTE 3a TPYOKY, 4TOObI TPYOKa pacnonoxmiach

HanpoOTMB YCTPOINCTBA aBTOMATUUYECKOW (hMKCaL MW, COXPaHAs HaTaXe-
Hue Tpy6KN (puc 4).

MPEAYMPEXOEHWE. Y6egntech, 4TO Npo3payHblii pasbem TPYOKM HaAEXHO

3aKpensieH B yCTPOMCTBe aBTOMaTNUYeCKON (hrkcauum Bo n3bexxaHme nospexae-

HUA TpybKW. YbeauTecb, 4TO TPy6Ka OTLEHTpPOBaHa NO POSIMKOBOIN KaHaBKe

Hacoca.

4 NMopt
6bl0TPOPA3bEMHOTO
{loegnHeHnsa

1 Tpy6ka 6bicTpOro
0>e[IMHEHMUSA B NopTe 2 [lepxaTesnb Kamepbl
HanonHeHus

3 CumBON Ha Kamepe
HanonHeHns

Puc 5. Pacnono)eHne Kamepbl Hano/IHEHNSA
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4 MopTt
6blcTPOpPa3bENHOTO

1 Tp~ o 6bicTporo

COeflHEHUS B N\3Te 2 [epxaTenb tOMepbl
HanonHeHus

~ 3 CumBON Ha Kynepe

Fig 5. Position Fill Chamber

CAUTION: Make sure the Quick Connect port is open before inserting the

Quick Connect tube. To open, press down on the lever at the top of the port

4).

@ 5. Connect the pressure sensor Quick Connect tube (1) to the fill cham-
ber port on the FMS VUE Il pump (Fig 5.). The connector clicks
when it is locked.

6. Position the Fill Chamber in the Fill Chamber bracket (2).
7. Close the pump door.

WARNING: Do not invert fill chamber at any time.

Position the chamber in the bracket below the pressure sensor connection.

Make sure the white clamp on the pressure chamber is closed.

CAUTION: When placing the fill chamber in the bracket, make sure that the

fill chamber symbol (3) is facing toward the user and tubing is not twisted.

Improper positioning could cause the tube to twist and obstruct the flow of

fluid.
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NMPEAYNPEXAEHWE. Y6eauTech, 4To NOPT ObICTPOPA3bLEMHOIO COEANHEHNS
OTKPbIT, NPeXJe Yem BCTaBNATb TPYOKY 6bICTPOro coeuHeHMs. UTo6bl OTKPbITb
ero, HKMWUTE pblyar B BepxHel yactu nopta (4).

5. MopcoeanHUTe AaTyMK gaBneHus Tpyoku BbicTporo coeanHeHuns (1) K
NopTy Kamepbl HanonHeHns Ha Hacoce FMS VUEII (puc 5.). KoHHeKTOp
MPOW3BOAUT LLENYOK MPKU hrKcauuu.

6. Pacnonoxute Kamepy HamnofIHEHUA B fepXaTene KaMepbl HamnosSIHeHUs
(2).

7. 3aKpoiiTe gBepuy Hacoca.

NMPEAYNMPEXAEHWME. Hukorga He nepeBopaynBaiTe Kamepy 3anofHeHns.
PacnonoxuTe Kamepy B ep>katene nofj pasbemMoM gaTymka jaBneHus. Yoenm-
Tecb, 4YTO 6e/bIi 3a)KUM Ha HaMoOPHOW KaMepe 3aKpbIT.

MPEAYTIPEXAOEHWE. Mpn pasMelleHUN Kamepbl 3ano/IHEHUA B Aepkartene
ybeanTechb, YUTO CUMBOJ Ha Kamepe 3anosiHeHua (3) HanpaB/ieH K NONb30BaTesNto
n TpybKa He nepekpyyeHa. HenpaBunbHOE pacnosioXXeHne MOXXeT NPUBECTU K
nepekpyyYmMBaHuio TPYOKM M OCTaHOBKE ABVKEHUS XXUAKOCTH.

Puc 6. BeefeHve pa3bemMOB-LLINMOB B MELLKW A4 OPOLLIEHNSA
8. CHuMMWUTe KOonnayku C MppUrayyoHHbIX pasbeMOoB-LIWMNOB W BCTaBbTE
pasbembl-LLKNMbl B MELLUKK 415 opowweHuns (puc 6).
9. OTkpoiTe gBa (2) 3aXMMa Ha nogaroLmx TpybKax.
10. Haxxmute kHonky “RUN/STOP” (IMyck/CTon) 4ns BKHOYEHUA Hacoca.
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Fig 6. Insert Irrigation Spikes into the Irrigation Bags
8. Remove the caps from the irrigation spikes and insert the s
the irrigation bags (Fig 6.).
9. Open the two (2) clamps on the Inflow tubes.
10. Press the RUN/STOP pad to turn on the pump

Fig 7. Press FILL Chamber Pad to Prime Pump
11. To prime the pump, press and hold the FILL Chamber Pad until the
chamber is 1/3 full. Refer to the mark on the fill chamber shown in Fig
7.
WARNING: The pressure chamber must remain vertical during the procedure.
Make sure that the pump is positioned at the same level as the patient.
To connect the Intermediary tubing:
Use aseptic technique.
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Fig 8. Remove Blue Caps from Intermediary and Inflow Tubing and Connect
Intermediary Tube
1. STERILE OPERATOR: Make sure that the luer

Puc 7. Haxxatue kHonku HATMO/MHEHWA kamepbl 414 3an0NHeHNs Hacoca ened and pass the blue end to the non
11. Ans 3anoNHeHUs Hacoca HaXXMUTe 1 yaepxxusainTe kHonky HAMOJTHE- 2. NON-STERILE OPERATOR: Remove the blue caps from the inter-
HWA kamepbl, NoKa Kamepa He HamnoNHUTCA Ha TpeTb. CM. OTMETKY Ha mediary tube and Inflow tubing and immediately connect the Inflow
KaMepe HanonHeHuns, NoKasaHHY Ha Puc.7 Tubing luer-lock to the Intermediary Tube luer

MPEAYTMPEXAEHWE. HanopHaa kamepa Ha NPOTSXXEeHUN NpoLefypbl AO/HKHA
0CTaBaTbCA B BEPTUKA/IbHOM MOJIOXKEHUW. Y 6eAnTeCchb, YTO HAcOC PacnosioXeH
Ha O4HOM YPOBHE C MaLUeHTOM.

[ns noacoegnHeHNA NepexoaHO TPYyOKK:

MpumeHANTe acenTUYECKY MeTOANKY.

Fig 9. Open Clamp under Pressure Chamber
3. Prime the Intermediary Tube
chamber (Fig 9.)
To install the Outflow Tube:
Use aseptic technique.

Puc 8. CHATMe ronybbiXx KOMMA4yKOB C MEPEXOAHON M nojarollein Tpyoku u
NoAcOeAUHEHUNE MEPEXOAHON TPYOKN
1. CTEPW/IbHbI/ OMEPATOP: Y6eanTech B HafeXHO 3aKpenaeHuu -
3POBCKOr0 3aMKa W nepefarite ronyboil KOHel, HECTePUIbHOMY oMnepa-
TOopY.
2. HECTEPW/bHbI/ OMEPATOP: CHumuTe rony6blie KONnayku ¢ nepe-
X04HON Tpy6KM M nopjaroleii TpyoKn 1 cpasy XXe COeAUHUTE NIH03POB-
CKMIn 3aMOK noparlleil TpybKM € NHO3POBCKUM 3aMKOM MepPexoaHOo
TpybKm (puc 8.).

Fig 10. Position Outflow Tubing on Pump Roller
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Puc 9. OTKpbITME 3aXMMa NoJ HaMopHO KaMmepoit

3. 3anonHuTe NepexofHy TPyOKyY, OTKPbLU 3aXKMM NOJ HanopHO Kamepoi
(puc 9).
UT00bl YCTAaHOBUTb OTBOAALLYI TPy6KYy, BbINOMHWUTE cneaylolime Lei-
CTBUSA:
MpuMmeHANTe acenTUYECKY0 METOAMKY.

Puc 10. PacnonoxeHune oTBogALLEN TPYOKM Ha pOMKe Hacoca
1. W3BnekuTe 0TBOAALLYIO TPYOKY M3 YMaKOBKU.
2. CTEPWU/MbHbLIN OMEPATOP - nepepaiiTe BbIBOAHOW KOHeL, 0TBOASA-
e Tpyo6KM HeCTePUNIbHOMY OnepaTopy (AeXYPHOW MefcecTpe).
3. lMogHMMWTE NpaByto ABepLy Hacoca n PpacnoioXnTe OpaHXXeBoe YCTPOil-
CTBO aBTOMATMYeCKOW (huMKcauum B OpaHXeBOW npopesn aBTOMaTuye-
CKoi thnkcaumm Ha Hacoce (puc 10.).
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1. Remove the Outflow Tubing from the package.
2. STERILE OPERATOR - Pass the waste end of the suction

non-sterile operator (circulating nurse).
Lift the right pump door and position the orange autolock in the orange
autolock slot on the pump (Fig 10).

Close Pinch Valve

Place and center the tube around the roller.

Pull gently on the tube to engage the tube fitting opposite the auto
while maintaining tension on the tube. CAUTION: Make sure the
transparent tubing connection is securely positioned in the auto
avoid damage to the tubing. Make sure tubing is centered in the p
roller groove.

Close the right pump door.

Rotate the Pinch Valve to the vertical position to open.

Insert both tubes into the Pinch Valve slots.

Rotate the Pinch Valve to horizontal |X)sition to close (Fig 11.).
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Puc 11. 3akpbiBaHue 3anopHoOro KnanaHa

4. PacnonoXxwuTe v BbIPOBHAWTE NO LEHTPY TPYOKY BOKPYT POJSIMKA.

5. OCTOpPOXHO NOTAHUTE 3a TPYOKY, UTOObI TPYOKa pacnonoXmnnach Hanpo-
TUB YCTPOMCTBA aBTOMaTMYeCKOW (uMKcaLumn, COXpaHAs HaTsKeHUue
Tpyo6KU.

NMPEAYNPEXOEHWE. Y6eantecb, 4To Npo3payHblii pa3bem TpyOKM HafeXHO
3aKpeneH B yCTPONCTBE aBTOMATMUECKON (huKcaLum Bo n3bexaHue nospexae-
HUA Tpy6ku. Y6eamTecb, 4to TpybKa OTLEHTpPOBaHa MO POSIMKOBON KaHaBKe
Hacoca.

6. 3akpoliTe NpaByto fBepLy Hacoca.

7. TloBepHWUTe 3anOpHbIA KnanaH B BEPTUKANbHOE MONOXKEHWE, YTOObI OT-
KpbITb €ro.

8. BcTaBbTe 06e TpyOKM B rHe3aa 3anopHOro KnanaHa.

9. TloBepHMUTE 3aMOPHbINA KnanaH B rOpU30HTaIbHOE NMONOXKEHME, YTOObI 3a-
KpbITb ero (puc 11.)

Puc 12. MopcoefnHeHne KOHTelHepa ans cbopa oTpaboTaHHOM XUAKOCTU
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Fig 12. Connect Waste
10. Insert the waste end of the outflow tubing into waste collection (Fig
12)).
Connecting the Handpiece - STERILE ZONE
Sterile operator: Use this procedure to connect the handpiece in the sterile
zone.
Use aseptic technique.
Insert the tube labelled “SHAVER” onto the h
Connecting the Cannula- STERILE ZONE
Sterile operator: Use this procedure to connect the Cannula in the sterile zone.
Use aseptic technique.
Insert the tube labelled “CANNULA” onto the Cannula suction port.
Tubing Connections for SOLO Mode
To operate the pump in SOLO Mode (irrigation and handpiece control only):
Before operation:
1. Make sure the pump tubing is connected.
2. Connect the Inflow Tubing.
3. Connect the Intermediary Tubing.
End of Operation
To end operation:

Fig 13. Close the Clamp under the Pressure Chamber
1. Close the clamp underthe pressure chamber (Figure 13). When another
surgery is scheduled for the same operating day, leave the Inflow Tub-

ing.
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10. BcTaBbTe BbIBOAHON KOHeL, 0TBOASALLEN TPy6KM B KOHTeliHep Ans cbopa
oTpaboTaHHOI Xuagkoctu (puc 12.).
MoacoegnHeHne HakoHeyHnka - CTEPUJIBHAA 30HA
CTepunbHbIA OnepaTop: WCNONb3yinTe 3Ty npouesypy Ans MNoACOeAUHEHUS
HaKOHEeYHNKa B CTEPU/IbHON 30HE.
MpuMeHARTE aCENTUYECKYIO METOLMKY.
MogcoeannnTe Tpy6Ky ¢ MeTKoii “LUEMBEP” k nopTy acnupayun HakoHeu-
HUKa.
MopgcoeanHeHue kaHtonm - CTEPUNBbHAA 30HA
CTepunbHbIA onepaTop: UCMNOJMb3YiTe 3Ty Npouesypy 415 MNOACOeANHEHUSA Ka-
HIO/IN B CTEPU/IbHOM 30HeE.
MprMeHARTe acenTUYECKYH MeTOANKY
MopcoennHnte TpybKy ¢ MeTkoin “KAHKOJ/1A” K nopTy acnupaumm KaHou.
MopcoeanHeHne Tpyo6oK ana pexxuma SOLO
YT106bI MCNO/b30BaTb Hacoc B pexxnme SOLO (TO/IbKO OpOLLEHUe 1 yrpaB/eHne
HAaKOHEYHNKOM):
[o Hayana paboTbl:
1. Y6eantecb, 4To TPy6KM Hacoca NOACOEANHEHDI.
2. MopcoeanmHnTe NoJaroLLy0 TPYOKY.
3. MNopacoefmHUTE NepexoHy TPYyOKy.
3aBepweHne paboTbl
[ns 3aBepweHnsa paboTbl BbINOMHUTE CReaytouine 4eliCTBUSA:

Puc 13. 3akpblBaHue 3a)XUMa Noj HanopHOW Kamepoi
I. 3akpoiiTe 3aXuM nof HanopHowW kamepol (puc.13). Korga Ha aToT Xe
AeHb 3anfaHnpoBaHa gpyras onepawns, ocTaBbTe NOABOAALLYIO TPYOKY.
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Fig 14. Disconnect the Luer-lock Below One
2. Disconnect the blue luer-lock of the Inflow tube below the One
Valve (Fig. 14).

Fig 15. Press on Blue FLOW+ button (FLOW+)
3. Press the blue FLOW+ button on the 5
patientjoint (optional) (Fig. 15).
4. Rotate the Pinch Valve to the vertical position to release the tube.
5. Remove the orange suction tubing and discard according to hospital
regulations.
Set Up for Next Operation

Fig 16. Remove Intermediary Tube
1. STERILE OPERATOR: Check that the luer
and pass the blue end to a non
2. NON-STERILE OPERATOR: Disconnect the used One
and immediately connect the new Intermediary Tube with the One
Way Valve.
End of Operating Day
At the end of the operating day, remove and discard all tubing according to
approved hospital procedures. Turn off the pump.



ueKuybynines infOVYiCit

camum*or'

Puc 14. OTcoeanHeHMe N03POBCKON0 3aMKa Noj 0AHOX0A0BbIM K/anaHoMm
2. OTCOeAMHNTE CMHUIA NO3POBCKMIA 3aMOK NojaroLent Tpyo6Ku nog ogHO-
X0[10BbIM KnanaHom (puc. 14).

Puc 15. Haxatue rony6oi kHonku FLOW+

3. ina ypaneHnsa XuWAKOCTW U3 cycTaBa NaumeHTa HaXMuUTe rony6yto KHOMKY
FLOW+ Ha NATUKNaBULIHYI MaHesnb (He BXOAWUT B KOMMEKT MocTaBku) (puc.
15).

4. MNMoBepHWTE 3an0OpHbIA KnanaH B BepTUKaNbHOE MOM0XeHue, 4Tobbl 0CBO6O-
OUTb TPYOKY.

5. CHUMUTE opaHXeBYyl0 TPy6Ky acnupauun n yTunusnpyite ee no npasmiam,
MPUHATBIM B YUPEXAEHUN.

MoaroToBKa K cnefytoLLein onepauum

Puc 16. CHATME nepexoaHOM Tpy6Ku
1. CTEPW/IbHbIV OMEPATOP: Y6eauTech B HafeXXHO 3aKpenaeHnun Nio-
3POBCKOr0 3aMKa W nepefjainte rony6oii KoHel HeCTepUIbHOMY onepa-
TopYy.
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2. HECTEPW/IbHbIA OMEPATOP: 0TCOeAMHUTE WCMOMb3YeMbI OAHO-
X0A0BOV KnanaH 1 cpasy e CoenHNTe C HOBOW NepexoaHo TpyOKol ¢
04HOXO0/[0BbIM KNanaHoM.

3aBepleHne onepaLMoHHOro AHA

B KOHLe onepaLoOHHOIO AHSA U3BNEKUTE U YTUAN3NPYIATE BCe CUCTEMbI TPY6HOK
B COOTBETCTBUM C

YTBEPXAEHHbIMW  Mpoueaypamn  MeAWLUHCKOTO yupexaeHus. OTKAwunTe
Hacoc.

MoTeHyManbHble NoTpebuTenn MU Potential users of MD
3TO n3genne MOXeT MCNOMb30BATbCS TObKO XMpypramu, nposogaawmnmm aptpo- This equipment may be operated only by arthroscopic surgeons. The surgeon

CKOMnYyeckmne onepaunn. Xupypr, UCNonb3yLWnin n3genve, fomkeH obnagate using this device must be trained in arthroscopic surgical procedures, be aware
HaBbMncamy NPoBeAeHNs apTPOCKOMUYECKUX XUPYPrnyecknx npoueayp, 3Hatb o of the risks associated with those procedures, and have current knowledge of
pricKax, CBA3aHHbIX C 3TUMK NpoLeaypamu, n obnagaTb akTyanbHbnuM 3HaHMAMKM  technological advances in surgical products

0 TEXHUYECKOM Nporpecce B 061acT XMPYPruyecknx n3gennii u MeTofos. and techniques.

Ycnosua npuMmeHeHusa/akcnnyatauun MU Use/operation conditions of MD
Ycnosus akcnayataumm Operation conditions
BnaxHoCTb 30% - 75% Humidity
TemnepaTypa +10°C-+40°C Temperature
JaBneHune 700-1060 munnnbap Pressure
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OMUCAHUE OCHOBHbIX @ YHKLMOHA/IbHbBIX 3/IEMEHTOB MU U MPUHLMMbI AENCTBWA/ DESCRIPTION OF MAIN FUNCTIONAL
ELEMENTS OF MD AND PRINCIPLE OF OPERATION

OnwncaHne 0CHOBHbIX y3108 MU Description of the main MI nodes

Hacoc FMS VUE Il ynpasnaeT opoLlleHnem n acnupauuein Hesasncumo, 6na- The FMS VUE Il pump controls irrigation and suction independently which can
rogaps YeMy pPUCK NpocaynBaHUsA XXUAKOCTU B TKaHb CBOANTCA K MUHUMYMY, help minimize the

TaK KakK UCKN0YaeTca He06X0ANMOCTL YBeMUYeHNa AaBneHnsa XXUAKocTu B cy- risk of tissue extravasation by elminating the need to increase fluid pressure in
cTaBe. Hacoc moxeT paboTatb B pexxume DUO unu B pexxume SOLO: the joint. The pump may be operated in either DUO or SOLO mode:

» Pexxum DUO (opolueHune, ynpasBieHne HakOHeYHUKOM n acnupauusa). Mpun « DUO Mode (irrigation, handpiece control, and suction). When operating in
paboTe B pexxume DUO Hacoc o6ecrieqmBaeTt opoLLeHmne, ynpasneHne HakoHed- DUO mode, the pump provides irrigation, handpiece control and suction.
HUKOM W acnmpaymio.

* Pexkum SOLO (opolueHune v ynpaBneHne HakoHeyHUKom). MNpu paboTte B pe- « SOLO Mode (irrigation and handpiece control). When operating in SOLO
Xume SOLO Hacoc o6ecrneynBaeT OpoLlleHne 1 ynpasieHWe HakoHeYHUKOM. mode, the pump provides irrigation and handpiece control. SOLO mode is ac-
Pexxum SOLO akTmBmpyetca HaxaTuem KHornku “SOLO” Ha naHenu ynpasne- tived by pressing the SOLO pad on the control panel

HWS.

* i 1t .

/

DUO Mode Connections SOLO Mode Connections
CoeauHeHus B pexxume DUO CoemHeHus B pexxkume SOLO

Puc 17. Cxema nogknwoyveHns MU
Fig. 17. MD connection diagram
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O6uwee onucaHne hyHKLNOHaNbHbIX anemeHTOoB MW/General description of functional elements of MD

Puc 18. MepefHAa naHenb Hacoca v WweliBepa 4NA apTpockonuyecknx smewarenscte FMS VUE 11/

AnemeHT
Mpo3payHble 3aWnT-
Hble ABepLbl
Irrigation  (Opowe-
Hue) bapabaH Hacoca
ANS OpoLeHuns
Pressure ([aBneHue)
KHonkn  perynupo-
BaHWA faBneHua (MM
pT. CT.)

Pressure  gucnnen
pasneHua  (Mm  pT.
CT.)

OnwncaHue
Ans  QyHKUMOHMPOBAHUA  Hacoca
ABEPLbI JOMKHbI ObITh 32KPbITHI.
Ob6ecneymBaeT NPUTOK XULKOCTMW.

YnpasnsfeTr ypoBHeEM [aBJfieHUA C Lla-
romMm 5 MM pT. CT.

OTpaxaeT Ha jucnnee yCTaHOBOYHOE
[aBNeHNne, B TO BPEMS KaK HacTpauBa-
eTcs 6a30B0€ AaBneHune, a Taloke AuHa-
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Element
Transparent safety
doors
Irrigation roller
pump
Pressure adjustment
pads (nrniHQ)
Pressure display
(mmHg)

Doors must be closed for pump opera-
tion.

Provides fluid inflow.

Controls the pressure level in increments
of 5 mmHg.

Displays both the preset pressure when
the base pressure is being set, and the dy-
namic pressure following the release of
the pressure adjustment pads.
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FLOW+ HacTpoiika
oTcacblBaHMA

Shaver (LLeliBepa)
Ovcnneil  ckopocTm
(06./MUH)
Shaver KHonku Bbl-
6opa CKOpOCTH
(06./MuH.)

Suction (OrTcacblBa-
Hue) bapabaH Hacoca
AN18 oTcacblBaHUSA
Suction Pa3bem asB-
Tohukcaumum

AHTeHHa PYN [

3anopHbIi KnanaH

Shaver HacTpoiika
oTCacblBaHUS  LUEA-
Bepa

KHonka pexxunma
SOLO (COJIO)
Boikntoyatens

MopknoyeHne Hox-
HOro nepekstya-
Tens

KHonka RUN/STOP
(MYCK/CTOM)

MWYEeCcKoe [aB/ieHNe MOCpPeacTBOM OT-
MyCKaHWsi KHOMOK PerynnupoBaHus Aas-
NeHns.

HacTpoiika CKOpOCTV NMOTOKa Yepe3s Ka-
HIOMHO.

OTo6paxeHune npeaBapuTeNbHO
HaCTPOEHHbIX CKOPOCTW U Harpasne-
HWS BpaLLeHus.

YBenuunBaeT WM YMeHbLIAeT CKO-
POCTb BPaLLEHUS PYKOSTKM.

OGecneunBaeT OTTOK XUAKOCTH.

duKcmpyet cucTeMy TpyboK Ha MecTe
BOKpYr 6apabaHa Hacoca AN oTcachl-
BaHus (Suction).
Onpegenser npaBUbHYHO
Tpy6OK Hacoca.
ABTOMaTUYECKN NPUXOLUT B ABMXKeE-
Hue, KOrfa BpaLlaeTcs pyKosaTKa, 1 Bbl-
O6upaeT COOTBETCTBYHOWYIO TpybKY
AN5 oTcacbliBaHUS.

YBennumnsaet N yMeHbLIaeT PYHKLAIO
oTcacblUaHNs Ha PyKOATKE.

cuctemy

HaxXmuTte 418 NepeklovYeHns B peXnm
SOLO.

O6ecrneunBaeT nojavy afieKTponura-
HUA Ha Hacoc

[THe3n0 418 MOAKMOYEHUss 5-KHOMOY-
HOro HOXXHOTO MepektoYaTens.

3anyckaeTt 1 ocTaHaBMBaeT Hacoc.
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FLOW+
setting
Shaver speed display
(RPM)

Suction

Shaver Speed Selec-
tion pads (RPM)
Suction roller pump
Suction Auto-
locking slot

RFID antenna

Pinch valve

Shaver Suction
setting

SOLO pad
Power Switch

Foot Pedal
connection
RUN/STOP pad
Remote hand control
connection
Handpiece interface
connection

Fill Chamber pad

Sets the flow rate through the cannula.

Indicates

direction of rotation.
Increases and decreases
speed.

Provides fluid outflow.
Locks the tubing in place around the suc-
tion roller pump.

handpiece

Detects correct pump tubing.

Moves automatically when the hand-
piece rotates and selects the appropriate
suction tube.

Increases and decreases handpiece suc-
tion.

Press to
Provides power to the pump.
Connection port for 5

Starts and stops the pump.

Connection port for the remote hand
control.

Connection port for handpiece or FMS
CONNECT Interface Cable (
separately,

representative for availability

Press to fill the pressure chamber.
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17 NMogkntoyveHne Py4y- [He3[0 AN NOAKMOYEHUS NynbTa Aun- 20 Fill Chamber Supports Fill Chamber.
HOro NyfnbTa AUCTaH- CTaHLWOHHOrO ynpasneHus. bracket
LUMOHHOIO Yynpasne- 21 Pressure sensor Connects/disconnects the pressure sen-
HUA quick connect port sor to the pump.
18  VHTepdeiicHoe noa- [He3mo ANS MOAKNOYEHUS PYKOSTKM 22 Irrigation Auto- Locks the tubing in place around the Ir-
KNIOYEHNEe PYKOATKN  nam  uHTepdeiicHOoro Kabend FMS locking slot rigation roller pump.
CONNECT (nocTtaBnsieTcs OTAeNbHO,
obpaTuTech K npeactasutento DePuy 23 Low pressure Alarm  Indicates low
Mitek, 4TOGbI y3HaTb O HanUuuUK). 24  High pressure alarm  Indicates high joint pressure.
19  KHonka Fill Haxmnte pana  HanonHeHus  Fill
Chamber  (kamepa chamber (kamepbl HanoHEHKUS). 25 BLOODSTOP™ When illuminated, indicates pump is in
HanoMHEHNS) Indicator BLOODSTOP mode.
20  3axwum Fill Chamber TMopaepXuBaeT Kamepy HanoNHEHWA
(kamepbl  HanosnHe- Fill Chamber
HUS)
21  [He3go bbicTporo [na nogkntoyeHua/ OTKNOYEHUS OT
MOAKMOYEeHNs faT- Hacoca AaTynka faB/eHus.
ynKa faBneHuns
22 Irrigation Pa3bem aB- ®PuKcupyet cuctemy TpyboK Ha MecTe
Tohukcaumm BOKpyr ©OapabaHa Hacoca Irrigation
(OpoweHus).
23  CwurHan TpeBorn O3HayaeT HU3KOe [aBneHne B CycTase.
Hwn3koro gaeneHus
24 CwurHan TpeBoru Bbi- O3HayaeT BbICOKOE [aB/eHWe B Cy-
COKOrO0 AaBfieHns cTaBe.
25  WHpukatop Korpa cBeTutcs, yKasbiBaeT Ha TO, YTO
BLOODSTOP™ Hacoc paboTaet B pexume
BLOODSTOP.

B0O3MOXHOCTb Y METOAblI MHTErpaunmn c Jpyrummn megnunHcKummn mnsgenn- The possibility and ways of integrating with other medical devices

AMU Together with the pump, medical probing instruments can also be used, bou-
COBMECTHO C HAacOCOM TaK)e MOTyT MUCMnofib3oBaTbca IHCTpyMeHThl MeauunH- gienage for arthroscopic operations {

CKMe 30HAMpPYIOLWKe, BYXXNpytoLne Ans NpoBefeHNs apTpockonuyeckux onepa- DePuy Mitek, Inc.

unin ( PC3 2010/07483 ) npomssoactea DePuy Mitek, Inc.
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TexHu4yeckune xapaktepmuctukm MW / Technical characteristics of MD
KoHcons FMS VUE M / Console FMS VUE U

CTeneHb 3aWUTbl OT MPOHUKHOBEHUA Mblnn 1 Bogbl 1P40
Ingress Protection Rating: 1P40

BoicoTa/Height: 21 £ 10% cm (cm)

WwupuHa/Width: 38,5 = 10% cm (cm)

Fny6umHa/Depth: 37 £ 10% cm (cm)

Bec/ Weight: 12,8+ 10% kr/ kg

BxogHoe HanpsxeHue/ Input voltage: 100-240 B (V)

YacTtoTal/ Frequency: 50/60 INu/ Hz

MakcumanbHO gonyctumas BxoaHas MmowHocTe/ Maximum allowable Input Power: 500 BA (VA)

HomuHan npepgoxpaHutenei: 5 A, 250 B, OTkntoyvatow,as cnocob6HocTb: H

CooTtBeTcTBYeT TpeboBaHMAM cTaHgapTa IEC 60601-1 B YacTu 3neKTpU4eckoi 6e30MacHOCT MeAULUHCKUX YCTPOMNCTB 1
COBMECTUMOCTb)

Fuse ratings: 5 Amps, 250 Volts, Breaking Capacity: H

Conforms to standard IEC 60601-1 Medical Device Electrical Safety and IEC 60601-1-2 (Electromagnetic Compatibility)

Hacoc n weliBep Ans apTpockonunyeckux smetlatenscts FMS VUE M oTHocuTcs K Knaccy 1B COOTBETCTBMU CO CTaHAAPTOM
KOHTaKT C NauWMeHTOM OTCYTCTBYeT). Tun m3onauum BF npumeHnM K Hacocam U LueiiBepy.
The FMS VUE Il pump is a Class 1device according to IEC 606061-1. (No electrical contact with patient). BF isolation applies to both pumps and shaver.

[Ovnana3oH gaBneHus B cyctase: 20-150 mm pT. CT. (C warom 5).

Korpga nasneHue ctabnnnsmposaHo, AnanasoH 6yget HaxoguTtbca B npegenax 20 % OT yCTAHOB/EHHOIO 3HAYEHUS.
Joint Pressure Range: 20-150mmHg (increments of 5).

When pressure is stabilized, levels will be within 20% of the set point.

CKopoCTb NMOTOKa Yepe3 KaHto N0 100-600M1/MUH

11penBapuTenibHO BblGpaHHas TOYHOCTb cocTaBnAeT +20 % MakCMManbHOro 3Ha4YeHWA NOTOKa B MUHYTY.
Cannula flow rate: 100-600ml/min.

Pre-selected Precision (£20%) of maximum flow rate.

CKOpOCTb noToka Yepe3 PyKOSTKY: 200-800 mMn/MuH
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MpeaBapuTensHO BbibpaHHas TOYHOCTL cocTaBnsAeT +20 % MaKCUManbHOro 3HaYeHUSA NOTOKA B MUHYTY.

Handpiece flow rate: 200-800 ml/min
Pre-selected Precision (£20%) of maximum flow rate.

O6opoThl iia pykosaTKe: 500-10000 06 / muH (C warom nosbiweHns 500)
Handpiece speed: 500-10000 rpm (increments of 500)

JKcnnyaTayMoOHHbIA LUKN PYKOSATKW: N0 1 MUHYTE KaXAble 6 MUHYT
Handpiece Utilization Cycle: 1 minute every 6 minutes

Acnupaynsa (0TTOK)

BCTPOEHHbIN 3aXMMHOM KflanaH Ha OTTOYHON CTOPOHe Hacoca MMeeT ABYX-
XOZ0BOW KfanaH, KOTOPbIA NO3BOMISET MCNOMb30BaTh ABa Pa3IMUHbIX OTTOY-
HbIX peXuma (pexuma BcacblBaHuA): acnupawms WeliBepa Uy acnupawuns Ka-
HioK. B pexxume DUO 3aKMMHOI KnanaH NOCTOSHHO NepektyaeTcs Mexay
ABYMS peXumamu 0TTOKa AN5 MOALEPXaHUS BHYTPUCYCTABHOIO AaB/leHUs.
Korpa weiBep akTUBMPOBaH, 3aXKMMHOI KnanaH OTKpbIBaeTcs, N03BONAA yaa-
NNTb XNAKOCTb M Aebpuc n3 cyctasa yepes weisep. Korga weiiBep He akTu-
BUPOBaH, 3aXVMHOW KnanaH No3BONsAeT yAansaTb XUAKOCTb U Aebpuc us3 cy-
CTaBa Yepe3 OTBOAALLYIO KaHHIO.

NapameTpbl acnupaynm

YposHu acnupauun KaHtonu/ To- Xonoctoir pexum - 100 mn/muH
TOK MWHUManbHaa ckopoctb - 200
MA/MUH
Hu3kasa ckopoctb — 300 MA/MUH
cpegHas ckopocTb - 500 mA/MUH
BbICOKas CKOpPOCTb - 600 Mn/MuH
YpoBHM acnupauunmn werisepa Xonoctorh pexum - 100 mMA/MuH
MWUHUManbHaa ckopoctb - 200
MA/MWH
Hu3Kasa ckopoctb - 400 Mn/MUH
cpefHAs cKopocTb - 600 mn/mMuH

BbICOKasi ckopocTb —800 MA/MUH
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Aspiration (Outflow)

An integrated pinch valve on the aspiration side of the pump has a two

way valve that allows two different outflow modes (suction modes):
shaver suction or cannula suction. This f

predicate device DUO+. Inthe DUO mode, the pinch valve is always
cycling between the two outflow modes to maintain intra

pressure. When the shaver is activated the pinch valve opens allowing
for the removal of fluid and debris from the joint though the shaver.
When the shaver is not activated the pinch valve allows for removal of
fluid and debris from the joint via the outflow cannula.

Suction options

idle 100mL/mir
min 200mL/mi
Cannula/Flow+ Suction levels low 300mL/mii
med 500mL/mir
high 600mL/min
idle: 100mL/mit
min: 200mL/mir
Shaver Suction levels low: 400mL/mir
med: 600mL/mir

high: 800mL/min
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MEPEYEHb N OMNUCAHWMNE MATEPUNANOB N3TOTOBNEHNA MW/LIST AND DESCRIPTION OF MD

HanmeHoBaHue MaTtepunan M Tun KoH-

TakTa
KoHconb FMS AIMg3 (nopowKoBoe NOKPbITME)  HeT KoHTaKTa
VUE II 6060 Al (NOpOLLKOBOE NMOKPbITHE)

HepykaBetowwaa ctans 303
6082 Al (nopoLWwKOBOe MOKPbITHE)
MonngennncynosoH Radel R 5100
GY 1137
AueTanb
OAHHBIE O MAPKNPOBKE M N EIO YINAKOBKE

O6paTuTech K MHCTPYKLMMN MO NPUMEHEHUIO

O6paTuTech K MHCTPYKLMW NO NPUMEHEHUIO

Homep no kaTtanory

REF
CepuitHbli HOMep
KonnuyecTtso
QTY

[arta n3rotosneHus

Vi
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Name

M aterial of MD

Console FMS AIMg3 (powder coated)

VUE I

6060 Al (powder coated)
303 Stainless Steel

6082 Al (powder coated)
Polapbernyl8ullone Radel
R5100 GY 1137

Acetal

DATA ABOUT LABELING OF MD AND ITS PACKAGING
Definitions of symbols used on the label

ol

®

SN

QTY

[nnnr

Consult instructions for use

Refer to instruction manual/booklet

Catalogue number

Serial number

Quantity

Date of manufacture
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NONSTERILE | HecTepubHO

Twn B. CooTBetcTBYyeT cTaHgapty M3K 60601
1

Twun BF. CootBeTcTBYyeT cTaHgapty MOK
® 6060M

B cootBeTcTBMY ¢ AnpekTusoii 2002/96/EC un3-
[envie JOMXXHO YTUAN3NPOBaTbLCS OTAENbHO. 3a-
npeLLaeTcs yTMAn3nMpoBaTb U3fenne BMecTe C
ObITOBBIM MyCOpPOM. [1n5 nofiyyeHns nHgpopma-
UMY No YTUNM3aLUU U3[eNns CBAXUTECH C TOp-
rosbiM npegcrasmtenem DePuy Mitek.
IP40 MeXAYHapOaHbIA PEATUHT 3aLUTbl

Made In CTpaHa U3roToBNeHNS

depfepanbHblii 3akoH (CLUA) orpaHuymnsaet
5 C Only NPoAaXxy 3TOro yCTPOCTBa BPa4OM UM MO €ro

YKasaHuto.
MN3roToBuTenb
mdJ
EC REP YNO/IHOMOYEHHbI NpeacTaBuTeNnb B EBponeit-

CKOM coobLecTBe
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NONSTERILE Nonsterile

Type B. Conforms to standard IEC
I t 60601

Type BF. Conforms to standard IEC

® 60601

Per Directive 2002/96/EC, product
must be collected separately. Do not
dispose of as unsorted municipal
waste. Contact your DePuy Mitek

Sales
Representative for disposal infor-
mation.
1P40 Ingress Protection Rating
Made in Made in

Federal Law (United States of Amer-
5 C Only ica) restricts this Device to sale by, or

on the order ofa physician.

Manufacturer

mJ
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KomnaHus Intertek Semko npounseena oueHKy EC Representative

cuctembl FMS VUE u ee npnHaagnexHoCTein Ha EC REP
e P - cooTBeTCcTBME cTaHAapTaM M3K-60601-1, 3-e
nsgavue, 2005 r. 1 M3K-60601-1-2:2007. bbino Intertek Semko evaluated the FMS
4008089 NoATBEPXXAEHO COOTBETCTBME HAcOCa U NMPUHAL- VUE System and its accessories per
NEeXHOCTeN yKaszaHHbIM CTaH4apTam. standards IEC-60601
MapkupoBka CE. KomnaHus DePuy Mitek 3asB- Intertek 2005 and IEC-60601
C&g NSIeT, YTO 3TOT NPOAYKT COOTBETCTBYET MOMOXKE- 4008089 pump
Huam Aupektusbl CoseTta 93/42/EEC o1 14 nioHs and accessories were found to be
1993 r. ¥ BHOCAWEN MONpaBKW [UPeKTUBE compliant.
2007/47/EC OTHOCUTENBHO MeAULUHCKUX n3ae- CE€ European Conformity
NN, 0086
Bcs BcnomoratenbHas JOKYMeHTauusa XpaHUTCs
Ha TEPPUTOPUU MPOU3BOAUTENS. n 1302“*CF Temperature
n 50°C Mpegen TemnepaTypsl -torC 5
-11912|<: < y-904 Humidity
/-90S [vana3oH BNaXXHOCTK
& .
10%-"A ~n~o60Tbar - Atmospheric pressure
~QEOMbT [vanasoH aTMOC(epHOro AaBneHus
A Caution
OcTopoxHo!
A p
IP58 Ingress Protection Rating
IP58 MeXxayHapOAHbIA PENTUHT 3aLuThbl
CPOK CNyX06bl U XpaHeHUS U3aenns Device service life and storage
CpoOK rofiHOCTM He OrpaHuM4YeH, NOCKOJIbKY HAacoc U PYKOSATKU aBNATCA  There is no shelf life, as the FMS VUE Il
MHOropasoBbIMU U3ENUAMU. The Lifetime of these products is determined by their service warranty which is 1
CapaHTUIHBIA Nepnog cocTaBnseT 1 rog. year.
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COtMIMS o r dctmex | [*BbMIPT

dopma nNocTaBKMU
YnakoBo4YHasi KOPobKa COAEePXUT:

« KoHcone FMS VUE Il

* Kabenb nutaHus

» PyKOBOACTBO MO 3KcnyaTayuu
PerncTpupyemble MeauUMHCKUE W34enusa,
NPOAYKTOB M MOCTaBNAAOTCA OTAE/NbHO,
MEPEYEHb CTAHOAPTOB MPMMEHUMbIX ANnA MEANUWNH-
CKOIo n3gennsa

NMEKT COOCTBEHHbIE KO/Abl

M3nenune cooTBeTCTBYIOT TpeboBaHnsaM EN 1ISO 13485 MeauunHckoe 060-
pypoBaHue - CuctemMa MeHe)KMeHTa KayecTBa - TpeboBaHusA gng HopMa-
TUBHbIX Leneid. MoMHbIA CNMCOK MPUMEHUMbIX CTaH4apTOB AOCTYMNEH Mo 3a-
npocy.
MEPEYEHb MATEPVMANOB XXNBOTHOIO U (W/1N) YENOBE-
YUECKOIO NMPONCXOXAEHWNA

HenpumeHnmo. [laHHOe MeLUUMHCKOe U3JeNne He COLEepPXUT mMaTepuansl
XWBOTHOIO ¥ (MNM) YeNOBEYECKOT0 MPOUCXOXEHNSA.
12. N"H®OPMAUWMA O MPOBEAEHHbLIX NCMBbITAHUAX, MPO-
TOKOJIAX WCMbITAHWUA, AHANM3E MONYYEHHbIX OAH-
HbIX

Hacoc 1 weiBep ana aptpockonuyecknx emewarenscte FMS VUE I
HopmaTuBbl 1 feknapauns npon3soguTens

— U3Ny4yeHuns

Y CTpONCTBO NpefHa3HayYeHo 418 UCNOIb30BaHUA MPU yKa3aHHbIX HUXe na-
pameTpax 3/IEKTPOMarHUTHOrO MONS OKpyXatoweh cpefbl. MokynaTenb
Wn Monb3oBaTeslb CUCTEMbI LO/HKEH 06ecneynTb 3KCnayarauuo npubopa

NcnbiTaHne CooTBeT-  3MEKTPOMAarHMTHOE Mofe OKpyXKatoLleli cpepl
Ha 3N1eKTPo- CTBMe - HOPMaTUBbI

MarHuUTHbIE

N3NyYeHus
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How supplied
The shipping box contains:
* FMS VUE Il
* Power Cord
e Operator’s Manual
Registered medical devices have their own product codes and are shipped
separately.

LIST OF STANDARDS APPLICABLE TO A

Device meet requirements EN ISO 13485 Medical device
system - Requirements for regulatory purposes. A full list of applicable standards
is available upon request.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This medical device does not contain materials of animal and / or
human origin.

12. INFORMATION ON THE TESTS CARRIED OUT, TEST REPORTS,
ANALYSIS OF THE OBTAINED DATA

FMS VUE Il

Guidance and Manufacturer’s Declaration

- Emissions

The FMS VUE Il is intended for use in the electromagnetic environment specified
below. The customer or user of the FMS VUE Il should ensure that it is used in
such an environment.

Emissions Test Compli
ance

RF Emissions Group

CISPR 11 1
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PY-usnyuve-
HM CISPR
11

PY-n3nyyve-
HM CISPR
n

FapmoHun-
yeckoe W3-
nyyeHue
IEC 61000-
3-2

dnnkep
IEC 61000-
3-3

Mpynna 1

Knacc A

Knacc A

CooTBeT-
CTBYeT

Cuctema FMS VUE Il ncnonb3yeT paguoya-
CTOTHYIO 3HEPrui0 TONbKO A5 BHYTPEHHe
paboTbl cucTemMbl. 103TOMY pagmMoyacToTHOe
N3Ny4YeHne oYeHb Mano 1 efBa M MOXET CO-
3faBaTb NOMeXu 415 PacnosioXXeHHOoro no6um-
30CTW 3/IEKTPOHHOT0 060pYyA0BaHUS.

Cuctema FMS VUE U nogxoaut gna skcnny-
aTaymmn B NHOBbLIX MOMeELLEeHNAX, BKIKOYAA XKN-
Nble AOoMa W MoMeLleHUs, HenoCcpeLCTBEHHO
NMOAKNOYEHHbIe

K HW3KOBO/IbTHON KOMMYHaNbHOW 3/11eKTpo-
ceTu, CHabXaloLled >Xuible fOMa 31eKTpo-
3Hepruei ana 66ITOBOro NOTpebneHus.
Cuctema FMS VUE Il nogxoaut 4na skcnny-
aTauum B NO6bIX MOMELEHUAX, BKIKOYAA XN-
Nble AoMa W MOMeLLeHUs, HEenocpeLCTBEHHO
NOAKNOYEHHbIE

K HW3KOBO/IbTHON KOMMYHaNbHOW 31eKTpo-
ceTu, CHabXarolled >Xuble fOMa 31eKTpo-
3Hepruei ana 6bITOBOro NOTpebaeHUs.
Cuctema FMS VUE Il nogxoaut gna skcnny-
aTauum B NO6bLIX MOMELEHNAX, BKNOYAA XKN-
Nble oMa W MOMeLLeHUs, HenocpeLCTBEHHO
NOAKNOYEHHblEe

K HW3KOBONbTHON KOMMYHaNbHOW 31eKTpo-
ceTu, CHabalolleil Xunble fOMa 31eKTpo-
3Hepruen 4na 66ITOBOro NOTpedneHus.

YCTpOICTBO NpeAHa3Ha4yeHo AN UCMOb30BaHNS MPY YKa3aHHbIX HUXe na-
pameTpax 3/eKTPOMAarHMTHOrO MONsA OKpyXatowieid cpedbl. Mokynartenb
MU NONb30BaTeNb CUCTEMbI JO/MKEH 06ecneynTb aKcnayaTayuio npubopa
B TaKMX YC/I0BUAX OKpYXKatoLLeid cpeabl.
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RF Emissions Class A
CISPR 11

Harmonics IEC Class A
61000-3-2

Flicker IEC 61000- Compli
3-3 es

The FMS VUE Il is intended for use in the electromagnetic environ-
ment specified below. The customer or
should ensure that it is used in such an environment.
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McnbiTaHue
Ha  Momexo-
ycTonyn-

BOCTb

3M  paspbiB
IEC 61000-4-
2

TecTupoBaHue
Ha  3MeKTpo-
6esonac-
HOCTb

IEC 61000-4-
4

Mmnynec ne-
peHanpsxe-
HKA

IEC 61000-4-
5

TECTOBbIA  ypo-
BeHb |IEC 60601

+/-8 KB, KOHTaKT
+/-15 KB, B034yX

+/-2 kB TOK B
3/1eKTPOCETH

+/-1 KB Ha
BxoAe/ BbIXoge
100 KTy yacToT-
HOe MOoBTOPeHne

+/-1 KB, (hasa-
(basa
+/-2 kB, (a3sa-
3eMns
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Cn-O™MbtJ.
YpOBeHb  3NEeKTPOMarHuTHoe
COOTBET- MOne OKpyXakuiein
cTBUA cpefdbl - HOpPMaTWBbI
+/-8 lonbl [JO/MKHBbI ObITb
KB, AepeBAHHbIMMN, GETOH-
KOH- HbIMW WX MOKPbI-
TakKT TbIMU  Kepamun4yecKoli
+/-15 NINTKOMN.
KB, Ecnn nonbl NOKPbLITHI
BO3A4YX CUHTETUYECKUM MaTe-
pvasoM, TO OTHOCK-
TeNbHas  BMIAXHOCTb
[,0/KHA COCTaBNATh He
meHee 30 %.
+/-2 KB KayecTBO  3neKTpo-
TOK B 3Hepruu B cetu
anek- [0O/KHO COOTBETCTBO-
Tpo- BaTb KayecTBy
cetu 3N1eKTPO3HEPrumn, no-
+/-1 kB paBaeMoil B KOMMep-
Ha yeckme  yupexpaeHus
BXoge/ vy 60NbHULBI.
BbIX0fe
100
Kly
4acToT-
Hoe no-
BTOpe-
Hue
+/-1 KayectBo  3neKTpo-
KB, 3Heprum B cetu
(pasa- [LLONXHO COOTBETCTBO-
(hasa BaTb KayecTBY 3Jiek-

TPO3Hepruu, nojasae-
MO/ B KOMMepueckue

Immunity
Test

ESD IEC
61000-4-2

EST IEC
61000-4-4

Surge IEC
61000-4-5

Voltage
Dips/
Dropout
IEC 61000-
4-11

IEC 60601
Test Level

+/-8kV
Contact +/-
15kV Air

+/-2kV
Mains  +/-
IkV  1/Os
IOOKHz
frequency
repetition

-f/-1kV
Line-to-line
+/-2kV
Line-
toground

100% Dip
for 0.5 Cy-
cle Single
phase at 0°,
45°, 90°,
135°, 180°,
225°, 270°,
315° 100%
Dip for 1
cycle and

Compliance
Level

+/-8kV
Contact +/
15kV Air

+/-2kV
Mains  +/
IkV  1/Os
IOOKHz
frequency
repetition

+/-1kV
Line
+/-2kV
Line
toground

100% Dip
for 0.5

cle Single
phase at 0°,
45°, 90°,
135°, 180°,
225°, 270°,
315° 100%
Dip for 1
cycle and



| f~ueKuybynines

\or ddBvdrivaw

+/-2
kB,
(basa-
3emns

HopmaTtmBbl 1 feknapauus npousBoauTens
— U3/YyYeHus

Y CTpoiicTBO NpeAHa3HAYeHO ANS UCMONb30BaHMS NPU YKa3aHHbIX HUXe na-
pameTpax 31eKTPOMArHWTHOTO MONs OKpyXatolwein cpefbl. MokynaTtenb
WU NONb30BaTeNb CUCTEMbI [O/MKEH 06ecneyunTb aKCnayaTauuo npubéopa

B TaKMUX YCNOBUAX OKPY>XKatoLLeii cpepl.

McnbiTa-
HMEe Ha
nomMmexo-
ycTonun-
BOCTb
Mage-
Hua/
npoBasbl
Hanps-
XeHus
IEC
61000-4-
1u

TECTOBbI  ypo-
BeHb LLUC 60601

100 % napgeHwue
Ha 0,5 ynkna
OpHohasH. npwu
0°,

45~ 90°,
180°,
225°, 270°, 315°

135°,

100 % napeHue

Ha 1 uymkn n 30

% nafjeHue Ha:

-25 umKnos
npu 50 Iy,

- 30 uuknos
npu 60 Iy,

YPOBEHb COOT-
BETCTBUS

100% nageHue
Ha 0,5 umkna
OpHodhasH.
npu 0°,

45°, 90°, 135°,
180°,
225°,
315°
100% napeHune
Ha 1 unkn n 30

270°,

% najgeHue
Ha:25 UWKIoB
npu 50 Ty

30 umknos npu
60 Ny,

100% napeHue
Ha:
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yupexaeHus
60/bHULbI.

3NeKTPOMarHuTHoe
none okpyxatoLiei
cpeibl - HOpMma-
TUBbI

Ka4yecTBo 3/eKTpo-
HeprMm B CeTu
[JO/MKHO  COOTBET-
CTBOBaTb Ka4yecTBYy
3NEKTPO3HEPTUN,
nofaBaemoii B KOM-
Mepyeckme  yupe-
XAeHUA nnn 60onb-
HULbI.

Ecnu nosnb3oBa-
TeN  ycTpolicTea
FMS VUE Il Tpe-
byeTtca obecneyunTb
HenpepbreHytw pa-
60Ty BO Bpems rme-
penafoB Hanpsxe-
HUA  3N1eKTPOCEeTH.

nnn

Power Fre-
quency
50/60HZ
Magnetic
Field IEC
61000-4-8

The FMS VUE Il is intended for use in the electromagnetic
environment specified below. The customer or user of the
FMS VUE Il should ensure that it is used in such an envi-

ronment.
Immunity
Test

Conducted
RF IEC
61000-4-6

30% Dip
for: - 25 Cy-
cles at 50Hz
- 30 Cycles
at 60Hz
100% Dip
for: - 250
Cycles at
50Hz - 300
Cycles at
60Hz

30A/m

IEC 60601
Test Level

3 Vrms 150
kHz to 80
MHz
6Vrms in
ISM bands
between

30% Dip
for: -

cles at 50Hz
- 30 Cycles
at 60Hz
100% Dip
for:

Cycles at
50Hz
Cycles at
60Hzs

30 A/m

Complian
ce Level
(v = 3
Vrms
(V2) = 6
Vrms
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100% napeHwue
Ha:
-250 ynknos
npu 50 Ny,
-300 ymknos
npun 60 Iy,
MarHut- 30 A/m
Hoe nosne
50 - 60
ruy
npo-
MblLL-
NeHHOl
4acToTbl
IEC
61000-4-
8

250
umknos npu 50
My

300
umknos npu 60
My

30 A/m

HopmaTuBbl 1 aeknapalus Npovu3BoAUTENS

— U3/yYeHus

Y CTpOIACTBO NpefHa3Ha4yeHo AN UCMOb30BaHMA NPY YKa3aHHbIX HUXE na-
pameTpax 3/MeKTPOMarHUTHOrO MOMS OKpyXatouleid cpeabl. MokynaTtenb
WM NONb30BaTeNlb CUCTEMbI AO/MKEH 06ecneynTb 3KCnyaTayuo npubopa

B TaKMX YCNOBUSIX OKPY>KaKLLei cpeabl.
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pekoMeHayeTcA
nogKn4atb
YCTPOWCTBO
FMS VUE Il K uc-
TOYHMKY Oecnepe-
O0MHOro MNUTaHUS
NN aKKYMYnsaTop-
Holi 6aTapee.

MarHuTHble  nons
NMPOMbILLUIEHHOW

4acToTbl  AOJDKHbI
OblTb  Ha YpOBHe,
CTaHfapTHOM  Afid
MPOMbHbINEHHbIX

npegnpuaTuin n me-
OVLUHCKUX  yuype-
XIAEHNA.

Radiated
RF IEC
61000-4-3

150KHZ
and 80MHz
80% AM at
IKHz

3 V/Im 80
MHz to 2.7
GHz 80%
AM at
IKHz

(E) = 3
Vim
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CMKXUMU or

McnbiTaHue
Ha nomexo-
ycTonuum-
BOCTb
HasefeHHble

PY nomexun
IEC61000-
4-6

N3nyyvaemble
paguoya-
CTOTHbIE MNO-

MexXu
IEC61000-
4-3

TecToBbIN ypo-

BeHb IEC
60601

3 B (CcpeaHeks.
Hanp.) oT 150
KMy o 80 MMy,

6 B (CpesHeKs.
Hanp.) B npo-
MbIMJIEHHOM,
Hay4YHOM 1 Me-
AVNLNHCKOM
AvanasoHe npu
yacToTe Mexay
150 klN'y 1 80
Ml y

80 % A npu 1
Ky

TB7m

80 MTIu-2,7
My,

80 % Anpu 1
Ky

YpoBeHb
COOTBET-

CcTBUA

(cpea-
HeKB.
Hanp.)
(V2)=6
B

(cpes-
HeKB.
Hanp.)

(E1) =3
B/m
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3N1EKTPOMAarHnTHOE
nose OKpy>XaroLLen
cpeabl - HOPMaTUBbI

MopTaTBHOE M MOBWb-
HOe KOMMYHMKaLMOHHOe
obopypaoBaHue crnefyeT
YAANUTb OT CUCTEMBI
FMS VUE Il Ha paccTo-
fIHNe, paccynTbiBaemoe
Mo HUXeNpuBeLeHHOWA

thopmyne.

D=(3,5/V1)(V P) 150
KMy — 80 MIy

D=(3,5/V2)(V P)

B MPOMbILU/IEHHOM,
Hay4YHOM 1 MefNLNH-
CKOM fuana3soHe npu yva-
ctoTe mexay 150 Kl'y n
80 MTI'y

D=(3,5/E1)(V P) 80-800
Ml

D=(7/E1)(V P)
800 MT14-2,5 Ty

Foe P - makcumanbHas
MOLLLHOCTb B BartTax, a D
- peKoMeHfOBaHHaa Au-
CTaHUWMA B MeTpax.

HanpsaXeHHOCTb Nong oT
CTauMOHapHbIX BbICOKO-
YaCTOTHbIX nepegatyn-
KOB, onpeaendemasd

mended Separations Distances for FMS-

The FMS-VUE Il is intended for use in the electromagnetic environment in which

radiated disturbances are controlled. The customer or user of the FMS

help prevent

electromagnetic interference by maintaining a minimum distance between
and mobile RF Communications Equipment and the FMS

below, according to the maximum output power ofthe communications equipment.

Max Separa- Separa-
Output tion (m) tion (m)
Power 150kHz  for ISM
(Watts) to Bands
80MHz 150kHz
D=(3.5/ to
vi)(V P) 80MHz
D=(3.5/
V2)(V P)
0.01 0.11667  0.05833
0.1 0.36894  0.18447
1 1.1667 0.58335
10 3.6894 1.8447
100 11.667 5.8335

Separa-
tion (m)
80 to
800MHz
D=(3.5/
E(

0.11667
0.36894
1.1667
3.6894
11.667

RFID Transmitter/Receiver Specifications

Frequency

RF Output Power (EIRP) Field Strength = 60.73 dBpV/m @ |Ometers

Modulation
Twnn aHTEeHHbI

ASK (Amplitude Shift Keying)
Spiral Loop PCB Antenna (Gain = 0 dBi)
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3N1eKTPOMarHMTHbIM UC-
CNef0BaHMEM Ha MecTe,
JIO/HKHO ObITb HMXKE
YPOBHS COOTBETCTBUA
(VI nEl).

B6113n o6opynoBaHus,
B COCTaB KOTOPOro BXO-
OUT nepejaTymk, BO3-
MOXXHO BO3HWKHOBEHWE
nomex.

PekomeHyeMble pacCTOSHUA ANA CUCTEMbI U LeiiBepa

CucTema npefiHa3HayeHa A1a JKcnayaralmMm B 3N1eKTPOMarHUTHON cpefe ¢
KOHTPONMPYEMbIMI NOMEXamy PagmoyacToTHOro u3nyyeHus. lMonb3osa-
Te/lb CUCTEMbI

MOXET MpeAoTBPaTUTL 3/IEKTPOMarHUTHbIE NOMeXn, obecrneymBas paccTo-
SHUE He MeHee MUHVMa/bHO JOMYCTUMOr0 MeXAy NepeHOCHbIM U MOBWNb-
HbIM PafMOYacTOTHbIM KOMMYHMKaLNOHHbIM 060pyfoBaHMeM (Nepegatyu-
KaMu) ¢ OfHOW CTOPOHbI, U CUCTEMOI C APYrO CTOPOHbLI, COrNacHoO npuee-
[EeHHbIM HVKe peKOMeHAaLmMsaM, B COOTBETCTBUM C MAKCUMAbHOWN BbIXOA-
HOM MOLLHOCTbK KOMMYHUWKaLNOHHOTO 060 pyJoBaHus.

MaKcu- paccTtof- paccTtosiHue (M) B paccTosiHme (M pacctosi-
ManbHas  Hue (M) 0 npombiwaeHHoOM, 0T 80 go 800 Hue (M)
BbIxoAHas 150 Kru 4 Hay4yHOM U mefun-  Mry, 800 MU o
MoLLHoCT 80 Mru UuHCKom gmanasoE D=(3,5/E1)}(V 2,5rrL
(BaTThl) D=(3,5A™ npu yacToTe MeXA; P) D-(7/EI)(
)(Vp) 150 kruy n 80 mru Vp)
D=(3,5A"2)('V P)

0,01 0,11667 0,05833 0,11667 0,233333
0,1 0,36894 0,18447 0,36894 0,73785

1 1,1667 0,58335 1,1667 2,3333
10 3,6894 1,8447 3,6894 7,3785
100 11,667 5,8335 11,667 23,333

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

Cneumndukayms npremo-nepegatymka
pagmMoyacToThl

13,56 MT'y
Hanps»keHHoCTb nonga = 60,73

UacToTa
PY BbIXxogHas

MOLLHOCTb Ab MKB/M Ha 10 M SNUNM ~ -24,04
(BNNM) LBMm
Mogaynauuns AM (aMnNAnTyaHasa MaHMnynayns)

N3oTponHas aHTeHHa 610Ka ynpasne-
Husa (AYX = 0 gbu)

Twn aHTEHHBbI

TPEBOBAHWMA BESOMACHOCTU N 3DPPEKTUBHOCTN MU
AnekTpobe3onacHoOCTb

TecTupoBaHue 31eKTP06e30NacHOCTU JO/MKHO BbINOIHATLCS MHXEHEPOM MO
MeAULUHCKOMY

000pyA0BaHNIO MU APYTUM YNONHOMOYEHHbLIM COTPYLHUKOM.

* PUCK NopaxeHUs 3NeKTPMYeCKMM TOKOM: He CHMMaliTe Kopnyc Hacoca. 3a
CEPBUCHbIM

obcnyxmBaHuem o06patuTecb B YMOJHOMOYEHHbI LIeHTp TeXHMYeckoro
061y>X1BaHNS K

PEMOHTA.

* 3anpeLaeTcs NOAKAOYATb YCTPOMNCTBO K MCTOUHUKAM 3M1EKTPUYECKOTO Mu-
TaHus, He

3a3eMJ/IeHHbIM [O/DKHbIM 06pa3oM. Eciv UCTOYHUK 3N1eKTPONUTaHUS He 3a-
3eM/IeH, NPUMEHSTE

KOHHEKTOp yCTPOICTBa BblpaBHMBaHWA NOTEHLMAMO0B.

* lMpn ouncTKe, CepBUCHOM OOCNMYXWBAHUM WAN OCMOTPe OTCOeAUHUTE
YCTPOIACTBO OT

3/1IEKTPOCETH.

* MepunogmMyeckn ocMaTpuBainTe Bce 060pyAoBaHMe 1 Kabenu Ha npeameT U3-
Hoca. B cnyuae

06Hapy>XeHNA NOBPEXAeHUS 3aMeHUTe U3fenve Wan BepHUTE ero B LieHTp
TEXHMNYECKOro
06CNYXXNBaHUS N PEMOHTA.
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MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Electrical Safety

« Electrical safety testing should be performed by a biomedical engineer or other
qualified person.

* Risk of electrical shock: Do not remove the pump housing. Refer servicing to
authorized Repair Service Center.

» Do not connect the device to a power source that is not properly earthed
(grounded). If the power source is not grounded, use the equipotential connector.
 Disconnect the device from the main power source when cleaning, servicing or
inspecting.

« Inspect all equipment and cables periodically for wear. If damage is noted, re-
place or return to Repair Service Center.

» Avoid fluid contact with the system and its electrical connectors.

* To avoid risk of fire, replace fuses with same type and rating

* Do not restrict access to the power switch. Ensure that the pump is positioned
so that access to power main is not obstructed. To remove all mains power from
the unit, disconnect the power cord from the appliance inlet.

e The FMS VUE Il pump power suppi

isolation between the power supply and the power main. Ensure that the place-
ment of the equipment does not interfere with access to the power supply cord.
Operating Warnings

e This equipment may be operated only by

using this device must be trained in arthroscopic surgical procedures, be aware
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 /136erainTe KOHTaKTa XUAKOCTU C CUCTEMOWN W C 3NEKTPUYECKMMUN KOHHEK-
TOopamu.

* C uenbio NpefoTBpaLLeHNA pUCKa BO3ropaHms 3aMeHsinTe npefoxpaHuTen
Ha

npefoXpaHUTeNN TOro e TUNa u HOMUHana.

MpegynpeaweHna npun aKkcnayaTaunm

* 310 060pyf0BaHME MOXET UCNOMb30BATLCA TONBKO XUpypramu, NpoBOAs-
WMMK apTpocKonuyeckme onepayun. Xupypr, UCNONb3YHOWMNIA 3TO YCTPOIA-
CTBO, foNXeH 06najatb

HaBblKamMu NPOBeAEeHNA apTPOCKOMUYECKNUX XUPYPTrUYECKUX NPOLEeAyYp, 3HaTb
0 pUCKax, CBA3AHHbIX C 3TUMU Npoueaypamu, 1 06nagatb akTyanbHbIMUK 3Ha-
HUAMU O TEXHUYECKOM Mporpecce B 061aCTV XUPYPruyeckMx NpoLyKTOB U
MeTO/0B.

* Mpu ncnonb3oBaHUN TPYH6OK C OZHOCTOPOHHUM K/lanaHOM, ec/in XUpypr BO
BPeMSA MaHUNYNALUIA C CyCTaBOM CO3faeT AOMONHUTENbHOE AaB/ieHue B Cy-
CTaBe, TO 3Ha4YeHWe [aB/ieHNs, yKasaHHOe AaTYMKOM Hacoca, He 6yAeT cooT-
BETCTBOBATb AeACTBUTENIbHOMY U3MEHEHUIO [aB/IEHUSA, YTO MOXET MPUBECTU
K 9KCTpaBasaumu.

* 3anpewaetca MCNonab30BaTb Hacoc pALOM C ApYruM 060pyAOBaHUEM WU
YCTaHOBJIEHHbIM B WTabenb ¢ Apyrum obopygosaHnem. Ecnm Heobxonumo
MCNoMb30BaThb YCTPOMNCTBO PSAOM Unu B WTabene ¢ Apyrnm ob60pyAoBaHMEM,
cnefyet Habnwgath 3a paboToli Kak Hacoca, Tak M Apyroro 060pyfoBaHus,
4TO6bI Y6Ee4NTLCA B X HOPMabHOW paboTe B JaHHOW KOH(UIypauuu.

* Ha paboTy MeanLMHCKOro 3/1eKTP0o060pyLOBaHUS MOXKET BMATb pacnoso-
YXEHHOe pAAOM NepeHoCHoe 1 MOBUIbHOE PafMo4acTOTHOE KOMMYHMKALMOH-
Hoe 060pyAOBaHue.

» laHHOe 060pyLOBaHNE Heflb3d UCMOMb30BaTb B MPUCYTCTBUY BOCM/IaMEHSA-
eMbIX CMeceil aHeCTETMKOB C BO3YyXOM, a TakXe B MPUCYTCTBUW BOCName-
HAEMbIX CMeCeil aHecTeTMKa C KUC/TIOPOLAOM UM OKCUAOM a30Ta.

 3aBOJICKME HACTPONKMN AONXKHbI MCNONb30BaTbCA TONLKO B KayecTBe PeKo-
MeHAaumnin. Xvpypr HeceT OTBETCTBEHHOCTb 3@ HACTPOIKY napaMeTpoB, OTHO-
CALLMXCA K XUPYPrMYecKoi onepawuu.

* HecobntoeHne COOTBETCTBYIOLLNX MHCTPYKLMIA MOXKET MPUBECTM K Cepbes-
HbIM MOCNEACTBUAM A4 NaLueHTa Npu XMpypruyeckom BmeLlaTe/IbCTBe.
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of the risks associated with those procedures, and have current knowledge of
technological advances in surgical products and techniques.

» While using the tubing with one-way valve, ifadditional joint pressure is created
by the surgeon during joint manipulation, the pressure displayed at the pump will
not reflect the pressure change, which could possibly lead to extravasation.

* Do not use the pump adjacent to or stacked with other electrical equipment. If
adjacent or stacked use is necessary, observe both the equipment and pump to
verify normal operation in the configuration in which it will be used.

e Portable and mobile RF communications

Electrical Equipment.

* Do not use in the presence ofa flammable anesthetic mixture with air, or in the
presence of a flammable anesthetic mixture with oxygen or nitrous oxide.

« Factory settings should only be used as guide

for settings pertaining to the surgical procedure.

» Failure to follow all applicable instructions may result in serious surgical
consequences to the patient.

e Use the FMS CONNECT Interface Cable to connect handpieces o

those manufactured by DePuy Synthes (

npeactasutento DePuy Mitek, 4ToO6bl

supported handpieces, refer to FMS CONNECT Cable for FMS VUE I
Instructions for Use. (P/N: IFU-111105).

e Any modifications to the system must be authorized by DePuy Synthes.
Modifying the device in a manner other than specified by DePuy Synthes may
result in injury. Contact Customer Service at 1

requests. Outside the United States, contact your local affiliate.

e The FMS VUE Il pump is equipped with a terminal for the connection of a
Potential Equalization Connector as required by Electrical Safety Standard IEC
60601-1 (nocTaBnseTcs oTAeNbHO, 06paTnUTECH

yToObl y3HaTb 0 Hanuumu). To install the connector, connect one end to the
terminal on the back of the pump. Attach the other end to the bus bar of the
electrical installation. The Potential Equalization Connector is provided to
prevent electric shock hazards by maintaining a constant potential (voltage) to all
exposed metal parts so a person cannot simultaneously make contact with two
different potentials. Use of the potential equalization connector should be
determined by the facility where itis in

distribution system.
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ml/icnonb3yinTe nHTepgencHbli kabeno FMS CONNECT gns nogcoefMHeHNs
APYTUX HAaKOHEYHWKOB, YeM Mpou3BefeHHble KomnaHuein DePuy Mitek (no-
CTaBNseTcsa 0TAeNbHO, obpaTtuTech K npeactasmtento DePuy Mitek, uTobbl
Y3HaTb 0 Hannuuun). VIHCTPYKLUWN 1 NOALep>KMBaeMble HAKOHEYHUKU NpuBe-
AeHbl B IHCTpyKUmMax no npumeHeHunto kabena FMS CONNECT pgnsa Hacoca.
(Homep no katanory: IFU-111105).

* JTio6ble MOANGMKALUN CUCTEMBI LOMKHbBI NPOU3BOAUTLCS TONIbKO C paspe-
WweHnsa komnaHmn DePuy Mitek. Mogndukauns nigenns He yTBePXAeHHbIM
komnaHueli DePuy Mitek o6pa3om MOXeT NnpuBecTn K TpaBme. O6paTnTech B
CNyX6y nogaep>xku no tenedoHy 1-800-382-4682 ¢ 3anpocomM 06 06Cnyxu-
BaHuW. 3a npegenamu CLUA obpaTtnTech B MECTHbIV (uamnan.

» Hacoc cHabXXeH KnemMoii AN NOACOeANHEHNA KOHHEKTOpa BblpaBHUBAHUS
noTeHUManos, Kak TpebyeTca cTaHAapToM 3nekTpobesonacHoctn M3IK
60601-1 (noctaBnsetca oTAenbHO, obpatuTtech K npeactasutento DePuy
Mitek, 4TO6bI Y3HaTb 0 HanMuuKM). na MOHTaXa KOHHEKTopa NoACoeAnHNTE
OfMH KOHel K KnemMMe Ha 3afHel naHenu Hacoca. NoacoefnHnTe Apyrom Ko-
Hel, K LWWHe 3/1eKTPOYCTaHOBKWN. KOHHEKTOP BblpaBHMBAHUSA

NOTeHLMaNoB NpeaocTaBnseTca ANa npeaoTBpalleHns onacHOCTen nopaxe-
HUS 3NEKTPUYECKMM TOKOM NyTem NOALEePXMBaHUSA MOCTOAHHOIO MOTEHLK-
ana (Hanps>XeHna) Ha BCEX OTKPbITbIX MeTa/IMYeCKUX YacTax, Tak YTo Yeno-
BEK He MOXeT 0JHOBPEMEHHO YCTaHOBUTb KOHTAKT C ABYMSA Pa3HbIMU MOTEH-
unanamu. Ncnonb3oBaHne KOHHEKTOPA BbIpaBHMBAHMWA MNOTEHLMA0B LO/IKHO
onpefenaTbCA yUYpexxAeHWeMm, rae OH YCTaHOBJIEH, HA OCHOBAHWUM CUCTEMbI
pacnpefeneHnsa 31eKTPO3HEPTUN.

* YCTPOWCTBO NPOLLUIO UCNbITAHUSA, U A1 HErO 6bISI0 NOATBEPXKAEHO COOTBET-
CTBME AONYCKaM ANns MeAUMLUUHCKUX n3genuii no ctaHgapty M3OK 60601-1-2.
3Tn gonyckun paspaboTaHbl 414 obecneyeHns pasyMHONM 3auThbl 418 TUMNNY-
HOro MeAMUMHCKOro 060pyA0BaHNsA OT HeAOMYCTUMbIX

noMex npu 6/M3KOM B3aMMHOM PacnofioXXeHWn YCTpoincTB. Ecnm paboTa
Hacoca NPUBOAUT K HEAONYCTMMbIM MOMeXaM, BbIK/IIOUNTE CETEBOE NUTaHME,
3aTemM CHOBa BK/OYMTE, YTOObl YCTAHOBUTH MPUYMUHY MOMEX, U3MEHUTE Me-
CTOMOJIOXEHWE CUCTEMbBI UK OTLENUTE ee OT APYrux

ycTpoicTs. Ecnm npobnemMy ycTpaHUTb He ydaeTcs, o6patuTecb B CyX6y
noagep>Xkn komnaHun DePuy no tenedoHy 1-800-382-4682. 3a npegenamu
CLLUA obpaTuTecb B MECTHbI hunman.
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» This device has been tested and found in compliance with limits of medical
devices according to IEC 60601-1-2 standard. These limits are designed to
provide resonable protection in a typ

interference when devices are located in close proximity. If the pump is causing
harmful interference, turn the main power off, then on again to determine the
cause of the interference, relocate the system or sepa

you cannot resolve the problem contact DePuy Customer Service at 1

4682. Outside the United States, contact your local affiliate.

e Accessories labeled “REUSABLE” must be processed only according to the
recommended procedures. Refer to the applicable Instructions for Use.

« Do not wrap handpiece, foot pedal or pump power cables around metal objects.
Wrapping cables around metal objects may induce currents that could lead to
electric shock, fire and/or injury to patie

* The use of accessories, transducers and cables other than those specified, with
the exception of transducers and cable sold by the Manufacturer of the ME
Equipment or ME System, may result in increased emissions or decreased
immunity of the ME Equipment or ME System.

* No parts of the FMS VUE Il system can be serviced or maintained while the
pump is in use.

« The product shall be used in accordance with instructions and standard aseptic
techniques, otherwise cross-contaminatio
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* 10NONHUTENbHbIE NPUHAANEXHOCTU ¢ nomeTKamn “REUSABLE” (MHoro-
pas3oBble) crefyeT obpabartbiBaTh TO/IbLKO B COOTBETCTBUU C PEKOMEHA0BaH-
HbIMY npoueaypamu. CM. npuMeHUMble VIHCTPYKUUKX NO MCNO/Ib30BaHWIO.

* He HamaTblIBaliTe Kabenu NUTaHWA HAKOHEYHWKa, NefanbHOro nepeksntya-
TeNs UAN Hacoca Ha MeTaninyeckune npegMeTbl. HamaTbiBaHMe Kabens Ha me-
TanInyeckune npesMeTbl MOXET UHAYLUPOBATb TOKW, YTO CNOCOGHO NPMBECTH
K yZapy 371eKTpUYecKUM TOKOM, BO3rOpaHuio, TpaBMe nauueHTa uam xupyp-
rMYecKoro nepcoHana.

* icnonb3oBaHMe MpUHaLNeXHOCTen, npuemonepesaTynkoB Unm kabenen,
OT/INYHBIX OT YTBEPXAEHHbIX, 3@ UCK/IOYEHNEM NPUEMONepesaTyMKoB N Ka-
Geneli, NocTaBnsAeMbIX Npon3BoanTenem gaHHoro ME o6opygosarvuns nnn ME
CUCTEMbI, MOXET YCUNNTb 3N1EKTPOMarHnMTHOe n3nyyeHue, reHepnpyemoe ME
obopyposaHuem nnu ME cuctemol, Uan CHU3UTb UX YCTOWYMBOCTbL K 3/1eK-
TPOMarHMTHbIM NOMEXaM.

* YacTu cucteMbl He nojasiexxar CEpBUCHOMY UM TEXHUYECKOMY 06CnyXunBa-
HWIO, MOKa HAaCOC HaxoAMTCA B aKCNayaTaunm.

NHPOPMALWA O NEKAPCTBEHHbBIX TPEMAPATAX N (MN1K)
PAPMALEBTUYECKUX CYBCTAHUWMAX BCOCTABE MU
HenpumeHumo. MN3aenne He COAEPXMUT N He NCMONb3YEeTCs B COYETaHUN C ne-
KapCTBEHHbIMU BELLECTBAMMU.

OMMCAHUWE METOAOB MOBTOPHOW OBEPAEOTKW W CTEPWU-
nn3ALNnM

HecTepunbHo

NMH®OPMALWNA O MPOLUECCE NMPOEKTUPOBAHWA, PA3PA-
BOTKE VU BANTMNJALUVN MPOTPAMMHOIO OBECIMEYEHWNA,
NCMONb3YEMOIO B M

MnaH paspaboTku MO gna gaHHOro m3genns 6bin paspabotaH B COOTBET-
CTBUK C OO MMK NpaBunaMm No 06ecrneyeHno KauecTBa, Kak onpefeneHo B
MnaHe pa3paboTky nporpaMMHoro obecnevyeHns FMS VUE Il (103094123).
Bepcusi MO 6ypaeT BbinylleHa kak 103271866, ped. A, B NpOU3BOACTBO B CO-
oTtBetcTBUN ¢ CO-103346495.

Knacc 6e3onacHocTu MO - B.

OYHKUMOHANBHAA MPOBEPKA

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

INFORMATION ABOUT MEDICINES AND (OR)
SUBSTANCES INCLUDED IN MD

Not applicable. Devices do not interact with medicinal and / or pharmaceutical
substances.
DESCRIPTION OF REPROCESSING AND STERILIZATION

Non sterile

INFORMATION ABOUT DESIGNING, ENGINEERING, AND
VALIDATION OF SOFTWARE USED

Software development plan for this device has been developed in accordance
with the overall quality assurance effort as defined in the FMS VUE Il Software
Development Plan (103094123).

The software version will be released as 103271866 rev. A, in pr

according to CO-103346495.

Software safety class - B.

FUNCTIONAL TEST
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B 3TOM pasfene cofgepXatca MHPopMauus o (yHKLMOHaNbHbIX NPOBepKax,
cooTBeTcTBYOWMe aupekTmee MIK 60601-1.

* (DyHKUMOHaNbHAs NPOoBepKa aKTUBHbIX 31IEMEHTOB;
* ()YHKLMOHaNbHas NpoBepKa 3anopHOro KnanaHa

JTa nposepka npefHasHavyeHa 414 MCNOJIb30BAHUA MONb30BATENAMM, 3HAKO-
MbIMW C MaTepuasoMm AaHHOTo PYKOBOACTBA UV OGMOMEAULNHCKUMU UHXKeE-
Hepamu/TexHukamu. Bce gpyrue TecTbl Ana onpegeneHns 6a3oBoro BbIXoza,
6e30MmacHOCTW, COOTBETCTBMUA W3[eNNA, MPUEMOYHbIE WCMbITAHUA, MYCKO-
Hanafo4Hble UCMbITAHUA, LO/DKHbLI MPOU3BOANTLCA NEPCOHANOM, 06YUYEHHbIM
1 aBTOpM30BaHHbIM KoMnaHuein DePuy Mitek. BHyTpu Hacoca HeT feTanei,
noasexalinx o6cy>XmBaH1o NoNb30BaTeNIEM.

NMPEAYNPEXOAEHWE. He moanduumnpyinte 310 060pyaoBaHue 6e3
aBTOpM3aUny N3roToBMTENS.

MPEAYNPEXAEHWE. OnacHOCTb NOpaXeHWUs afeKTpuye-
CKMM TOKOM. He oTKpbiBaliTe Kopnyc Hacoca.

MaTtepuansl, HeO6X0AUMbIE NS NPOBEPKN: TeCcTOBbI KOMMNAEKT Tpy6OK
0N 06CNyXXUBaHMA, HOMep nsgenns 284511

. CDyHKLI,I/IOHafIbHaﬂ npoBepKa aKTUBHbIX 3JTEMEHTOB

MpoBepbTe ABUTATENN U 3NEKTPOKIaNaH

1. BKAOUNTe HAcoc, HaxaB “|” Ha BblKAtOYaTene NUTaHUS Ha nepefiHen na-
Hefnn Hacoca.

2. YCTaHOBUTE TECTOBbIA KOMMMEKT TPy6oK, HOoMmep msgenusa 284511, kak
onucaHo B rnase 5.

3. Haxxmute “RUN/STOP” (Myck/CTon) Ans akTMBaLmm Hacoca U NpoBepKu
npaBWibHOCTN PaboTbl BCEX KOMMOHEHTOB:

e [lBUraTeNb UPpUraLMoHHOro Hacoca: OnNycTMB NeBYtO ABEPLY U NMOAHSB
npaByto ABepLYy, NPoBepbTe BpalleHne ABUraTens.
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This section provides functional tests that comply with the IEC 60601
rective.The following tests are provided:

* Functional test of active elements

 Functional test of pinch valve

This test is intended for use by readers who are familiar with the material in this
Manual or biomedical engineers/technicians.All

output, safety, product conformity, acceptance testing, commissioning ac-

ceptance testing, must be performed by personnel trained and authorized by
DePuy Mitek.There are no user servicable parts inside the pump.

WARNING: Do not modify this equipment without authorization of the manuf
turer.

WARNING: Electrical shock hazard. Do not open pump housing.

Materials required for test: Service Test Tubing Ref284511
* Functional test of active elements

Verify Motors and Electro-valve

1. Turn the pump ON by pressing on the power switch on the front of the
pump.

2. Install the QC test tubing Ref284511 as described in Chapter 5.

3. Press RUN/STOP to activate the pump and verify that the following compo-
nents operate correctly:

« Irrigation Motor: With the left door down and the right door raised, verify
that the motor rotates.

« Suction Motor: With the right door down and the left
the motor rotates.

» Electrovalve: With both doors raised press and hold the FILL Chamber
pad.The electrovalve should engage for 5 seconds.
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 iBAraTeNb acNMpaLMOHHOI0 Hacoca: ONycTMB NpaByto ABePLY M NOAHSB
NeByi0 ABepLYy, NPOBEPbTE BPalleHMe ABUraTENS.

» JnieKTpu4yecknii KnanaH: MogHAB 06e ABepubl, HAXMUTE U YAepXuBaiTe
kHonky “FILL Chamber” (3anonHeHne Kamepbl). DMEKTPUUECKUIA KnanaH
L0/KeH paboTaTtb 5 CEKYHA,.

e ®dyHKUMOHaNbHaA NPOBepPKa 3anopHOro KnanaHa

MoBepHNUTE 3aMOpHbIA KnanaH B BepTUKaNbHOE MONIOXKEHUE U YL0CTOBEPb-
Tecb, YTO OTKPbITbl 06€ CTOPOHbI.

TPEBOBAHUNA KTEXHUNYECKOMY OBC/TY XUBAHWNIO N PE-
MOHTY MW

3aBO/CKMe HacTPOKK

HacTpoliky Haya/lbHOro AaBneHUs BBOAATCA Ha OCHOBaHWW OMbITa; UX clie-
AyeT MCNONb30BaTb TONbKO B KayecTBe MeTOAMYECKMX YyKasaHWid. Xupypr
HeceT OTBETCTBEHHOCTb 3a HaCTPOMKM B 3aBUCUMOCTM OT BbIMOIHAEMON XU-
PYPruyeckoi npouesypsbl.

BHUMAHWE ! Puck nopaxeHns 3M1eKTPUYECKUM TOKOM: HE CHUManTe Kop-
nyc Hacoca. ObpaTuTecb K Toprosomy npepacrasutento DePuy Synthes nnu B
cnyx6y DePuy Synthes no pa6ote ¢ knmeHTamm B CLUA no TenedoHy:
+1-800-382-4682.

3a npegenamu CLUA CBAXMUTECH C MECTHLIM U/IEpPOM.

3anpelyaetca NOAKMOYATb YCTPOWCTBO K UCTOMHUKAM 3/IEKTPUYECKOTO NnTa-
HUA, He 3a3eM/IEHHbIM JO/IKHbIM 06pa3om. IMpu ouncTke, cepBnUCcHOM o6ceny-
XNBaHWUW NN OCMOTPE OTCOeAUHUTE YCTPOMNCTBO OT afeKTpoceTun. Meproan-
Yecknm ocmaTtpuBaliTe obopyfoBaHMe U Kabenu Ha npeameT M3Hoca. M3be-
raimTe KoHTakTa Xugkoctu ¢ cuctemoin FMS VUE Il n ¢ anekTpuyecknumu
KOHHeKTopamu.

C uenbio NpeaoTBpaLLeHNs PUCKa BO3rOpaHus 3amMeHAlTe npefoxpaHuTenu
Ha NpefoXpaHUTeNn TOro e Tuna u HoMuHana.

OuncTka Hacoca

B KOHLe onepaunoHHOro AHS BbIK/OYNTE HACOC, OTCOeAUHUTE Kabenb nuTa-
HUA 1 YTUNU3MPYITe BCe TPY6KW. MpoTpuTe 6OKOBbIE NOBEPXHOCTU, Mepea-
HIOI0 NaHeNb ¥ ABepLbl NpMbopa MATKOM TKaHblo, Cnerka cMoyYeHHoin B 70%
N30MpPOMMUI0BLIM CIMPTOM WAV IKBUBASIEHTOM.
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* Functional Test of Pinch Valve
Rotate the pinch valve vertically and verify that both si

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF MD
Factory Settings

Factory settings are based on experience and should only be used as guidelines.
The surgeon is responsible for settings depending on the surgical procedure per-
formed. WARNING! Risk of electrical shock: do not remove the pump housing.
Refer servicing to your DePuy Synthes Sales Representative, or contact
DePuy Synthes Customer Service in the USA at +1

United States, contact your local affiliate. Do not connect the device to a power
source that is not properly earthed (grounded). Dis

main power source when cleaning, servicing, or inspecting. Inspect equipment
and cables periodically for wear. Avoid fluid contact with the FMS VUE 11, and
its electrical connectors. To avoid risk of fire, replace fuses with sam

rating

Cleaning the FMS VUE Il Pump

At the end of the operating day, switch the FMS VUE Il off, unplug the power
cord and discard all tubing. Wipe offthe instrument’s sides, front panel and doors
with a soft cloth that has been slightly moiste

Alcohol) or equivalent At the end of the operating day, switch the FMS VUE I
off, unplug the power cord and discard all tubing. Wipe offthe instrument’s sides,
front panel and doors with a soft cloth that has been slightly moi

IPA (Isopropyl Alcohol) or equivalent

DO NOT IMMERSE. DO NOT AUTOCLAVE.

Cleaning

Refer to the Instructions for Use for cleaning instructions.

Preventive Maintenance
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MOrPY>XEHWE B BOAY 3AMPELWEHO. ABTOK/TABUPOBAHWE 3A-
MPELWEHO.
Ouunctka

CM. cooTBeTCTBYOWME VIHCTPYKUMKN MO 3KCNayaTaunn, 4tobbl MONYYUTb UH-
CTPYKLUK MO OYNUCTKe.

Mpodunakrnyeckunii yxoa

MepeyncneHHble HKe MNpoueaypbl MOTyT BbTOMHATHCA GUOMEAULNHCKAM
NHXEeHepoM 1 6MOMeLNLNHCKUM TEXHUKOM.

3ameHa npepoxpaHuTens

[Bepua npefoxpaHUTeNs pacrosioXeHa Ha 3afHeil naHenn Mo rHesfom nu-
TaHus. Ncnonb3yiiTe 0TBEPTKY C NAOCKOI FONOBKOW, UTOObI OTKPbITb ABEPLLY.
3ameHuTe NpefoXxpaHuTeNb Ha NpeaoxpaHuTenb 5 A ¢ 3afepXKoii Ha cpaba-
TbiBaHWe, Ha 250 B nepeMeHHOro ToKa.

®dun3nyecknin ocmotp

MpoBepsiiTe Bce 060pyAOBaHMe Ha NpeaMeT A40CTyna K cpeactsam hyHKLMO-
HUPOBaHUA U

TEeXHNYeCcKol 6e30nacHOCTU. Takne 0OCMOTPbl MOTYT BbINMOHATLCS PeXe B 3a-
BMCMMOCTW OT A/IMTENbHOCTM M 4acTOTbl MCMNO/b30BaHNA 060pyAoBaHuA. Ana

ocMoTpa:
1 OTKNOUNTE KOHCO/b OT CeTel 31eKTPONUTaHus.
2. OCMOTpUTE BCE BHELUHWE KOMMOHEHTbI, MOBEPXHOCTU W YINbl Ha

npesMeT OTCYTCTBUA NOBPEXAEHMWA. ECnn yCTPONCTBO YPOHWUNIMN, OpraHn3o-
BaTb 3aMeHy MOXHO 06paTuBLUMCL K TOProsomy npegctasutento DePuy
Synthes nnu B cnyx6y no paboTe ¢ KIMeHTaMu

DePuy Synthes B CLLILA no TeneoHy: +1-800-382-4682. 3a npegenamu CLUA
CBSDKMUTECb C MECTHbIM ANIEPOM.

3. OcCMOTpUTE HOXHOW MepekntoyaTeNlb U PYKOATKY Ha NpegMeT OTCyT-
CTBMA BUAMMbBIX NPU3HAKOB MeXaHUYeCKUX MOBPEXAEHUA NN U3HOCA.

4. OcmoTpuTe Kabenb NMTaHWA, NPOBEPLTE €ro LLeSIOCTHOCTD.

5. MocmMoTpuUTe, HET /1M MOPE30B Ha Kabensx v NOTEPSAHHbLIX UKW NOTHY-
ThIX WTU(TOB KOHHEKTOPOB.

6. 3BneknTe 0TCeK C NpeaoxXpaHnUTensMmn (pacnofioXXeHHbI Noj pasb-

eMoM And kabens
3NEKTPONUTAHUSA) U NPOBEPbTE LE/N0CTHOCTb 060UX NPefOXPaHUTeNen n nx
COOTBETCTBME HOMWHA/IbHbIM 3HAYEHUSM CU/bl TOKA, BDEMEHHOI 3a1€PXKMN 1
HanpsXXeHWs, yKazaHHbIM Ha TabnnyKe Ha 3afHeil naHenw.
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The following procedures may be performed by a biomedical engineer or
biomedical technician.

Replacing Fuse

The fuse door is located on the back panel below the power cord receptacle. Use
a flat head screw driver to open the door. Replace the fuse with 5A Time Delay
Fuse rated for 250VAC.

Physical Inspection

Check all equipment to assess its functionality and technical safety. These
inspections may be performed on a less frequent basis depending on the duration
and frequency of use.

To inspect:

1. Disconnect the console from the power supply.

2. Inspect all exterior components, surfaces, and comers for damage. If the unit
was dropped, contact your DePuy Synthes Sales Representative or call DePuy
Synthes Customer Service in the USA at +1

replacement. Outside the United States, contact your local

3. Inspect the foot pedal and handpiece for obvious signs of mechanical damage
or wear.

4. Inspect the power cable, verify that the cable is intact.

5. Look for cuts on the cables and missing or bent pins on the connectors.

6. Remove the fuse holder (located below the power cord receptacle) and verify
that both fuses are intact and match the current, time delay and voltage ratings
per the back panel label.

Weekly inspection

 Ensure that the transparent safety door and hinges are working

« Inspect power cord and all cables for wear or cuts.

* Check all connections.

* Ensure that the foot pedal cable and handpiece interface cable connector pins
are not missing or bent.

* Plug the power cord to the power connection.

e Switch the 1/O switch on “I”.

* Press RUN/STOP pad.

 Press on all pads. You should hear an audible tone for each pad pressed. When
the pump is primed, the screen displays the actual pressure.

Annual inspection

Check all equipment annually to assess its functionality a
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E>xeHeflenibHasA npoBepka Repairs

* Y10CTOBEPbTECH, YTO MpO3payHble 3alUTHbIE ABEpLUbl U WapHUpbl pa6o- For repairs, contact Customer Service Center in the USA at

TalT Kak cnegyer. For repairs outside the United States, contact your local affiliate. Relevant service
» OcmoTpuTe Kabenb NUTaHUA 1 BCe Kabenu Ha npeAMeT OTCYTCTBUSA NpuU3Ha- instructions are provided in DePuy Mitek work instructions. DePuy

KOB M3HOCA WU MOBPEXEHU. provide circuit diagrams, component part

* [1poBepbTe BCE Pa3beMbl. instructions, or other information that will assist service personnel

* Y6eaMTechb B TOM, UTO KOHTaKTHbIE LUTLIPbKN Kabenid HOXHOro nepekntova- authorized by the manufacturer in repairing the pump.
Tens n UHTepeincHoro kabens HaKOHeYHMKa He CIOMaHbl U He COTHYTbI.

* MogcoefmHnNTe Kabenb NUTaHUA K pasbeMy NMUTaHUS.

* [MepekntounTe nepeknoyarens “1/0O” B NONOXKEHUE

* Haxxmute kHonky “RUN/STOP” (Myck/Cton).

* Haxxmnte BCe KHOMKKW. TMpK KaXAOM HaxXaTun LO/DKEH pa3faBaTb C/bUMKU-
MblIli 3ByK. KOrga Hacoc 3ano/iHeH, 3KpaH oTo6paxkaeT akTuyeckoe gasre-
Hue.

ExerogHaa nposepka

ExkerogHo nposepainTe Bce 060pyaoBaHNe A5 OLEHKU ero )yHKLMOHANbHO-
CTW U TEXHUYECKOI 6e30MacHOCTH.

PemoHT

Mo BonpocaM peMoHTa obpawaritecb B CAyX6y no pabote ¢ KAMEHTaMuK B
CLWA no teneoHy +1-800-382-4682. Mo Bonpocam peMOHTa 3a npegenamu
CLUA obpauiaritecb B MeCTHbIV unnan. CoOTBETCTBYIOLLME MHCTPYKLMUN NO
06CNyXXMBaHUO NPUBOAATCA B paboumx MHCTPYKUMSX KommaHun DePuy
Mitek. KomnaHuns DePuy Mitek npefocTaBuT CXeMbl Lienei, CANCKN KOMMO-
HEHTOB, ONUCaHUA, UHCTPYKLMW MO KanMbpoBKe UM APYTY MHPOpMauuio,
KoTopas NoOMOXeT 06CnyXuBatoLLeMy nepcoHany, 06y4eHHOMY 1 aBTOpPMU30-
BaHHOMY M3roTOBUTENIEM, B MOYNHKE Hacoca.

BO3MOXHbIE BUAbl HENCTTPABHOCTW N PELLUEHWE HEWNC- POSSIBLE FAULTS AND TROUBLESHOOTING.

MPABHOCTEW.

Problems Potential Causes
Bo3MOXHble B0o3MOXHble NpUYNHLI  BO3MOXHbIe peLleHue He- The pump stops. The HIGH PRES-
HencrnpasHO- ncnpaBHoCTeN Red ALARM LED SURE
cTn illuminates. safety alert has acti-
Hacoc ocTa- AKTMBMpOBaHa TpesBora HwW3Koe faBfeHne B CycTaBe. vated.
HaB/IMBaeTCA. npn BbICOKOM [OAB- Haxmure KHOMKY

NEHNN. “RUN/STOP” (Myck/CTton)
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ce****sw ~cAiMBo ijo luMcw

loput  Kpac-
Hbl TPE-
BOXXHbIW
CBETOAMOM.
Hacoc ocTa-
HaB/MBaeTCA.
lopuT  opaH-
XeBbli  TPE-
BOXXHbIW
CBETOANOA,.

OtcyTcTBYeT
acnupayus ye-
pe3 KaHI10.
OTcyTtcTBYeT
acnupaums
HaKOHeYHuKa.

PonukoBsble
ro/I0BKK
Hacoca He Bpa-
LaroTcs.

AKTUBMpOBaHa TpeBora
npu HU3KOM OABIJE-
HNW: mnraet uHgmMKaTop
“Huskoe faBneHue".

PUNbLTP HaMOK.

3aKoHuYMNacb >KMAKOCTb

ANS vppuraymu.

KaHtons 3acopeHa.

Ne3Bne weliBepa 3aco-
PEHoO.

HeucnpaBeH 3anopHbiit
KnanaH.
[NaBHbI  BbIKOYATENb

nUTaHns BbIK/IHOYEH
(HaxoguTCcA B MOMOXe-
HAM “O") wnnmM KHoMka
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ona  NOBTOPHOrO
Hacoca.

3anycka

MpoBepbTe, TYro N 3aTAHYT
NMPOMEXYTOYHbIA  NIH03POB-
CKUin 3aMOK. Haxmute
KHonky  “RUN/  STOP”
(Myck/CTton) pnd nosTop-
HOro 3anycka Hacoca.
3ameHuTe nofarLLyto
TpybKy. Ecnm npobnema He
yCTpaHseTcs, CBSXUTECb CO
cny>60i no paboTe ¢ KNMEH-
Tamun DePuy Mitek.

BcTaBbTe pasbem-lwiunn B na-
KeT N HaxXmMnTe KHonky FILL
Chamber (3anonHeHne Ka-
Mepbl).

3ameHuTe WM 0UYUCTUTE Ka-
HIOJTHO.

CHUMUTEe ne3BMe N 0UYUCTUTE
ero.
[MpoBepbTe NOJIOXKEHUE acnu-

pauyuvoHHOW Tpybku. Tlpo-
BepbTe COEfUHEHWe WHTep-
(eiicHoro  kabens  FMS

CONNECT (ecnn ycTaHOB-
NneH).

MpoBepbTe, HaXOAWUTCA /N
rNaBHbI BbIKOYaTeb NUTa-
HUS Ha nepeaHeil naHenu

Hacoca B MOJIOXKEHUU "
CBETUTCA M UHAMKATOP
KHOMKU “RUN/STOP”

The pump stops.
Orange ALARM
LED illuminates.

No cannula suction.
No handpiece
suction.

The roller pump
heads do not rotate.

Blades continue to
rotate when switch is
released

There is no irrigation.

The LOW PRES-
SURE safety has acti-
vated: “Low Pres-
sure” indicator
blinks.

The filter is wet

There is no more irri-
gation fluid.

The cannula is
obstructed.

The shaver blade is
obstructed.

The Pinch Valve is
malfunctioning.

The power is off (set
to “O”) or is on Stop.

There is an electrical
problem.

The stopcock on the
sheath or a clamp is
closed, stopping out-
flow.
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Ne3sna  npo-
fo/mKalT Bpa-
warbca  npu
OTNYCKaHUn
nepekntoya-
Tens.
OtcyTcTByeT
nppurams.

WppuraymnoH-
HbI Hacoc
HayMHaeT
CNLWIKOM  WH-
TEHCMBHO Bpa-
warbcs, u3ga-
Bas  FPOMKMUi
3BYK.
WppuraymoH-
HbI Hacoc
BK/OYAETCSH U
BbIK/ItOYaEeTCH
c nepe6osmu,
BbI3blBass pes-
Kue  un3MeHe-
HWUS AaBneHUs.
B  HanopHoli
Kamepe Wn36bI-
TOYHOE KOMU-
4eCTBO BOAb.

NMyCcKa N O0CTaHOBa YyCTa-

HOBfleHa  Ha  “Stop”
(Cton).

Mpobnema  anekTpuye-
CKOI uenm.

3aKpbIT 3amnopHbIn KpaH
Ha TWNb3e WU 3aXKUM,
4YTO MpensaTcTBYeT BblI-
MYCKY XXUAKOCTH.

3aKoHuYMMach KUAKOCTb
ANS ppurauum.

Bo3moXHOo, BOfa nonasna
B /IMHUIO U3MEpPEHNS AaB-
NeHNS.

B03MOXHO, B TMHUIO MO-
naflaeT BO3AYX.
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th  mxdft

(Myck/CTon) 3eneHbIM LBe-
ToM. [poBepbTe, UTO ABEPLbI
Hacoca 3aKpbIThl.
Bbncnounte cuctemy (Bbl-
Knwyvatens “I/O” Ha nepea-
Heil naHenun). Mogoxante 1
MUHYTY, 3aTem nepesany-
CTWUTE Hacoc.

MpoBepbTe NNHLWIO Mofayun
XMWAKOCTU OT NakeToB K Cy-
cTaBy. OTKpOIiTe BCe 3aKpbl-
Tble 3aXWMbl W 3aNopHbIe
KpaHbl.

3ameHnTe nakeTbl C CONEBLIM
pacTBopoM K (unan) npo-
BEpPbTE 3aXUMbl NOA MNake-
TamMu.  HaxXmute  KHOMKY
FILL Chamber (3anonHeHue
Kamepbl), ecniv Kamepa 3anosn-
HeHa MeHee yem Ha 1/3 06%b-
ema.

Mpn nonagaHuu BOAbI B Nn-
HUIO U3MepeHns [aBieHuns
3ameHuTe nojarLyto
Tpy6Ky. Ecnn npobnema He
YCTpPaHAETCH, CBSXUTECb CO
CNy>60i No paboTe C KNNEH-
Tamu DePuy Mitek.

MpoBepbTe, 3aKpbIThl N CO-
eANHEeHMNA Ha

nojarouiein Tpyoke n Tpybke
n3mepeHns paeneHus. Mpu
HEOOXOAMMOCTN  3aMeHuUTe

The irrigation pump
starts spinning exces-
sively, emitting a
loud noise.

The irrigation pump
goes on and offerrat-
ically causing abnor-
mal pressure fluctua-
tions

There is too much
water in the pressure
chamber

There is insufficient
pressure in the sys-
tem.

There is insufficient
irrigation in the sys-
tem

SOLO Mode will not
activate/deactivate

Quick Connect tube
will not insert into
Quick Connect port

There is no more irri-
gation fluid

Water may have en-
tered the pressure
sensing line.

An air leak in the line
may have developed.

An irrigation problem
exists

The cannula has been
incorrectly placed in
the subcutaneous tis-
sue or is obstructed.

Pump must be in
STOP mode to acti-
vate SOLO mode.
Quick Connect port
latch may be closed
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B cucteme He-
[LOoCTaTo4yHoe
[aBneHue.

Cuctema  He
obecnevymBaeT
[OCTaTOYHYIO
nppuraymio.

Pexum SOLO
He 6yaeT akTu-
BupoBsarbca/
feaKTuBUpo-
BaTbCH.
Tpy6bka ObICT-
poro coepuHe-
HUS He Oypet
BXOA4UTb B
nopT ObICT-
poro coeguHe-
HUS

HapyLeHune nojauu
XUNLKOCTW.
KaHong  HenpaBuIbHO

yCTaHOB/IEHa B NOAKOX-
HYO TKaHb UJ1X 3aCOPEHa.

Hacoc pomkeH  Haxo-
anTcs B pexxunme
“STOP’XCTOH) agna ak-
TuBauuu pexuma SOLO.

MoxeT 6bITb 3aKpblTa 3a-
Wwenka noprta O6bICTPOro
COefIMHEHNA.
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Ln  Ajtlt

nogatoune Tpybku 1 nepesa-
nycTUTe Hacoc.

MpoBepbTe 3amopHbIA KpaH
Ha apTPOCKOMWYECKOM Ty-
byce ¥ 3aXWMbl NOA4 nake-
TaMu C CO/IEBbIM PACTBOPOM W
noj HarnopHOI KaMepoii.
3aMeHNTe WAM OYMUCTUTE Ka-
HIOM0. YbeaunTecs, 4To apTp-
cKonuyeckas runb3a obecne-
YyMBaeT [OCTaTOYHbIA MOTOK
XNAKOCTMW. Wcnonb3yiiTe
apTpockonuyeckme Ty6ycChbl
FMS BbICOKOW NpOXoAMMO-
CTW.

Haxmute KHOMKY
“RLfN/STOP” (Myck/Cton),
npexae 4em HaxaTb KHOMKY
SOLO.

OTKpoliTe NOPT 6LICTPOrO CO-
eANHEHNS HaXXaTMEM Ha Pbl-
yar B BepxHei yactu nopra.
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YCNOBUSA TPAHCTMOPTUPOBKN NWXPAHEHNA CONDITIONS OF TRANSPORTATION AND STORAGE
HanmeHoBaHue Anana3oH Des”ation
Temneparypa -10°C-+50°C Temperature -10°C
OTHocuTeNbHasa BNaXXHOCTb  10%-90%, 6e3 KOHAeHcaUnn Relative humidity 10%
ATMOC(epHOe faBneHue 500-1060 munnnbap Barometric pressure 500-

MOPAAOK N YCNOBUA YTUTTNSAUNN TN YHUUTOXEHWNA MD DISPOSAL RULES AND CONDITIONS

M The FMS VUE contains electronic printed circuit assemblies. At the
end of the useful life ofthe equipment disposed of in accordance with
M3genvie coaepXXuT neyatHble 3N1EKTPOHHbLIE CXeMbl. Mo 3aBepLue- any applicable national or
HUW CPOKa CyX0Obl obsolete electronic equipment.
o6opyaoBaHMA ero cnegyeTr YTUNIN3MPOBaTb B COOTBETCTBUMU CO Environmentally Friendly Use Period (EFUP) China. The
BCEMU NMPUMEHUMBIMU — during which the toxic
rocyfapCTBeHHbIMW HOPMATMBaMUN UM HOPMATUBaAMW YUpPeXAeHus, contained in electronic information productsdo not leak or mut
CBA3aHHbIMW C OTPaboTaBLWMM 3N1EKTPOHHbLIM 060PYA0BaHUEM. potentially causing serious pollution to the
to human life and property.
JKonornyeckmn 6esonacHbln nepuog akcnnyatauum (EFUP), Ku- This symbol indicates that the product contains less than the
mC50” Taii lMepuog, B I Q f maximum concentration value ofall six hazardous substances.
TeYeHre KOTOPOro He Npou30ideT yTeuyek WAN BULOU3MEHEHUA
TOKCMYECKMX W ONAaCHbIX CyOCTaHUWIA UM 3NEMEHTOB, COepXa- Dispose of any system accesso

L Mecs B 3/IEKTPOHHOMH(OPMaLMOHHbIX MPOAYKTaX, KOTopble MOrnn 6bl Npu- practice relating to potentially contaminated items.
BECTU K CEPbe3HOMY 3arpsisHeHUI0 cpefbl U MPUYUHUTL BPen 415 XKXU3HU 1
UMYyLLeCTBa YesoBeKa.
Any opened but unused device, as well as an expired device should be utilized in
[JaHHbIi CUMBOJT 03HAYaeT, YTO CofepXaHue BCex LecTn onac- accordance with accepted medical practice and applicable local and national
HbIX BELLEeCTB B requirements.
NPOAYKLMN MeHbLUEe 3HAYeHUS MX MaKCUMasibHO AO0MYCTUMON
KOHLeHTpauun.
YTunnsnpyinte [ONONHUTENbHbIE MPUHAANEXHOCTM K CUCTEME B COOTBET-
CTBMM C 06bIYHONM MPaKTUKOM YyUYpexeHUs, KacaloLencs noTeHUnanbHo 3a-
pa>KeHHbIX KOMMOHEHTOB.

N\ A
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Mpu Heob6xoaumocTn MU cnepyeT yTMAn3mpoBaTb B COOTBETCTBUW C MPUHA-
TON MeAMUMHCKON NPakTUKON M NPUMEHUMbIMA MECTHBIMW W HaLMOHa/b-
HbIMUW CTaHAapTaMMU.

FTAPAHTWA

KomnaHus DePuy Mitek rapaHTupyeT, 4To ee uU3fenna He codepxat gedek-
TOB MaTepuanoB U COOPKM Ha Mepuoj rapaHTUM Ha KOHKPeTHbIA MPOAYKT.
HauMHasa ¢ AaTbl BbIMUCKN HaKNagHOM.

Bce 3anacHble 4acTu MCMNOMb3YIOTCA TOMIbKO KBAMUULMPOBAHHBIM UHXEHe-
pPOM MpY PEMOHTE B CEPBUCHOM LIEHTpE.

3ameHa 3anacHbIX YacTeil 1 PEMOHT BHE CEPBMCHOIO LieHTpa KaTeropnyeckm
3anpeLyeH.

[na nonyyeHns nHhopmaymm o rapaHTUM Ha KOHKPeTHOE n3fesine CBSXXUTECh
¢ npeactasutenem DePuy Mitek.

KomnaHus DePuy Mitek npegnaraet cnyx6y Cpo4YHOW 3aMeHbl U3genuii B
CLIA aona MMHUMM3aLMKM BpeMeHN nNpocTos paboyero kabuHeta. Ang nony-
4yeHna HoMepa aBTopM3aLun Bo3BpaTa UM AONONHUTENbHON NH(OPMaL MK O
[aHHOW nporpamma o6paTtuTecb B CNYyX6y NoALepXKu komnaHum DePuy
Mitek no TenetoHy+1 (800) 382-4682 1 BbibepuTe BapuaHT 2, eciv Bbl Haxo-
antecb B CLUA, nnn obpatntech K npeAactaBmuTento komnaHum DePuy Mitek.
3a npegenamun CLUA obpaTtuTech B MECTHbIW (unnan.

HAMMEHOBAHWE N HOPUANYECKUWN AAPEC MPOU3BOAWU-
TENA MU N YNONHOMOYEHHOIO NPEACTABUTENA MPOW3-
BOANTENA BPOCCUN

PA3PABOTUUK:

Medos International Sari
Chemin-Blanc 38, CH 2400

Le Lode, Switzerland
MPON3BOANTEND:

Medos International Sari
Chemin-Blanc 38, CH 2400

Le Lode, Switzerland
MECTO NPON3BOACTBA:
1. Kimball Electronics Poland Sp. Z.0.0
Poznanska St 1C

62-080 Tamowo, Podgome
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WARRANTY

DePuy Mitek products are guaranteed to be free from defects in ma
workmanship for the warranty period ofa particular product, beginning from date
of invoice.

All spare parts are used only by a qualified engineer when repairing in a service
center.

Replacement of spare parts and repairs outside the service cen

prohibited.

Contact your DePuy Mitek representative for specific product warranty
information.

DePuy Mitek offers an expedited service replacement program for its products in
the United States to minimize downtime in your operating room. F
authorization number or for additional information on this program, call DePuy
Mitek Customer Service at +1 (800) 382

your DePuy Mitek representative. Outside the United States,

affiliate.

NAME AND LEGAL ADDRESS OF
AUTHORIZED REPRESENTATIV

MANUFACTURER AND

DEVELOPER:

Medos International Sari
Chemin-Blanc 38, CH 2400
Le Lode, Switzerland
MANUFACTURER:

Medos International Sari
Chemin-Blanc 38, CH 2400
Le Lode, Switzerland
PLACE OF PRODUCTION:
1. Kimball Electronics Poland Sp. Z.0.0
Poznanska St 1C

62-080 Tamowo, Podgome
POLAND
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2. DePuy Mitek, Inc.,

325 Paramount Dr.,

Raynham, Massachusetts 02767, USA

YIIOJIHOMOYEHHOH NMPEJACTABHUTEJIL MPOU3BOIUTEJIS B
POCCHUN:

000 «Jlxoncon & [xoncon», 121614, r. Mocksa, yn. Kpbutarckas, a. 17,
KOpIIL. 2.

Ten. +7(495)580-7777

| DL-JNJRUMedical QA@ITS.JNJ.com

2. DePuy Mitek, Inc.,

325 Paramount Dr.,

Raynham, Massachusetts 02767, USA

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson LLC,

121614, Moscow, Krylatskaya str., 17/2.

Tel. +7 (495) 580-7777

DL-INJRUMedicalQA@ITS.JNJ.com
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CorisacoBano

Instruction for use
Remote control with connection cable
HAucrpyxkuus no npHMeHeHHIO
IynabT AEcTaHNHOEHOrO Ynpasiaenns FMS ¢ xabesem moaKiIoueHus

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Russian text

HAWMMEHOBAHWE MEAWUWHCKOIo wuM3genma (MW) W Ero
KNACCNPUMKALNA

HanmeHoBaHne MW, BapunaHTbl UCNOMHEHNA MU

Hacoc v weliBep ans apTPOCKONMYECKNX BMeLIaTeNbCTB:

Hacoc v weliBep ans apTpockonuyecknx smewarenscts FMS VUE I, B cocTase:
1. KoHconb FMS VUE Il ¢ MHCTpYKUWMEl NO NpuMeHeHno - 1 wt./yn.

2. MynbT AnCTaHUMOHHOIO ynpaeneHus FMS ¢ kabenem MoAKOYeHNs v
WHCTPYKLUMEN NO NPpUMeHeHuIo - | wT./yn. (Npy Heo6Xo4umocCTK)

3. MatuknasmwHasa neganb FMS ¢ kabeneM NOAKAOYEHNUS U MHCTPYKLMER no
nNpuMeHeHnto - 1wiT./yn. (mpy Heo6XoAUMOCTI)

4. Pykositka «Tornado Micro Il» ¢ kKabenem nogkntoyeHns, 6e3 KHOMOK, C
WHCTPYKUMEN No NpUMeHeHuo - | wt./yn. (Npy He06X0AMMOCTK)

5. Pykositka «Tornado Micro llI» ¢ kabenem NoAgKAOUeHNs, yrnpasnsemMas, ¢
WHCTPYKLUMEN NO NpUMeHeHuto - 1 wT./yn. (npy Heo6Xxo4MMOoCTH)

[anee no TekCcTy MOrFyT WCMOMb30BaTbCs  CMeAylolwmMe  HauMeHOBaHWS
MeANLMHCKOro 134enuns: ushenme, Hacoc, Npubop, yCTpocTBO, CUCTEMA, HACOCHas
cucTema.

HanmeHOBaHUS MeAWUUHCKUX W3LeNNin MOryT 6biTb YNOMAHYTbl B TEKCTe B
COKpalleHHOo hopme ANns yao6cTBa BOCNPUATUS MHGOPMaLUN.

MynbT AWCTAHLUMOHHOIO YMnpasneHus npefHasHayeH A4 WUCMNOJMb30BaHMA C
Hacocamu u UJeVIBepaMVI ANA apTPOCKONMMUYECKUX BMELLATE/IbCTB.

Knaccugpmkauma M

CM. MHCTPYKLUMK No npuMeHeHnto MU «KoHconb FMS VUE II»
HA3SHAYEHVME MEAVWUWNHCKOIO N3AENNA

Hacoc n weiiBep ANns apTPOCKOMUYECKUX BMeLLaTeNbCTB NpefHa3HauveHbl AN
obecneyeHnss KOHTPOAUPYEMOrO paclMpeHUs W BCACblUAHUA KUAKOCTH,

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

English text

MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
MD name, variations of MD
Pump and shaver for arthroscopic interventions

FMS VUE Il Fluid Management and Tissue Debridement System consisting of:
1 Console FMS VUE Il with instruction for use

2. Remote control with connection cable

necessary);

3. 5- Way Foot Pedal with connection cable

(if necessary);

4. "Tornado Micro " with connection cable

(if necessary);

5. "Tornado Micro M" with a connection cable, Hand Controlled

for use - 1pc/pack (if necessary).

Further in the text the following names of the medical device can be used:
device, pump. (MD).

The medical devices names can be mentioned in the text in abbreviated form for
information perception convenience.

The FMS Remote Hand Control is in
Management and Tissue Debridement Systems

MD classification

Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement System
INTENDED USE MEDICAL DEVICE

The FMS VUE Il Fluid Management and Tissue Debridement System is
intended to provide controlled fluid distention and suction, controlled cutting.



ueKuybyntnes

cgW Mwt* Of | elniicw ijehiitw i

KOHTPO/IMPYEMOTO pe3aHus, yaaneHns 3ayceHues, 6pUTba U WANKHOBKM KOCTel
W TKaHeW, AN WCMOMb30BaHMS B apTPOCKOMWYECKOW XWPYpPrum Mnevyesoro,
KO/IEHHOTO, TOJ/IEHOCTOMHOrO, JIOKTEBOr0, 3ansCTHOrO W Ta306ef4peHHOro
CyCTaBOB

MOKA3AHWNA N TMTPOTUBOTMOKA3AHNA K MTPUMEHEHWIO MU N
BO3MOX>XHbIE MOBOYHbBIE 3O OEKTHI
Moka3aHuga
CM. MHCTpyKuMn no npumeHeHnto M «KoHconb FMS VUEII»
MpoTneBonokasaHus
He ncnonb3yiite NynbT AUCTAHLWOHHOTO YNpaBieHUs ¢ APYTMMU CUCTEMAMMU,
Kpome Hacoca u weiBepa 415 apTPOCKONNYECKNX BMeLLaTebCTB.
Mo60oyHbIE 3PP EKTHI
CM. MHCTpYKUMKN no npumeHeHnto MU «KoHconb FMS VUE II»
NMH®POPMALUNA O NOTEHUMANIBHBIX MOTPEENTENAX MU
YKA3AHWNA MO NCMONMBb30OBAHWIO
Bce maHunynauum ¢ n3gennemM cnegyet npoBoAUTL B MeAULIMHCKNX
nepyarkax.
CM. MHCTPYKUMK no npumMmeHeHnto M «KoHcons FMS VUE II»
MoTeHuMnanbHble NoTpedbutTenn MU
CM. MHCTPYKUMK no npumMmeHeHntio M «KoHcons FMS VUE IlI»
Ycnosusa upumeHeHusa/akennyatayun MU

YcnoBua akcnayatauum

BnaxHocTb 30% - 75%
Temnepartypa +10°C-+40°C
[aBneHuve 500-1060 munnmbap

OMUCAHWE OCHOBHbIX ®YHKLVWOHAJIbHbIX 3NEMEHTOB MW
N NPUHLUUNbI JENCTBUS

burring, shaving and abrading of bone and tissue for use in arthroscopic surgery
of the shoulder, knee, ankle, elbow, wrist and hip joints

INDICATIONS AND CONTRAINDICATIONS

POSSIBLE ADVERSE EFFECTS

Indications

Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement System
Contraindications

Do not use the Remote Hand Control with systems other than the FMS VUE
Fluid Management and Tissue Debridement Systems.
Adverse effects

Referto IFU FMS VUE Il Fluid Management and Tissue Debridement System
INFORMATION ON POTENTIAL USER

FOR USE

Operator should wear medical gloves when using the medical device.

Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement System

Potential users of MD
Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement System
Use/operation conditions of MD

Operation conditions

Humidity

Temperature

Pressure

DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD AND
PRINCIPLE OF OPERATION

MynbT AWCTAHLWMOHHOTO YyNpaBfeHUs SBNSeTCS HeCcTepunbHbIM ycTpolictBom The FMS Remote Hand Control is a non

MHOFOKpaTHOro WCMnonb30BaHWsA, KOTOPOe aKTUBMPYeT (YHKLMKM Hacoca U
WweiBepa 414 apTpockonmuyeckmx emewatenscts FMS VUE 1.

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

pump and shaver features of the FMS VUE
Debridement Systems.
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KHonka “RUN/STOP” (Myck/Cron)

HaxyiiTe gns wcermBauT cnucteT B pexsice RUN* (MYCK)
HaxyiiTe MOBTOPHO AN fleakTuBaLuun cucTema a pexxum

1 STOP' (CTOM).

KHorma ‘ PRESSURE™ (OAB/IEHWE)
Haxmne 3HaK (>) 4NA CHUXeHWA 3alaHHOro faBne»Bu.
HaxMuTe 3HaK (*) 415 NOBbILEHUA 3aaHHOTO JaBNeHust

Knonka BLOOOSTOP'>
HaxxmuTte gns 3anycka Lukna yBerMyeHns faBieHnus u notoka
Ans BbMbiBaHUA hoBU 1 3ahA3HC1BLI U3 nons 063ope

KHonka FLOW 4'
HaxmnTe Ans yBeErMYeHUsi NOTOKa. B pexxume no ymo«T4aHuto
HaXMWUTe 1 yaepXKMBaeTe 3Ty KNOCKy Ans yBETM4eHWii noToka.

KHonku SUCTION (ACMUPALNA) wellaepa
Haxxmute gns yBermeHus (T) unm cmcketen (-) ypoBHA
acnupsuun Ye N wWweiisep

KHonku SPEED (CHOPOCTb) weiiBapa
HaxxmuTte 3HaK (T) 4N yBCTMUYeHWii cepocTu merteepa.
HaxmuTe 3HaK (-) 419 CHUXEMSA CKOPOCTY LeliBcpa.

Puc 1. MynbT gUCTAHUMOHHOIO yrpasneHuns

Rim /STOP button
Preaalo activate the system in RUN mode.
Press again to deactivate the system In STOP mode.

PRESSURE buttons

Press the minus (-) symbol to decrease the pre-set pregeune.
Press the pkis @ »syrTaxjito incnase the pre-set pressure.

BLOOOSTOP™ button
Press to starts cycle of increestng pressure and flow that dears
btood Ned debris bom toe AM of view

FLOW » button
Press to BTcrease toe amountof (low in the deteiA mode, press

and hold tots butem to ncregee Sow.

SHAVER SUCTION buttons

Press to ncreaae (»)or decrease (-) the level of suction through
toe shaver.

SHAVER SPEED buttons

Press toe (») symbol to nciease the shaver speed
Press toe (-} symbd to decrease the shaver speed.

Fig 1. Remote Hand Control

B0O3MOXHOCTb M MeTOAbl MHTerpauum c Apyrumu  meguumHckmmum  The possibility and ways of integrating with other medical devices
n3nenmamm Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement System
CM. nHCTpyKuMKn no npumeHeHnto MW «KoHconb FMS VUEII»

TexHuuyeckune xapaktepuctukn MW / Technical characteristics of MD

MynbT AUCTaHUMOHHOIO ynpaeneHus FMS ¢ kabenem nogkntoyveHns / Remote control with connection cable
OnvHa kopnyca nynbTal/ Length: 119 £ 10% mm/ mm
LW npuHa kopnyca nynbTta / Width: 58 + 10% mm/ mm

Macca/ Weight: 0.7 kr (kg)
OnvnHa kabena/ Cable length: 2.99 m (m)

MEPEYEHb W OMNCAHWNE MATEPUNANOB N3TOTOBNEHWA MW/ LIST AND DESCRIPTION OF MD

HanmeHoBaHue MaTtepuan MW Name Material of MD
MyneT CWUINKOH MeAULMHCKNI Remote control Silicone Medical Grade
AUCTAHUMOHHOIO [Monmactep MeAULUHCKNIR with connection Polyester Medical Grade
ynpaeneHna FMS Hepxasetowas ctans 301 cable Stainless steel 301
C Kabenem Monna(|)upadpupketoH (MIIK) PEEK
NOAKMOYEHNS
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O6paTuTecb K UHCTPYKLMM MO MPUMEHEHNIO Consult instructions for use

a i

O6paTtnTecb K UHCTPYKLMY NO NPUMEHEHUIO Refer to instruction manual/booklet

Homep no katanory Catalogue number

REF REF
CepuiiHblii HOMeEp Serial number
Konnyectso Quantity
QTY QTY
[laTa n3rotosnieHuns Date of manufacture
[nAnr Annnl
ONSTERILE HectepunbHo 4ONSTERILE Nonsterile
Tun B. CooTBetcTByeT cTaHfapTy M3K 60601- Type B. Conforms to standard IEC
1 60601
Tun BF. CooTBeTcTBYeT cTaHZapTy MOK Type BF. Conforms to standard IEC
60601-1 60601
K
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n3fnenme AoMKHO YTUNN3MPOBATbCA OTAENbHO.

3anpeLyaeTcs yTUAM3NPOBaTh U3feNine BMeCTe C
ObITOBLIM MYCOPOM. [/15 MONyYeHNs
MH(OpMaLMK Mo YyTUAN3ALUN U3AENNs

CBSXKMTECh C TOProBbIM NpeacTaBuTenem DePuy

K B cooTBeTCTBUM ¢ AupekTusoin 2002/96/EC

Mitek.
1P40 MexXyHapOoAHbIA PEATUHT 3L Tl
Made in CTpaHa M3roTOBNEHNS

depepanbHblii 3aKoH (CLLUA) orpaHnymnBaet
Npogaxy 3Toro ycTpoincTea BpaioM Uam no ero
yKaszaHuto.

J M3rotoBuTtenb

YNOMHOMOYEHHbI NpesCTaBUTENb B

1EC 1REP 1 o
EBponeiickom coobuiecTae

KomnaHus Intertek Semko nponseena oueHKy
cuctembl FMS VUE v ee npuHagnexHocTeil Ha
cooTBeTcTBMe cTaHfapTam M3K-60601-1, 3-e
Intertek nsganue, 2005 r. n M3K-60601-1-2;2007. bbifio
41118089 NMOATBEPXAEHO COOTBETCTBUE Hacoca U
MPUHAANEXHOCTe yKasaHHbIM CTaHAapTaMm.
Mapkupoeka CE. KomnaHus DePuy Mitek
C&& 3asB/ISET, UTO 3TOT NPOAYKT COOTBETCTBYET
nonoxeHunam Aupektusbl CoBeTa 93/42/EEC ot
14 nioHs 1993 1. 1 BHOCALWE NONpaBKu
anpekTtuse 2007/47/EC OTHOCUTENIbHO
MeANLUHCKNX U3LENNA.
Bcsa BcnomoraTenbHas AOKYMEHTaLUs XpaHUTCS
Ha TeppUTOPUUN MPOU3BOLUTENS.

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

Per Directive 2002/96/EC, product

)K must be collected separ
dispose of as unsorted municipal
waste. Contact your DePuy Mitek
Sales
Representative for disposal
information.
1P40 Ingress Protection Rating
Made in Made in

Federal Law (United States of
America) restricts this Device to sale
by, or on the order ofa physician.

i J Manufacturer

1EC 1REP 1 EC Representative

Intertek Semko evaluated the FMS
VUE System and its accessories per
standards IEC
2005 and IEC
pump
and accessories were found to be
compliant.

Coog European Conformity
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n 5aC Mpepen TemnepaTypsbl
N122*F
-10*C J
14T
"90% [vnana3oH BNaXHOCTH
(g
"~ M06Qmb*r [lMana3oH aTMOCHEPHOro AaBNeHns
OcTopoXHO!
A
IP58 MeXxayHapOAHbIA PeATUHT 3alnThbI

CpoK cnyx6bl n XpaHeHNA N3genna

CM. MHCTPYKLUMYK No NnpumeHeHUo MW «KoHconb FMS VUE II»
CBegeHna 06 3NeKTPOMarHMTHON COBMECTMMOCTH

CM. MHCTPYKUKMK Mo npumeHeHnto MW «KoHconbs FMS VUE II»
dopmMa nocTtaBku

YnakoBoyHas KOpobKa COLepXKUT:

- MynbT gUCTaHLMOHHOIO ynpasneHns FMS ¢ kabenem nogknoveHuns
- IHCTpYKLMA MO NPUMEHEHMIO

MepeyeHb CTaHAAPTOB NPUMEHUMbIX AN MEAVULMHCKOTO U3AeNuns

M3genve cooTBeTCTBYKT TpeboBaHusm EN [ISO 13485 MeanumHckoe
obopyfnoBaHue - Cuctema MeHefKMeHTa KayecTBa - TpeboBaHuA ans
HOPMaTWBHbIX Lenei. MoAHbIA CNUCOK MPUMEHUMbIX CTaHAAPTOB AOCTYNEH NO
3anpocy.

MEPEYEHDb MATEPUAJIOB XWMBOTHOTIO Z
YUE/TOBEYECKOI'O NMPONCXOXAEHWNA

HenpumeHnmo. [laHHOe MeAULMHCKOE W3LeNne He COLEPXWUT MaTtepuansbl
XXVBOTHOIO 1 (MIN) YE0BEYECKOTO NMPOUCXOXAEHMS.

()

TPEBOBAHWA BE3OIMNACHOCTU N 9P PEKTUBHOCTU MW

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

n 50C Temperature
N 1224
-10-C J
14-F o |
W Humidity
&
r-LB0TbBr - Atmospheric pressure
Caution
A
IP58 Ingress Protection Rating

Device service life and storage

Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement System
Information about EMC

Refer to IFU FMS VUE I Fluid Management and Tissue

How supplied

The shipping box contains:

- Remote control with connection cable

- Instruction for use

List of standards applicable to a medical device

Device meet requirements EN I1ISO 13485 Medical device
system - Requirements for regulatory purposes. A full list ofapplicable standards
is available upon request.

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN

Not applicable. This medical device does not contain materials ofanimal and / or
human origin.

MD SAFETY AND EFFECTIVENESS REQUIREMENTS
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MpepynpexaeHns

* Mepes ucnonb3oBaHWEM MPOBEPbTE KOMMOHEHTbl CUCTEMbI Ha NpegMeT
OTCYTCTBMA MOBPEXAEHUA. TuaTeNbHO NPOBepbTE LeN0CTHOCTL Kabens. Mpu
HaM4YMM NPU3HAKOB MOBPEXAEHMA He UCNONb3YiNTe Kabensb.

e HecobntogeHne COOTBETCTBYIOLWMNX WHCTPYKUUIA MOXeT MpUBECTU K
Cepbe3HbIM  MOCNeACTBMAM  ANA  nauyuMeHtTa  Npu  XUPYPruyeckom
BMeLLaTe/IbCTBe.

* Mpn 0YNCTKe 1 Ae3nHPEKUNN He CMONb3YITe TOpoYME BeLLecTBa.

 He HamartbiBaliTe kKabenb MynbTa [AUCTAHLWOHHOIO YMpaBAeHUs Ha
MeTafnyeckme npeaMeTbl. HamaTbiBaHMe Kabens Ha MeTanimyeckue
npegMeTbl MOXeT WMHAYLMPOBaTb TOKW, YTO CNOCOGHO MpuBECTU K ydapy
3NIEKTPUYECKUM  TOKOM, BO3rOpaHuio W/unm  TpaBMe nauueHTa Uau
XUPYPruyeckoro nepcoHana.

* YCTPONCTBO NpOWAO WUCMNbITAHWUA, W [LNS Hero 6bl10 NOATBEPXAEHO
COOTBETCTBME [AONYCKaM A1 MEeAULMHCKUX u3genuii no crtaHgapty MOIK
60601-1-2. 3T gonycku paspaboTaHbl Ana obecneyeHns pa3yMHONM 3awuThbl
AN TUMWYHOTO MeAUUMHCKOro 060pyf0BaHUsA OT HeAOMYyCTUMbIX MOMeEX Mpu
6/1M3KOM B3aMMHOM PacroioXXeHnn yCcTpoincTs. Ecnmn paboTa Hacoca NpuBOAUT
K HeAoMyCTUMbIM NOMeXam, BAUSAIOLWMUM Ha ApYrue YCTPOWCTBA, BbIKNOUMTE
CeTeBOe MNUTaHWe, 3aTeM CHOBAa BK/IKOYMTE, YTOObI YCTAHOBWUTbL, YTO Hacoc
ABNAETCA MCTOYHUKOM MOMEX, WU3MEHWUTE MECTOMO/OXEHNE CUCTEMbI WU
oTLAennTe ee OT APYrux ycTpoihcTe. Ecnn npobnema ycTpaHWUTb He ypaeTcs,
obpaTuTechb B CNYX0y noaaepXxku KomnaHuyu DePuy no tenethoHy 1-800-382-
4682. B EBponeiickom CoapyxecTBe o6patuTech B MECTHbIW (hunman.

» OTCOEANHUTE U3JeNne OT Hacoca NPu OYMUCTKE UAM OCMOTPpeE.

Mepbl NPefoCTOPOXHOCTH

. Mepes MCNONb30BaHNEM 03HaKOMbTECb c NHCTPYKLUMAMU,
npefynpexaeHnamMmmn n MepaMmu nNpefoCcTOPOXKHOCTK, KOTOPbIe npuiaratnTcsa Ko
BCEM MEAMLMHCKUM un3genmsaMm «Hacoc u weiBep A1 apTPOCKOMUYECKUX
BMeLLaTe/bCTB». TOProBblii NpeAcTaBUTe/lb MOXeT AaTb COBET OTHOCUTENbHO
TOro, Kakme NpUHagNeXHOCTU UCMOMb3YIOTCA C MEAULMHCKUM U3LeNNeM.

* VIH)KeHep No 6MOMeANLNHCKOW TEXHUKe UK APYToin KBanMULMpoBaHHbI
cnewyunannucT AO/HKEH BbINOIHUTL NPOBEPKY 3/1eKTP06E30NacHOCTM.
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Warnings

* Prior to use, check the system components for damage. Check the cable integrity
carefully. Ifthere are signs of damage, do not use.

* Failure to follow all applicable instructions may result in serious surgical
consequences to the patient.

» Do not use flammable agents when cleaning and disinfecting.

* Do not wrap Remote Hand Control cable around metal objects. Wrapping cables
around metal objects may induce currents that could lead to electric shock, fire
and/or injury to patient or surgical personnel.

» This device has been tested and found in compliance with limits of medical
devices according IEC 60601-1-2 standard. These limits are designed to provide
reasonable protection in a typical medical installation, against harmful
interference when devices are located in close proximity. Ifthe pump is causing
harmful interference with other devices, turn the main power off, then on again
to determine if it is causing the interference, relocate the system or separate it
from other devices. If you cannot resolve the problem contact DePuy Customer
Service at 1-800-382-4682. In the European Union, contact your local affiliate.
 Disconnect the device from the pump whe

PRECAUTIONS

» Read the instructions, cautions, and warnings provided with all FMS VUE
System accessories before use. Your sales representative can advise which
accessories are used with the FMS VUE System.

« Electrical safety testing should be performed by a biomedical engineer or other
qualified person.
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NMH®POPMALUUMNA O NEKAPCTBEHHbLIX MPEMAPATAX W (MQW)
PAPMALEBTUNYECKNX CYBCTAHUWNAX B COCTABE MU

HenpumeHumo. M3genve He cofepXUT U He WUCMOMb3YeTCH B COYETAHWUU C
NeKapCTBEHHbIMMW BELLeCTBaAMU.

OPYHKUMNOHAJIBHAA NMPOBEPKA

CM. MHCTPYKUMK no npnumeHeHnto M «KoHconb FMS VUE I1»
OMMCAHWE METOAOB
CTEPUNN3ALNN

MynbT ANCTAHLWOHHOIO YNpaB/iieHNA MOXHO 3aMaymMBaTh M aBTOKIaBUPOBATb.
HE IONYCKAWTE HAMOKAHUNA PA3BEMA.

ABTOMaTM4yecKasa 4mcTka

OuniainTe Kaxablii pa3 nepeg MCnosib30BaHWEM W NMOC/e Hero:

1. TINOTHO HafeHbTe 3alUTHbLIA KOMMA4YoK Ha pasbeM Kabens nynbTa
OVUCTAHUWOHHOIO YNpaB/ieHus.

2. BbinonHUTe nepBoe 3aMaynBaHmne ycTponcTea B pH-HeinTpasibHOM MOKOLLEM
cpeactee, Hanpumep CIDEXPLUS®, MUHMMYM Ha 15 MUHYT (uam B
9KBMBANEHTHOM pacTBOpPe) W CM. WHCTPYKUMW M3roTOBMTENd pacTsopa
YMCTALLEro CpeacTBa And MOAYYEHUA CBEAEHWIA O BPEMEHW MNPOMbIBKM W
TeMnepaType BaHHbI).

3. BoinonHute nAthb (5) BO3BpaTHO-MOCTYNaTeNIbHbIX ABUXEHUI TaMNOHOM Ha
CTEPXXHE N0 BCeM MOBEPXHOCTAM, yaeNifasa 0coboe BHMMaHWe KHOMKaM, BUHTam
Ha 3aflHeil MaHenn u WBy No 60KOBLIM CTOPOHAM.

4. YbeaouTtecb B OTCYTCTBUM CMefOB 3arpsi3HeHUn W ypanute uX, ecnu
TpebyeTcs.

5. NOBTOPHO 3amMO4UTe MHCTPYMEHT B pH-HelTpasbHOM MOMLWEM CpeacTBe,
HanpumMmep CKOEXPbu3, MUHUMYM Ha 15 MUHYT, C UCMOJIb30BaHMEM Y4acTOThI
YyNbTPa3BYyKOBOW BaHHbl 50-60 U, (MM B 3KBMBANEHTHOM OuYMLLAKLLEM
pacTBOpe) U CM. UHCTPYKLMN U3TOTOBUTESA pacTBOPa YACTALLEr0 CpeAcTBa ANs
NoNyYeHMs CBeAeHN 0 BPEMEHMN 3aMayMBaHMA 1 TemnepaType BaHHbI.

6. MpomoliTe 4eMOHN3NPOBAHHO BOAONM B TeveHne 30 CEKYHA,.

7. Y[OCTOBEPbTECH, UYTO 3aALUTHbLIA KOMMAYOK MAOTHO YAepXuBaeTca Ha
pasbeme Kabend nynbTa AUCTAHLUOHHOIO ynpasieHus.

8. BbinonHute uuctky B pexunme «MHCTPYMEHTbI», wucnonb3ys
YTBEPXAEHHYIO MOKLeAe3MHDUUNPYIOLWYIO MawmnHy U pH HeidTpanbHoe
UMCTSALLee CPeACTBO, MpeAHa3HauyeHHbIM A1 WCNONb30BaHWA B MpoLecce

MNMOBTOpPHO ob6paboTKwmM n
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INFORMATION ABOUT MEDICINES AND (OR) PHARMACEUTICAL
SUBSTANCES INCLUDED IN MD

Not applicable. Devices do not interact with medicinal and / or pharmaceutical
substances.

FUNCTIONAL TEST

Refer to IFU FMS VUE Fluid Management and Tissue
DESCRIPTION OF REPROCESSING AND STERILIZATION

This Remote Hand Control can be soaked
DO NOT WET THE CONNECTOR.
Automated Cleaning

Clean before and after each use:

1. Place the protective cap securely onto the Remote Hand Control cable
connector.

2. Carry out a first soaking bath ina pH

for a minimum of 15 minutes (or an equivalent solution) and refer to cleaning
agent solution manufacturer’s instructions for immersion time and bath
temperature.

3. Carry out five (5) to-and-fro motions with a swab

paying particular attention to the buttons, the screws on the back side and the
seam around the sides.

4. Check for remaining debris and remove as needed.

5. Carry out a second soaking bath in a pH

CIDEXPLUS for a minimum of 15 minutes while using an ultrasound bath
fi'equency of 50-60Hz (or an equivalent decontaminant solution) and refer to
cleaning agent solution manufacturer’s instructions for immersion time and bath
temperature.

6. Rinse with deionized water for 30 seconds.

7. Confirm that the protective cap is securely on the Remote Hand Control cable
connector.

8. Clean in a validated washer disinfector using the “INSTRUMENTS” cycle and
a pH neutral cleaning agent intended for use in

cleaning can be achieved using the following parameters:

* Pre-wash at ambient temperature for 4 min.

*Enzyme washes with enzymatic cleaning agent for 4 min.
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aBTOMATMYeCKOM YUCTKU. OpMeKTUBHAA OYUCTKA BbLUOHAETCH
MCNONb30BAHUW CNeAYLWNUX NapaMmeTpos:

» MpepBapuTencHas MNPOMbIBKA MNpW TemnepaType OKpyXXarouwelh cpefbl B
TeyeHue 4 MUHYT.

* [1poOMbIBKa B ()ePMEHTHOM YUCTALLEM PACTBOPE B TEYEHUE 4 MUHYT.

* MpombiBKa npu 60 °C ¢ pH-HelTpanbHbIM YNCTALLMM CPEeACTBOM B TeYeHue
3 MUHYT.

* MpombLuKa ropsyeli Bogoi B TeueHue 20 CEKYHA.

* Cywka npun 95 °C B Te4eHue 5 MUHYT.
9. Tllocne aBTOMATMYECKOW OYUCTKK
WNHCTPYKUMAM, MPUBELEHHbLIM HUXeE.
YucTka BpyuHyto

OunwanTe Kaxablii pa3 nepeg UCnonb30BaHWEM U NOC/E HEFO:

1. TINOTHO HafeHbTe 3aWMTHbLIA KONMAYOK Ha pasbem Kabenda nynbTa
AWCTAHUWOHHOIO ynpaBfeHus.

2. BbINONHMTE NepByt NPOMbIBKY UHCTPYMEHTa B pH-HelTpasibHOM MOOLLEM
cpeactee, Hanpumep CIDEXPLUS, MuHumym Ha 15 MuHyT (Mim B
9KBUBANEHTHOM YMCTALEM PACTBOPE) U CM. UHCTPYKLUUWN MO MCMNO/b30BAHUIO
YUCTALLEro cpefAcTBa ANA MOMYYEHWA CBEAEHWI O BPEMEHU MPOMbIBKM U
TeMrnepaType BaHHbI).

3. BbinonHute 5 (NATb) BO3BPATHO-NOCTYNaTeIbHbIX ABUXEHWI TaMMOHOM Ha
CTEP>XXHe N0 BCEM MOBEPXHOCTAM, 0C060e BHUMaHME yaensas KHOMKam, BUHTam
Ha 3afjHeil naHenn 1 WBY No 60KOBLIM CTOPOHAM.

4. Yb6eputecb B OTCYTCTBUW CNeLOB 3arpsa3HeHWid M ypanuTte uX, eciu
TpebyeTcs.

5. MOBTOPHO 3amMO4UTe WHCTPYMEHT B pH-HeiTpanbHOM MOOLLEM CpeacTBe,
Hanpumep CIDEXPLUS, MUHUMYM Ha 15 MUHYT, C UCNO/b30BAHNEM YaCTOThI
YyNbTPa3ByKoBOW BaHHbl 50-60 Iy, (MM B 3KBMBAJIEHTHOM OYULLAIOLLEM
pacTBOpe) U CM. UHCTPYKLUNM U3rOTOBUTE/A pacTBOpa YACTALLErO CpeAcTBa ANd
MosyyYeHNs CBEAEHNI N0 BPpEMeHN 3aMavymBaHuUa U TeMnepaType BaHHbI.

6. MpomoiTe AeMOHN3NPOBAHHOW BOAON B TedeHue 30 CEKYH/ NP KOMHATHOA
Temneparype.

7. TpocylwnTe MHCTPYMEHT MEeAMLMHCKMM BO3AYXOM C TeMnepaTypoi He
6onee 100 °C B TeyeHune 30 CEKYHA.

OcmoTp noc/ie 04YMCTKHU

npu

nepengmte K OCMOTPY, cneays
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* Wash at 60°C with pH neutral cleaning agent for 3 min.

* Rinse with hot water for 20 seconds.

e Dry at 95°C for 5 min.

9. After automated cleaning, proceed to inspection instructions below.

Manual Cleaning

Clean before and after each use:

1. Place the protective cap securely onto the Remote Hand Control cable
connector.

2. Carry out a first soaking bath in a pH

for 15 minutes (or an equivalent decontaminant solution) and refer to
decontaminant instructions for immersion time and bath temperature

3. Carry out 5 (five) to-and-ffo motions with a swab

paying particular attention to the buttons, the screws on the back side and the
seam around the sides.

4. Check for remaining debris and remove as needed.

5. Carry out a second soaking bath in a pH

CIDEXPLUS for a minimum of 15 minutes while using an ultrasound bath
frequency of 50-60Hz (or an equivalent decontaminant solution) and refer to
cleaning agent solution manufacturer’s instructions for immersion time and bath
temperature.

6. Rinse with deionized water for 30 seconds at ambient temperature.

7. Dry with medical air at less than 100°C or 212°F for 30 seconds.

Inspection after cleaning

1. Inspect before sterilization or storage to ensure the complete removal of soil
from surfaces and holes.

2. If areas are difficult to inspect visually, check for blood by immersing or
flushing in a 3% hydrogen peroxide solution. If bubbling is observed, blood is
present. Rinse thoroughly after using hydrogen peroxide solution.

3. If soil is still present, re-clean.

Sterilization

* The Remote Hand Control is factory sealed and can be completely sterilized
using a steam autoclave.

« Use a validated, properly maintained and calibrated steam sterilizer.

« Effective steam sterilization can be achiev

for 4 minutes.
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1. Mepepn cTepununsaLment 1 NomMelLeHnem Ha xpaHeHue nposepbTe MHCTPYMeHT WARNING: These guidelines do not guarantee that the device is sterile after the
n ybeanTecb, UTO 3arpsA3HeHMs MOMHOCTbI yAaneHbl C noBepxHocTel M procedure. The institution is responsible for sterility assurance validation.
OTBEpPCTUIA.

2. Ecnun Bu3yanbHas npoBepka Kakux-nmbo y4acTKOB 3aTpyfHeHa, NpoBepbTe

HalmMume KpoBU MOTrPyXXeHMEM WK MPOMbIBKOM B 3 %-0M pacTBOpe nepekucu

Bogopoda. Hanunume nysblpbKOB O3Ha4yaeT npPUCYTCTBUE KpoBu. [locne

NPYMeHeHUs  pacTBopa MNepekMcuM  BOAOPOAA  TLWATE/NbHO  MPOMONTE

NHCTPYMEHT.

3. Ecnu 3arpsisHeHns ocTasinCb, BbIMONHUTE NOBTOPHYIO OUYNUCTKY.

Ctepununsauymnsa

e MynbT ANCTAHLMOHHOIO YNpaBfeHUs repMeTU3NpOBaH Ha 3aBOJE U MOXeT

Lle/IMKOM MPOX0AMTb CTEPUIN3ALLNIO B NaPOBOM aBTOK/ABE.

* cnonb3yiiTe YTBEPXKAEHHbIW, MNOAAEPXKMBAEMbI B pabo4eM COCTOSHUN W

O0TKanMobpoBaHHbI MNapoBOi CTEPUNN3ATOP.

e O(pheKTMBHAA CTepunn3auMa Napom BbLUOSHAETCA MPU UCMONb30BAHUN

(hopBakKyyMHOro umkna 132 °C B Te4yeHne 4 MUHYT.

MPEAYMPEXOEHWE, 3Tn peKoMeHAaUNM He rapaHTUPYIOT CTEPUIBHOCTY

yCTpOiCTBa nocne npoueaypbl. 3a Baangauuo obecneyeHUs CTepUIbHOCTM

HeceT OTBETCTBEHHOCTb MEAMULMHCKOE YUpeXxaeHue.

TPEBOBAHNA K TEXHUNWYECKOMY OBCNYXUWBAHUWIO N REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF MD
PEMOHTY MW The FMS Remote Hand Control
yxon

* PerynsipHo npoBepsiiTe Bce o6opynoBaHune n kabenu Ha npegmet otcytctens MAINTENANCE
NPU3HaKoB M3Hoca. Mpu o6HapyXeHUN MOBPeXAeHWI 3aMeHnUTe Hacoc 6o < Inspect all equipment and cables periodically

BEPHUTE €ro B LLEHTP TEXHUYECKOT0 06CNYXMNBAHNA N PEMOHTA. replace or return to Repair Service Center.
* PEMOHT MOXET BbINOMAHATLCS TONbKO KBaNM(PULMPOBaHHLIM MHXEHEpPOM Mo * Any repairs must be performed by a qualified Biomedical Engineer.
6unomegMUNHCKOMY 060pYyA0BaHNIO.  Clean and disinfect after every use.

e Mpon3BOANTE OUNCTKY U AE3NH(EKLIMIO MOCE KaXKA0r0 NMPUMEHEHUS.
BO3MOXHbIE BB/Abl HEWNCITPABHOCTW 7] PELLEHWE POSSIBLE FAULTS AND TROUBLESHOOTING.

HEWCMPABHOCTE. Refer to IFU FMS VUE Fluid Management and Tissue
CM. MHCTpYKUMK no npumeHeHntio M «Koncons FMS VUE I1»
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YC/NOBNA TPAHCIMOPTUPOBKW n XPAHEHNA CONDITIONS OF TRANSPORTATION AND STORAGE

HanmeHoBaHMWe NTtnHnon Desisiatkui Ranee
TemnepaTypa -10°C-+50°C Temperature -10°C
OTHOCUTeNbHadA BNaxHOCTb  10%-90%, 6e3 KoHAeHcaLuu Relative humidity 10%
ATMOC(hepHOe faBrieHune 500-1060 munnnbap Barometric pressure 500

MOPAALOK U YCNoBUA YTUNUIAUWNN nnn YHUUTOXEHWUA MD DISPOSAL RULES AND CONDITIONS

MIA Any opened but unused device, as well as an expired device should be utilized in
Mpn HeobxogumocTn MW cnegyeT yTunamsmpoBaTb B CcooTBeTCTBMM ¢ accordance with accepted medical practice and applicable local and national
NPUWITON MeAUUMHCKOA NPakTUKOW W NPUMEHMMbIMU  MeCTHbIMU W requirements.

HaLWOHaNbHbIMWU CTaHAapTaMu.

FTAPAHTNA WARRANTY

CM. MHCTPYKUMK no npuMeHeHnio MU «KoHcons FMS VUE N» Refer to IFU FMS VUE Fluid Management and

HAVMMEHOBAHWE NKOPUOAVNYECKUW ALAPEC MPOU3BOANTENA NAME AND LEGAL ADDRESS OF MANUFACTURER AND
MU n YMNMONHOMOYEHHOTO MPEAOCTABUTENA AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION
MPON3BOANTENA BPOCCUN

DEVELOPER:

Medos International Sari

Chemin-Blanc 38, CH 2400

Le Lode, Switzerland

MANUFACTURER:

Medos International Sari

Chemin-Blanc 38, CH 2400

Le Lode, Switzerland

PLACE OF PRODUCTION:

Kimball Electronics Poland Sp. Z.0.0

PA3SPABOTYUK:

Medos International Sari
Chemin-Blanc 38, CH 2400

Le Lode, Switzerland
MPOVN3BOAUTE/b:

Medos International Sari
Chemin-Blanc 38, CH 2400

Le Lode, Switzerland
MECTA MNMPON3BOACTBA:

Kimball Electronics Poland Sp. Z.0.0
Poznanska St 1C

62-080 Tamowo, Podgome

POLAND

DePuy Mitek, Inc.,
325 Paramount Dr.,
Raynham, Massachusetts 02767, USA
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Poznanska St 1C
62-080 Tamowo, Podgome
POLAND

DePuy Mitek, Inc.,
325 Paramount Dr.,
Raynham, Massachusetts 02767, USA
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YIIOJIHOMOYEHHOU NPEACTABHUTEIL ITPOM3BOAMTEJIA B { AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
POCCHH: RUSSIA:
000 «/{xoncon & Jxoncon», 121614, r. Mocksa, ya. Kprinarcxas, a. 17, | Johnson & Johnson LLC,
Kopn. 2. 121614, Moscow, Krylatskaya str., 17/2.
Ten. +7(495)580-7777 Tel. +7 (495) 580-7777
DL-JNJRUMedical QA@ITS.JNJ.com DL-INJRUMedicalQA@ITS.JNJ.com
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CoriaacoBsano

Instruction for use
5- Way Foot Pedal with connection cable
HHCTpYKIHA IO NPAMEHEHHIO
IaruxnaBanHan neaajas FMS ¢ kafereM noaxIioYeHns
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Russian text English text

HAMMEHOBAHWE MEAVMUMNHCKOIo WM3AENnNA (M) W EFrO MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
KINTACCUNPNKALWNA MD name, variations of MD
HanmeHoBaHne MW, BapnaHTbl ncnosiHeHns MU Pump and shaver for arthroscopic interventions
Hacoc v weiiBep Ans apTPOCKOMMUYECKUX BMeLLaTeIbCTB:
FMS VUE Il Fluid Management and Tissue Debridement System consisting

Hacoc v weliBep ans apTpockonuyeckux emewatenscts FMS VUE I, B cocTaBe:  Of:
1. KoHconb FMS VUE Il ¢ MHCTPYKLMEA No npuMeHeHuto - 1wt./yn. 1. Console FMS VUE Il with instruction for use
2. MynbT AUCTAHUMOHHOTO ynpaBneHns FMS ¢ kabenem nogknUYeHUs 1 MHCTPYK- 2_- Remote control with connection cable
Lmeli N0 NpUMeHeHuo - 1 WT./yn. (Mpu Heo6X0AMMOCTH) (if necessary); _ _

o 3. 5- Way Foot Pedal with connection cable
3. MaTtnknaeuwHas neganb FMS ¢ kabenem NoAKMOYEHNA U UHCTPYKLUMWER MO

pc/pack (if necessary);
pUMEHeRNIo - 1 wT./yn. (npu HeobxopumocTu) 4. "Tornado Micro IM" with connection cable

4. PyKOHTfa «Tornado Micro II» ¢ kabenem nofKo4YeHns, 6e3 KHOMOK, C UH- pc/pack (if necessary):
CTPYKUMelt No NpumeHeHnto - | w./yn. (Mpn HeobxognmocTy) 5. "Tornado Micro W" with a connection cable. Hand Controlled
5. Pykoatka «Tornado Micro II» ¢ kabenem NofKIoYeHns, ynpasnsemas, ¢ UH- tion for use - 1pc/pack (if necessary).

CTPYKUMeli No NpuMeHeHno - 1 wT./yn. (Npu He0OOXOAUMOCTK)
Further in the text the following names of the medical device can be

[anee no TeKCTy MOryT UCMO/Mb30BaTLCA CNEAYHOLLME HAUMEHOBAHNUS MeauLmH- device, pump. (MD).
CKOTr0 M3fenvs: usgenue, Hacoc, Npmbop, YCTPOWCTBO, CUCTEMA, HAacOCHas cU-

cTema.
HanMMeHOBaHUS MeANLMHCKUX U3AeUi MOTYT GbiTh YNOMSIHYTbI B TeKCTe B co- 1 hese instructions for use apply to the
KpaLleHHOM opMe Ana yao6cTBa BOCNPUATUSA MHDOPMaL MK, cable.

[aHHas MHCTPYKLMS N0 MPUMEHEHWIO pacnpocTpaHaeTcs Ha MATUKNaBULLHYHO Ne-
Aanb ¢ Kabenem noaKIYeHus.

Knaccupumkauyma MU MD classification
CM. MHCTPYKUUIO NO npuMmeHeHntio MU «KoHconb FMS VUE I1» Refer to IFU FMS VUE Il Fluid Management and Tissue
HA3SHAUYEHVWE MEANUMHCKOIO 3QENNA INTENDED USE MEDICAL DEVICE

Hacoc u weiBep 4n1g apTpOCKONMYeCKUX BMeLlaTeNbCTB npefHasHadeHbl Ana  The FMS VUE Il Fluid Management and Tissue Debridement System is in-
obecneyeHNs KOHTPOIMPYEMOro pacliMpeHns 1 BcacblBaHUA XUAKOCTW, KOH- tended to provide controlled fluid distention and suction, controlled cutting.
TPONIMPYEMOrO pe3aHusd, yaaneHus 3ayceHues, 6puUTb 9 U WANGOBKN KOCTER U
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TKaHei, 419 UCMoNb30BaHNSA B apTPOCKOMUYECKON XMP M. N NeYeBoro, KoJeH-
HOro, F0IEHOCTOMHOTO, JIOKTEBOTO, 3aMACTHOrO 1 Ta306e4peHHOro CyCcTaBoB
MOKASAHUNA N MPOTUBOIMOKA3AHNA K MPUMEHEHWIO M U
BO3MO>XHbIE NMOBOYHbIE QP DPEKTbI

lMokasaHusA

CM. MHCTPYKUUIO No npuMmeHeHnto MW «KoHcons FMS VUE IlI»

MpoTnBONOKasaHuA

He ncnonb3yinTe NATUKNABULLHYIO Nejanb C CUCTEMaMK, C APYTUMU CUCTEMaMMU,
MOMMMO Hacoca 1 WweiBepa AN apTPOCKONMUYEeCKUX BMeLlaTe NbCTB.

CM. nHCcTpyKumnn no npumeHeHno MU «KoHconb FMS VUE II».

MoboYHble 3hheKThl
CM. MHCTPYKUMKN no npumeHeHnto MW «KoHconb FMS VUE II».

NMHPOPMALUUMA O MOTEHUNANIbBHBIX MOTPEBUTENAX M A
YKA3AHWA MO NCIMOJIbSOBAHUIO
CMm. nHcTpyKunm no npumeHeHno M «KoHcons FMS VUE II».

MoTeHUManbHble NoTpebuTenn MU
CM. MHCTpYKUMK no npumeHeHnto MW «KoHconb FMS VUE II».

Ycnosua npumeHeHunsa/akennyatauyum M
Ycnosuga atnw,ratayunmu

BnaxHocTb 30% - 75%
Temnepatypa +HO0°C-+40°C
[aBnexHue 700-1060 munnnbap

OMMNCAHNE OCHOBHbIX ®YHKLUNOHAJ/IbHbIX 3/IEMEHTOB MW
N NPUHUWNMbI JENCTBUSA

MatuknasuwHasa negans (puc. 1) ynpaenset GyHKUMAMM Hacoca U WweliBepa ans
apTpockonuyecknx smewartenscts FMS VUE II.
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burring, shaving an irading of bone and tissue for use in arthroscopic sur-
gery of the shoulder, knee, ankle, elbow, wrist and hip joints
INDICATIONS AND CONTRAINDICATIONS
POSSIBLE ADVERSE EFFECTS
Indications
Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement Sys-
tem
Contraindications
Do not use the 5-Way Foot Pedal with systems other than
Management Systems.
Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement Sys-
tem.
Adverse effects
Refer to IFU FMS VUE Il Fluid Management and Tissue
tem.
INFORMATION ON POTENTIAL USER
TIONS FOR USE
Refer to IFU FMS VUE Il Fluid Management and
tem.
Potential users of MD
Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement Sys-
tem.
Use/opcration conditions of MD
Opmlion conditions
Humidity
Temperature
Pressure
DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF M
PRINCIPLE OF OPERATION
The 5-way Foot Pedal controls shaver and suction functions when used with
the FMS VUE Fluid Management Systems




1 KHorka FLOWAH'< 1 FLOWA™ Button
2 KHorka BLOODSTOP™ 2 BLOODSTOP™ Button
3 lMepanb 3aaHero xoma 3 Revere Pedaf
4 TMepanb ocannnsLmmn 4 Osciiiate Pedal
5 [Mepanb nepe™ro xoga 5 Fofward Pedal
Puc 1. MNatuknaBuliHas nejanb Pig 1. 5-Way Foot Pedal
MepanbHeIA  nepekntovatens Takxe ynpasnseT dyHKuuamu FLOW+ W The Foot Pedal controls the FLOW+ and BLOODSTOP features.

BLOODSTOP.
FLOW + feature increases flow
dyHkyna FLOW+ yBennumBaeT pacxon 6e3 yBennyeHns AaBneHus B
CyCTage. BLOODSTOP™""" is a timed cycle of increased flow and pressure that
controls bleeding and clears the field of view.
dyHKung BLOODSTOP™*"" npeactaBnseT 060/ CMHXPOHU3MPOBAHHbIN LMK
YBEe/IMYEHNA NOTOKA W AAB/IEHNA, KOTOPble KOHTPO/IMPYIOT KPOBOTE-
@ YyeHue M oYM aloT none o63opa.

UTo6Hl... HaxmunTe... .- OTBeT CUCTEMBI TO vzl Press... e
AKTUBUPOBATb AKTMBMPOBaH Activate FLOW+
FLOW+ pexum FLOW+ Press and hold
Haxmute n FLOW+ blue
yaepxuBaiite button to activate;
rony6yto KHOMKY Release button to
FLOW+ ans deactivate.
aKTmBauum; Activate

neganb “Release” BLOODSTOP
(Cépoc) ans Press button and
feakTuauum). hold for 2
AKTVBNPOBATb AKTUBMpPOBaHa seconds.
BLOODSTOP DYHKLNSA

HaXmnte KHOMKY BLOODSTOP

N yoepxusaite 2

CeKYH/pbI.
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OTMEHUTHL Pexxnum Cancel

BLOODSTOP BLOODSTOP BLOODSTOP

(80 KOHUa uuKna) OCTaHaB/NMBaeTCs. (before end of

HaxmuTe Hacoc cycle) Press

ronybyto KHOMKY BO3BpaLiaeTca K FLOW+ blue

FLOW+ ans HOpMasbHOMY button to

JleakTuBayuu. NoTOKYy 100 deactivate.
MA/MUH.

Foot Pedal Handpiece Functions
GDYHKUUN NATUKNABULWHON Neganu

Reverse
HanpasneHve LweliBepa Shaver dtrectic»i
‘Ha3a'qll

Forward
HanpasneHue LueiiBepa Shaver dtrec6on
"Ll_h_epe'q"

Osdilate

Shaver direcSon

HanpasneHwve LweiBepa

Fig 2. Foot Pedal and Handpiece Functions

Puc 2. NMatuknaBuLLIHasa negjanb

BO3MOXHOCTb Y MeTOAbl UHTErpaummn c Apyrumn meguunHckumu ngenn- The possibility and ways of integrating

AMU Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement Sys-
CM. MHCTpYKLMN no npuMeHeHnto M «KoHconb FMS VUE lI». tem.

TexHuueckue xapaktepuctukn MW [/ Technical characteristics of MD

MatuknasnwHasa negans FMS ¢ kabenem nogkntoveHunsa / 5- Way Foot Pedal with connection cable
OnwvHal Length: 299 £+ 10% mm/ mm

Wwupnna/ Width: 170 £ 10% mm/ mm
BbicoTa/ Height: 80,5 £ 10% mm/ mm
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Bec/ Weight: 1,94 £ 10 % kr (kg)

MEPEYEHbL N OMMNCAHWNE MATEPUNAJIOB M3ATOTOBNEHNA M

HanmeHoBaHue
MatnknasnwHaa AueTanb
negans FMS c ka-lonuatnneH
6enem nopgkntoye-ronukapb6oHat
HWA
OAHHBIE O MAPKMPOBKE M N EFO ¥YTMAKO

O6patnTecb K UHCTPYKLMU NO NPUMEHEHMIO

Matepuan MU

O6paTuTech K MHCTPYKLUMUM NO NPUMEHEHUIO

®

Homep no katanory

REF
CepuiiHblnl HOMep
Konuyectso
QTY
[arta n3rotoBfieHuns
nnnl
NONSTERILE HectepunbHo

Twn B. CootsetctByet cTaHgapty M3K 60601-

1
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LIST AND DESCRIPTION OF MD

Name M aterial of MD
5- Way Foot Pe- Acetal

dal with connec-Polyethylene

tion cable Polycarbonate

DATA ABOUT LABELING OF MD AND ITS PACKAGING
Consult instructions for use

Refer to instruction manual/booklet

(0]

Catalogue number
REF |

Serial number

QTY

Date of manufacture
AwT

NONSTERILE

Type B. Conforms to standard IEC



Made In

5¢ Only

Tun BF. CootsetcTByeT cTal*«™.Ty M3K
60601-1

B cootBeTcTBMY € AupekTnBoin 2002/96/EC ns-
Jenve fOMKHO YTUN3MPOBATbCA OTAe/bHO. 3a-
npeLiaeTca yTMAn3NpoBaTb U3ennme BMeCTe C
O6bITOBBIM MycOpoM. [N nosyvyeHns nHpopma-
LMW MO YTUNN3ALUN N3LENNA CBAXMUTECH C TOP-
rosbiM npegcrasutenem DePuy Mitek.
MeXAyHapOoLHbIA PENTUHT 3alnThbl

CTpaHa n3rotoBneHuns

depnepanbHblii 3akoH (CLLUA) orpaHnymBaeT
npofaxy 3Toro ycTpoicTBa BpayoM Uu Mo ero
YyKazaHuio.

M3roToBuTenb

YNONHOMOUEHHbI NpefcTaBuTeNb B EBponeii-
CKOM coob6LiecTBe

KomnaHusa Intertek Semko npon3ssena oueHKY
cuctembl FMS VUE v ee NpMHaANeXHOCTeR Ha
cooTBeTcTBME cTaHgaptam M3IK-60601-1, 3-e
n3ganue, 2005 r. 1 M3K-60601-1-2:2007. bbino
NoATBEPXKEHO COOTBETCTBME HAcoca U NpuHaga-
NEeXHOCTeW yKa3aHHbIM CTaH4apTaMm.
Mapkuposka CE. KomnaHus DePuy Mitek 3asB-
NAeT, 4TO 3TOT NPOAYKT COOTBETCTBYET MON0XKe-
Huam Aunpektrsbl Coseta 93/42/EEC oT 14 nioHA
1993 r. ¥ BHOCAWENW MNOMPaBKN [AUPEKTUBE

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

1P40

Made In

5¢0nly

EC REP

4008089

mype BF. Conforms to standard IEC

Per Directive 2002/96/EC, product
must be collected separately. Do not
dispose of as unsorted municipal
waste. Contact your DePuy Mitek

Sales
Representative for disposal infor-

Ingress

Federal Law (United States of Amer-
ica) restricts this Device to sale by, or
on the order of a physician.

Manufacturer

EC Representative

Intertek Semko
VUE System and its accessories per
standards IEC
2005 and IEC

pump



2007/47/EC OTHOCUTENbHO Mef..*"..ICKNX n3pae-
NN

Bcsa BcnomoraTenbHas [OKYMeHTaumsa XpaHUTCS
Ha TEpPUTOPUMN NPOU3BOAMNTENS.

50*0 Mpepnen Temnepatypsbl
122"F
-10X
14
90% [nanasoH BNaXHOCTH
%1
10%
t060Tbar [vana3oH aTMOC(EepPHOro AaBfieHns
SoooM
A OCTOpPOXHO!
IP58 MeXayHapOAHbIA PEATUHT 3aLWUThbl

CpoK cnyX6bl 1 XpaHeHWs U3fenns

CM. MHCTPYKUMK no npumeHeHnto MW «KoHcons FMS VUE 11»
dopma NocTaBKu

YnakoBo4Has KOpobKa COAepXUT:

- MaTuknasuwHaa neganb FMS ¢ kabenem nogkQYeHNs

- IHCTpYKLMIO NOo akcnayarayumn

MEPEUEHb MATEPMANOB XMBOTHOIO n (MNn) YENOBEYE-
CKOIo NPONCXOXAOEHWA

HenpumeHnMo. [laHHOe MeAULMHCKOe U3[eNne He COAEPXUT maTepuanbl Xu-
BOTHOrO 1 (M) YeNnoBeYEeCKOro NPONCXoXaeHuns

TPEBEOBAHWA BE3OMACHOCTUN N 9P DPEKTUBHOCTU MU

370 060pyaoBaHNE MOXET UCMONb30BAaTLCA TONLKO XUPYypraMmu, NpoBoAALLUMN
apTpocKonu4yeckue onepayuni. Xumpypr, UCNO/b3YHOLWMNIA 3TO YCTPOWCTBO, A0N-
XeH obnafaTb HaBblKamMu NPOBEAEHUSA apTPOCKONMUUYECKUX XNUPYPTrUYECKUX NpPo-
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and accessories were found to be

compliant.
C € European Conformity
0086
J, SO*C Temperature
122*F
-KI
14
90% Humidity
V<

10%

ogotear  Atmospheric

SOOmbar

A

IP58 Ingress

Device service life and storage

Referto IFU FMS VUE Il Fluid Management and Tissue Debridement System
How supplied

The shipping box contains:

- 5- Way Foot Pedal with connection cable

- operator’s manual

LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. This medical device does not contain materials of animal and
/ or human origin.

MD SAFETY AND EFFECTIVENESS REQUIREMENTS

 This equipment may be operated only by arthroscopic surgeons. The surgeon
using this device must be trained in arthroscopic surgical proced

of the risks associated with those procedures, and have current knowledge of
technological advances in surgical products and techniques.



Lefyp, 3HaTb O PUCKax, CBA3aHHbIX C 3TUMKU Npoueayp_...., U obnagarb akTyanb-
HbIMW 3HaHUAMYW O TEXHWYECKOM Nporpecce B 06/1aCTU XUPYPruyecknx nNposyK-
TOB U METOAOB.

* [epef ncnonb3oBaHMem MPOBEPbTE KOMMOHEHTbI CUCTEMbI HA HalM4YKe NoBpe-
XAeHWiA. BHMMaTeNIbHO NPOBeEpPbTE LefIOCTHOCTb Kabens. Mpu Hannumm npusHa-
KOB MOBPEXAEHNS HE UCMONb3YWiTe ero.

* HecobntogeHne COOTBETCTBYIOLWMX WHCTPYKUUA MOXeT NPUBECTU K Cepbes-
HbIM MOC/IEACTBUAM A1 NauneHTa Npu XMpypruyeckomM BmeLLaTe/IbCTBe.

* 3aBOJICKME HACTPOWKM crefyeT UCNOMb30BaTh TO/IbKO Kak PeKOMeHAaTe lbHble.
Xupypr HeceT OTBETCTBEHHOCTb 3 HACTPOMNKM, OTHOCALLMECA K er0 XMpypruye-
CKOMY BMeLLaTe/bCTBY.

* He HamarTbIBanTe Kabenu nuTaHuUsa NATUKIABULLHON Nefjann Ha MeTanInyeckme
npeameTbl. HamaTbiBaHVe Kabens Ha MeTannmyeckue npesMeTbl MOXET UHAYLUN-
poBaTb TOKU, YTO CMOCOGHO NPUBECTU K yAapy 3/IEKTPUYECKUM TOKOM, BO3ropa-
HWIO, TPaBMe NaLneHTa UIn XMpPypruyeckoro nepcoHana.

* YCTPOWCTBO NPOLUIO UCNbITAHWUA, U 415 Hero 6b1f10 NOATBEPXAEHO COOTBET-
CTBMe fonyckam Ans MeauumHCKuX nsgenuii no ctaHgapty IEC 60601-1-2. 31n
A0onyckun paspaboTaHbl 418 0o6ecneyeHns pasyMHOW 3aWMTbl ANS TUNMUYHOTO Me-
AVLMHCKOro 060py0BaHNA OT HeAOMYyCTUMbIX NOMEX NPy 6/IM3KOM B3aUMHOM
pacnonoxeHun ycTpoicTB. Ecnn paboTta Hacoca NpMBOAMT K HeAONYCTUMbIM
nomexam, BAVUSAIOWNM Ha Lpyrue yCTPOWCTBa, BbIKNIOUYNTE CETEBOE NUTaHWMeE, 3a-
TEM CHOBa BK/IlOYNTE, YTOObI YCTAHOBUTb, YTO HACOC ABNAETCA UCTOYHUKOM MO-
MeX, W3MeHWTe MECTOMOJIOXKEHNE CUCTEMbI WAN OTAeNnTe ee OT APYrux
ycTpoicTB. Ecnm npobnemy ycTpaHUTb He yaaeTcs, o6paTuTech B Cnyx0y nog-
AepXkn komnanum DePuy no TenegoHy 1-800-382-4682. B EBponeiickom Co-
Apy>ecTBe 06paTuTech B MECTHBIN (unuan.

NMH®POPMALNA O NEKAPCTBEHHbLIX MPEMAPATAX N (NJTN)
®PAPMALEBTUYECKUX CYBCTAHUNAX B COCTABE MU
HenpumeHumo. N3genve He COAEPXXUT U He UCNOMb3YeTCs B COYETaHMM C leKap-
CTBEHHbIMU BeLLecTBaMu.

OYHKUMOHANBbHAA MPOBEPKA
CM. MHCTpYKUMn no npumeHeHnto MW «KoHcons FMS VUE I1»

OMUCAHWE METO/ZOB MOBTOPHOW OGPAEOTKU U CTEPUN-
3ALMN
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* Prior to use, che le system components for damage. Check the cable
integrity carefully. Ifthere are signs of damage, do not use.

« Failure to follow all applicable instructions may result in serious surgical
consequences to the patient.

e Factory settings should be used only as guidelines. The surgeon is
responsible for settings pertaining to his

* Do not wrap Foot pedal power cables around metal objects. Wrapping cables
around metal objects may induce currents that could lead to electric shock, fire
and/or injury to patient or surgical personnel.

* This device has been tested and found in compliance with limits of medical
devices according IEC 60601-1-2 standard. These limits are designed to
provide reasonable protection in a typical medical installation, against harmful
interference when devices are located in close proximity.

causing harmful interference with other devices, turn the main power off, then
on again to determine if it is causing the interference, relocate the system or
separate it from other devices. If you cannot resolve the problem contact
DePuy Customer Service at 1-800-382

your local affiliate.

 Disconnect the device from the pump when cleaning or inspecting

INFORMATION ABOUT MEDICINES AND (OR) PHARMACEUTI-
CAL SUBSTANCES INCLUDED IN MD

Not applicable. Devices do not interact with medicinal and / or pharmaceutical
substances.

FUNCTIONAL TEST
Referto IFU FMS VUE Il Fluid Management and Tissue

DESCRIPTION OF REPROCESSING AND STERILIZATION



Mocne Kaxgoin onepauum Npon3BoaMTE OYUCTKY MNATUKNABULIHON nejanun v Ka-
6ens NUTaHMUA C UCMONb30BaHNEM Ae3VH(ULMPYIOLLEro pacTBopa rnyrapanbje-
rnaa, takoro kak pactsop CIDEX® OPA, NpuUroToB/ieHHOr0 U UCMNO/b3yemMoro
B COOTBETCTBUWN C UHCTPYKLUAMU NPON3BOAUTENSA.

1. MpnroToBbTe AE3MHPULMPYIOLWMIA PacTBOP B COOTBETCTBMU C MHCTPYKLMAMU
Nnpou3BOAMTENS.

2. MpoTpnTe NOBEPXHOCTb NATUKNABMLIHON Mefann NOCKYTOM TKaHW, BaTHbIM
LIApPMKOM UM Map/ieil, CMOYEHHbIMMW Ae3NHDULNPYIOLLUM PacTBOPOM.

3. OcTaBbTe Ae3MHMOULMPYIOLLMIA PacTBOP Ha BCEX YYacTKax yCTpoicTBa Ha 19-
20 MUHYT.

4. TwaTtenbHO ONONOCHUTE NPOTOYHON BOLOWA.

5. Heo6xomMo, 4To6bl OCTAaTOK BOAbI CTEK C NATUKNABULLHONM Nejanu v nejanb
XOpOoLUOo Mpocoxna.

MpepynpexaeHue.

HE ABTOK/NTABNPOBATb

He ckpyumBaiite Kabenb Npu XxpaHeHUU. He TAHUTe 3a Kabenb Ana ero otcoeam-
HeHUS.

TPEBOBAHUA K TEXHUNYECKOMY OBCNY>XWNBAHWNIO U PE-
MOHTY MW

yXon

PerynspHo nposepsiiTe Bce 060pyAoBaHune U Kabenyn Ha OTCYTCTBME NPU3HAKOB
nsHoca. Mpu 06Hapy>XeHUN NOBPEXAEHUI CneayeT NPON3BECTU 3aMeHY UN BO3-
BpaT B CEPBUCHO-PEMOHTHbIN LEHTP.

1106011 pEMOHT J0/MKEH OCYLLECTBAATLCA KBaIMKULMPOBAHHBNN MHXXEHEPOM MO
6uomMeaNUMHCKOMY 060pYL0BaHNIO

BO3MOXXHbIE BuAbl HEWCMPABHOCTW W PELWWMEHWE HEWC-
MPABHOCTEWN.
CM. MHCTpyKunm no npnumeHeHnto M «KoHconb FMS VUE II»

YCNOBUNA TPAHCIMOPTNPOBKWM NN XPAHEHINA
HanmeHoBaHue [BaBa3oda
Temneparypa -10°C-+50°C

OTHOCUTENbHAA BNAXHOCTb  10%-90%, 6e3 KOHAeHCaLUK

ATMOC(epHOe faBfieHune 500-1060 munnubap
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After each operation, clean the foot pedal and the power cord with a Glutaral-
dehyde disinfectant such as CIDEX® OPA solution

manufacturer’s instructions.

1 Prepare the disinfectant solution per manufacturer instructions.

2. Wipe the surface of the Foot Pedal with a cloth, swab or gauze pad soaked
in disinfectant solution.

3. Let the disinfectant stay on all device areas for 19

4. Rinse thoroughly in running water.

5. AIlIOWthe Foot Pedal to drain and dry thoroughly

Caution:

DO NOT AUTOCLAVE

Do not twist the cable when storing. Do not unplug instrument by pulling on
cable.

REQUIREMENTS FOR TECHNICAL SUPPORT AND IMPAIR OF
MD

MAINTENANCE

Inspect all equipment and cables periodically for wear. If damage is noted,
replace or return to Repair Service Center. Any repairs mus

a qualified Biomedical Engineer.

POSSIBLE FAULTS AND TROUBLESHOOTING.
Refer to IFU FMS VUE Il Fluid Management and Tissue

CONDITIONS OF TRANSPORTATION AND STORAGE

Dedsnation Ranee
Temperature -10°C
Relative humidity 10%
Barometric pressure 500



NOPALOK n YCNOBUNA YTUIN3AUMN nnn . ,MUHTOXEHNA M MD DISPOSAL b ES AND CONDITIONS
npu Heobxogumoctn MW cnepyet yTunnsmposaTb B COOTBETCTBUM € NpUHATON  Any opened but unused device, as well as an expired device should be utilized
MeLNLMHCKOW NPaKTUKON 1 NPUMEHUMbIMU MECTHBIMU U HaLMOHaNbHLIMK CTaH-  in accordance with accepted medical practice and applicable local and national

fapTamu. requirements.
FTAPAHTUNA WARRANTY
CM. MHCTPYKUMK no npumeHeHnto MU «KoHcons FMS VUE II» Referto IFU FMS VUE Il Fluid Management and Tissue Debridement System

HAVMMEHOBAHVE W IOPUANYECKA AOPEC MPOV3BOAUTENA NAME AND LEGAL ADDRESS OF MANUFACTURER AND
MA N YINTONMHOMOYEHHOIO MPEACTABUTENA MPOU3BOAN- AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION
TEJTA B POCCUIA

DEVELOPER:
PA3PABOTHUK: Medos International Sari
Medos International Sari Chemin-Blanc 38, CH 2400
Chemin-Blanc 38, CH 2400 Le Lode, Switzerland
Le Lode, Switzerland MANUFACTURER:
NMPON3BOAUTE/b: Medos International Sari
Medos International Sari Chemin-Blanc 38, CH 2400
Chemin-Blanc 38, CH 2400 Le Lode, Switzerland
Le Lode, Switzerland PLACE OF PRODUCTION:
MECTA NPOU3BOACTBA: Kimball Electronics Poland Sp. Z.0.0
Kimball Electronics Poland Sp. Z.0.0 Poznanska St 1C
Poznanska St 1C 62-080 Tamowo, Podgome
62-080 Tamowo, Podgome POLAND
POLAND

DePuy Mitek, Inc.,
DcPuy Mitek, Inc., 325 Paramount Dr.,
325 Paramount Dr., Raynham, Massachusetts 02767, USA
Raynham, Massachusetts 02767, USA AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
YNONMHOMOYEHHOW NMPEACTABUTENBL TMPOU3BOAUTENA B RUSSIA:
POCCUI: Johnson & Johnson LLC,
00O «[X0HCOH & [xoHcoH», 121614, r. Mocksa, yn. Kpbinatckas, g. 17, 121614, Moscow, Krylatskaya str., 17/2.
Kopn.2. Tel. +7 (495)580-7777
Ten. +7(495)580-7777 DL-JNrnUMedical OAf2).ITS.JNJ.com

DL-JNJRUMedicalOAf2).ITS.JNJ.com
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CrealemEy Or M
CoraacoBaHo

Instruction for use
Tornado Micro II Shaver Handpiece No-Button
Tornado Micro II Shaver Handpiece Hand Controlled

HHCcTpyKIHeA N0 NPHMEHEHHIO
Pykosarka «Tornado Micro II» ¢ kabeseM noaxnoYenns, 6e3 KHONOK
Pykosntka «Tornado Micro II» ¢ kabejieM nOAKIIOUEHH S, YOpaBJIsieMas
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ueKuybynines
QVNRBCF M- DNEN

Russian text

HANMMEHOBAHMWE MEAWUWMHCKOIo W3AENNA (MW) WU ErO

KNACCNDOUNKAL WA
HanmeHoBaHue MW, BapnaHTbl ncnonHeHnsa MU
Hacoc v weiiBep 4159 apTPOCKONNYECKUX BMELIATENbCTB:

Hacoc v weiiBep ans aptpockonuyeckmx Bmewwarenscts FMS VUE I, B cocTaBe:

1. KoHconb FMS VUE Il ¢ MHCTPYKUWER No NpUMeHeHuto - 1 wiT./yn.

2. MynbT gUCTaAHUMOHHOTO yrpasneHus FMS ¢ kabenem MoAKMOYEHUS U UH-
CTPYKUMEN No NpMMeHeHUto - 1 wtYyn. (Nnpu Heo6XoANMOCTI)

3. MATuknaBuwHan negans FMS ¢ kabenem NogKMOYEHNA U UHCTPYKLMER Mo
NPUMEHEHMNIO - 1 WT./yn. (NP1 HEO6X0ANMOCTK)

4. PykosiTka «Tornado Micro » ¢ kabenem nogknio4yeHusi, 6e3 KHOMOK, C WH-
CTPYKUMEN No npuMeHeHnto - 1 wT./yn. (Npu Heo6XxoAMMOCTH)

5. PykoaTka «Tornado Micro II» ¢ kabenem nofknoYeHus, ynpasnsemas, ¢ UH-
CTPYKUME No NpuMeHeHnto - 1 wT./yn. (Npu Heo6XxoanUMOoCTN)

[llanee no TeKCTY MOTYT MCMNO/b30BATLCA CNEAYIOLLINE HAMMEHOBAHUS MeAULUH-
CKOTO M3fenus: usaenue, Hacoc, Nnpubop, YCTPOMCTBO, CUCTEMA, HACOCHAs CU-
cTema.

HanMmeHOBaHMSt MeIVLMHCKNX U3[eNniA MOTYT BbITb YNOMSIHYThI B TEKCTE B CO-

KpawleHHOW hopme Ans yao6cTea BOCNPUATUS UHGOPMaL WK,

English text

MEDICAL DEVICE (MD) NAME AND
MD name, variations of MD
Pump and shaver for arthroscopic interventions

FMS VUE Il Fluid Management and Tissue Debridement System consisting
of:

1. Console FMS VUE Il with instruction for use

2. Remote control with connection cable

(if necessary);

3. 5- Way Foot Pedal with connection cable

pc/pack (if necessary);

4. "Tornado Micro " with connection cable

pc/pack (if necessary);

5. "Tornado Micro 1I' with a connection cable. Hand Controlled
struction for use - 1pc/pack (if necessary).

Further in the text the following names of the medical device can be used:
device, pump. (MD).

The medical devices names can be mentioned in the text in abbreviated form
for information perception convenience.

This IFU applies to Tornado Micro Il Shaver Handpiece No
nado Micro Il Shaver Handpiece Hand Controlled

HacTtoswasa MHCTPYKUKMSA pacnpocTpaHsaeTcs Ha PyKosATKy «Tornado Micro I1» ¢
Kabenem noaknYeHus, 6e3 KHonok n «Tornado Micro ll» ¢ kabenem nogkntoye-
HWA, ynpasnisemas
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I f1 uepuybyntnes

cwwmior

Knaccutpukauma MU
CMm. uHcTpyKumnm no npumeHeHuto M «KoHcons FMS VUE Ili».

HA3HAYEHVWE MEONLUWNHCKOIO N3AENNA

Hacoc n weiBep 4ns apTPOCKONUYECKMX BMeLIaTeNbCTB NpeAHasHavyeHbl Ans
obecneyeHns KOHTPONMPYEMOrO paclUnpeHns N BCACbIBAHWUA XULKOCTU, KOH-
TPONMPYEMOrO pe3aHus, yaaneHus 3ayceHueB, 6pUTba WU WANPOBKN KOCTER 1
TKaHen, ANA NCnonb30BaHWA B apTPOCKOMMUYECKOW XMPYPruy nneyesoro, Ko-
NIEHHOTO0, rONEHOCTOMHOrO, IOKTEBOr0, 3aMACTHOro M Ta3o6eApeHHOro cycra-
BOB

MOKA3AHNA N TIPOTUBOIMOKA3AHNA KMPUMEHEHWIO MU U
BO3MOX>XHbIE MOBOYHbLIE 9P PEKTHI

Moka3aHuA

CM. MHCTPYKUMIo o npumeHeHnto M «KoHconb FMS VUE lli».

MpoTmMBONOKa3aHUA

3anpeuaetcs mcnonb3oBaTh PykoaTky «Tornado Micro ll» ¢ kabenem nogknto-
yeHus, 6e3 KHOMOK 1 1 PykoATKy «Tornado Micro I1» ¢ kabenem nogKNHOUEHMS,
ynpaBfsemyto ¢ Apyrumu cuctemMamu, NOMMMO Hacoca W LweliBepa Ana apTpo-
CKOMUYECKNX BMeLLAaTeNbCTB.

CM. MHCTpYKUKMK no npumeHeHnto MU «KoHconb FMS VUE II».

Mo6ouHbIE 3adhheKThl

Mpn ncnonb3oBaHUM LaHHOTO YCTPOMNCTBA MOTYT BO3HMKaTb MEPeYNUC/EHHbIe
HUXXe HexenaTteflbHble peakumu.

* [Topa)keHne 3NeKTPUYECKUM TOKOM.

* VIHuympoBaHue.

* PazgpaxeHne MATKNUX TKaHeN.

» OXO0ru B pesynbTaTe neperpesaHns ycTpocTBa.

» OTCpOYKa BbLUOHEHUSA XUPYPrYeCcKoi npoueayp

NMH®POPMALNA O MOTEHLUWMANBHBIX MOTPEBUTENAX MU U
YKA3AHWA MO NCMOJIbSOBAHNIO

CM. MHCTPYKUMN no npumeHeHnto MU «KoHcons FMS VUE I1I»

MoTeHUManbHbIe NOTpebuTENN MW
CM. MHCTPYKLMK No npumeHeHnto M «KoHcons FMS VUE U»
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MD classification

Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement Sys-
tem.

INTENDED USE MEDICAL DEVICE

The FMS VUE Il Fluid Management and Tissue Debridement System is in-
tended to provide controlled fluid distention and suction, controlled cutting,
burring, shaving and abrading ofbone and tissue for use in arthroscopic sur-
gery ofthe shoulder, knee, ankle, elbow, wrist and hip joints

INDICATIONS AND CONTRAINDICATIONS

POSSIBLE ADVERSE EFFECTS

Indications

Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement Sys-
tem.

Contraindications

Do not use the Tornado Micro Il handpiece with systems otherthan the FMS
VUE Il

Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement Sys-
tem

Adverse effects

The following list of adverse effects may be associated with the use of this
device:

* Electrical Shock;

* Infection;

« Soft Tissue Irritation;

* Bums (device overheating);

* Surgical Delay.

INFORMATION ON POTENTIAL USER

TIONS FOR USE

Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement Sys-
tem

Potential users of MD

Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement Sys-
tem
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Ycnosus npumMeHeHus/akengatayumn Mu Use/operatioD conditions of MD
Ycnosua akcnayatauum Operation conditions
BnaXHOCTb 30% - 75% Humidity
TemnepaTypa +10°C-+40°C Temperature
[asneHune 700-1060 munnnbap Pressure

OMMNCAHWMNE OCHOBHbIX ®YHKLUMOHANBbHbBIX SAEMEHTOB MM DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD AND
N OPUHLUWNBI AENCTBUS PRINCIPLE OF OPERATION

PykoaTka «Tornado Micro IlI» ¢ kabenem nogknwo4veHus, ynpasnsdemas Tornado Micro Il Shaver Hand Controlled

PykoaTka «Tornado Micro IlI» ¢ kabenem nogkntoyveHus, ynpasnsemas — 3ato  The Tornado Micro Il handpiece is an accessory device to the FMS VUE™*""
[OMONHNTE/NIbHOE YCTPOWCTBO A1 Hacoca v weiBepa Ang aptpockonuyeckmnx systems FMS VUE Il. The handpiece consists of a locking and rotating de-
BMewatensct8 FMS VUE Il. PykosTKa cocTouT 13 hrkcmp3oowero v Bpawa- vice for holding shavers and burrs, and includes three buttons for controlling
toLLLerocsa gepxxaTtens weriBepoB 1 0ypoB, a TakXe ocHalleHa Tpems KHonkamu  shaver or burr rotation direction and BLOODSTOP™ f

ynpaBneHWs HanpasBfeHWeM BpalieHus weiBepa wunv 6ypa u ¢yHkunu foot pedal also may be used to control shaver or burr rotation direction. The
BLOODSTOP (puc 1.). Ana ynpaBneHus HanpasneHnem BpalleHus weliepa device provides suction through a suction port when connected to the FMS
nnm Gypa TakxXe MOXHO MCNO/b30BaTb HOXHOWM nepekntoyatens. Ycrporicteo VUE Il pump.

obecneymBaeT acnmpauuio Yyepes cneyuanbHblii MOPT NPU NOLCOEAUHEHUN K

Hacocy FMS VUE II.
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Puc 1. KomnoHeHTbl pykoaTku «Tornado Micro Il» ¢ kabenem nogkntoyeHus, ynpasnsemoit/ Tornado Micro Il handpiece

2a

2b

2c
3

YacTb
dukcupyrouiee
KONbL,O
AcnnpaunoHHbIN
pblyar

KHonka
BLOODSTOP

KHonka Bbl6Opa

pexunuma
BpaLLeHns
PyKOATKe
KHonka ON/OFF
CepuiiHblii HOMEp

Ha

YaepxunsaHue weisepa nnm bypa

KOHTpO/b acnupauum yepes
acnupayuoHHbIVA NopT.
AkTunsauyusa pexxuma BLOODSTOP.

Mpyv  HaXaTWM  MEPeKNYaeT  Pexum
BpallleHMs Brepej W Has3aj Ha BpalleHue
BrepeA-Hasaj

BkntoueHne 1 BbIKNOYEHNE PYKOSTKMN.
NaeHTU(UKaLmns pyKosTKu.
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1
2

2a

2b

g b~ w

® Part N
Locking ring
Suction lever

BLOODSTOP
button

Handpiece rotation
mode button
ON/OFF button
Serial number
Suction port
Alignment slots

Function

Holds shaver or burr in place.

Controls suction through the suction
port.

Activates the BLOODSTOP mode.

Press to

to oscillate mode

Turns the handpiece on and off.
Handpiece ldentification.

Connects to the FMS tubing.

Aligns shaver or burr face up or face
down.
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6 Protective cap

7 Connector
alignment arrow

Covers the connector during cleaning.

Aligns with the red dot on the FMS
connection port to indicate proper
connector alignment.

4 AcnupaunoHHbIR MoacoefmHeHne K Tpybkam cuctemol FMS.
nopt

5 TMa3sbl A4na  BblpaBHMBaHMWeE LIeliBepa Unn 6ypa nnLesoin
BblpaBHVBaHNA CTOPOHOWA BBEPX U/W BHU3

6  3awWwuTHBIA KOMNAYoK  3akpblTMe pasbeMa BO BPEMS OUUCTKM

7 CTpenka 4NA  BblpaBHMBaHWE C KPacHOW TOYKOW Ha
COBMeLLeHunA COefNHNTENIbHOM nopte FMS ans
pasbema NpaBuIbLHOTOMOAK/IOYEHUSA

8 Pa3sbem Kabens T[logkn4yeHWe K COEAUHUTENIbHOMY MOpPTY
PYKOATKU FMS.

9 CoefuHUTENbHBIN MogknoyeHve kabena pykoAaTkn wunm FMS
nopt FMS CONNECT.

10 Kabenb Kabenb gnauvHoli 3 mMeTpa AN COeAMHEHUN

PYKOATKN KN HacoCa

8 Handpiece cable Connectsto FMS connection port.
connector

9 FMS connection Connection port for handpiece or FMS
port CONNECT Interface Cable

10 Cable 3m cable that connects handpiece to the

pump

Puc 2. PykosTka «Tornado Micro IlI» ¢ kabenem nogkntodeHus, ynpasnsemas / Tornado Micro Il Shaver Handpiece Hand Controlled

PyKosATKa COCTOUT U3 PUKCMPYIOLLLErO M BPaLLatoLLerocs gepxxarens weinsepos
1 6ypoB. AN ynpaBneHns HanpasjieHNem BpalleHuns Wwesepa nnm 6ypa Takxe
MOXHO MCNOJb30BaTb HOXHOW NepekntoyaTesb. Y CTPONCTBO 06ecneymnBaeT ac-
nupayuio Yepes crneunanbHbld NOPT NpU NogcoefnHeHun K Hacocy FMS VUE
M.
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Tornado Micro Il Shaver No-Button

The Tornado Micro Il handpiece is an accessory device to the FMS VUE
systems FMS VUE Il. The handpiece consists of a locking and rotating de-
vice for holding shavers and burrs. A foot pedal also may be

shaver or burr rotation direction. The device provides suction through a suc-
tion port when connected to the FMS VUE Il pump.
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PeXXum ynpaeneHna KHONKW Mo YMOSTYaHUIO

[Ncicwine

MepeBof BpaLLeHUs
leliBepa n 6ypa B pe-
Xum Start/Stop

CMeHa  HanpaB/fieHuA
BpalleHuns LweliBepa K
bypa (Bnepes unu Bne-
pea-Haszap)

BpaweHne weliBepa u
bypa Hasaj

3anyck
BLOODSTOP

pexunma

BkntoueHve/BbncaoYe-
Hue yHKUMKM obxoga
npu  MNoACOeAMHEHNN
HOXHOro Mepeksya-
Tens K Hacocy

AKTunBauns/geaktunsa-
UM pexuma ynpasne-
HUS KHOMKW MO YMOJI-
YaHWO [ANA  3afaHHOM
KHOMKW  ynpasieHuns
(Tonbko gns FMS 1)

Haxmure...

(8)

@ ) 1lcek

(OK) 2 cek

OR) +

™+
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20K

20eK

OTKNUK CUCTEMBI
3anyckaeTt 1 0CTaHaB-
NMBAeT BpaLleHune LWei-
Bepa un bypa

KHonka MODE no3Bo-
NseT nepeknYaThHCA
MeXAy pexumamu Bpa-
LEeHNs BNepes 1 Bne-
pea-Hasag,

BpauwaeT weisep n
Oyp B 06paTHOM
HanpaBneHum

AKTUBUPYETCH PEXUM
BLOODSTOP

KHonkn MODE n
ON/OFF Ha pykosiTke
aKTMBMpyroTCsa/geakTun-
BMUPYOTCA NpU NoAco-
eMHEHNWN HOXHOrOo ne-
pekyaTens K Hacocy
KHonka ON/OFF cTa-
HOBUTCA KHOMKOM
BK/IHOYEHMA pexunma
BpaLLeHns BnepesHa-
3ag. KHonka MODE
CTaHOBUTCSA KHOMKOIA
BK/IIOUEHMNA pexunma
BpaLleHus Bnepes

Default Button control mode

To...

Start/Stop
burr rotation

shaver &

Change shaver & burr
rotation direction (For-
ward or Oscillate)

Reverse shaver & bun-
rotation

Start
mode

BLOODSTOP

Activate/deactivate De-

fault Button Control
mode to Dedicated but-
ton control mode

(Only for FMS 11)

AKTunBaums/geakTnBsa-
Lusa pexuma ynpasne-
HUS KHOMKK MO YMON-
YaHMO AnA  3aJaHHOW
KHOMNKW  yMpaB/eHuns
(TonbKo Ana CcUCTEMBI
FMS 11)

Press...

("™ "L sec

(OK) 2 sec
OK) +

X

+ 0

2SeC

2SeC
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3aflaHHbI peXxxnum ynpasneHnsa KHonku (Tonbko ana FMS VUEII)

[OeicTsune Haxmute
BkntoueHue/BbikNtOYe-
HWe YHKUMN BpaLle-
HUA Bnepef-Haszaj
BkntoueHne/BbIKOYe-
HUe PyHKUUKN BpaLle-
HUA Brepen/Hasas
MepekntoyeHne Mexay
Hanpas/fieHNUAMMN Bpa-
LeHWs Bnepea/Hasag
3anyck pexuma
BLOODSTOP (/\ )
BkntoueHue/BbikNOYe-
Hue yHKLMM obxopa
npu NogcoeanHeHNN
HOXHOTO MepektoYa-
Tens K Hacocy

(™) +

AKTuBauus/geakTnea-
1S 3a4aHHOT0 pexuma
ynpaBneHnsa KHOMKN
AN5 KHOMKKW ynpasne-
HUA N0 YMONYaHNIO

™+
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(O

1 cek

2 cekK

Ch ™

20eK

OTKNUK CUCTEMBI
3anyckaeTt 1 ocTaHaB-
NINBaeT BpalleHue Bne-
pea-Hazag

3anyckaeTt n ocTaHaB-
NINBAET BpalleHue Bne-
pesn/Haszap

MeHseT HanpaBneHue
BpaLLeHus

AKTVBNPYETCA PEXUM
BLOODSTOP

KHonkn MODE n
ON/OFF Ha pykosATke
aKTUBMpPYLOTCA/feaKTn-
BMPYIOTCA NpKU NoAco-
eANHEHNWN HOXXHOTO ne-
pekoyaTens K Hacocy
®YHKLUU KHOMOK
ON/OFF n MODE B03-
BpaLLarTCA K HACTPOI-
KaM Mo ymo/iyaHuto

Dedicated button control mode (Only for FMS VUE II)

To... Press...
Activate/deactivate Os-

cillate function @
Activate/deactivate

Forward/Reverse

Change direction be-

tween Reverse/Forward @ ) 1 sec
Start BLOODSTOP
mode (OK) 2 sec

Activate/deactivate
override feature when
the Foot Pedal is con-
nected to the pump

Activate/deactivate
Dedicated button con-
trol mode to Default
Button Control mode

(~ + (~"N2 sec
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GYMM0r 49 4OAHD,

PykoATKa cepun TopHafo ynpasnsemas

INONAM,

[OeiicTBue... [ BuxKeHne... OTKNMK CUCTEMDI
YBenMyeHne NHTEHCUB- Acnupauyms BKOYa-
HOCTW / BK/IOYEHMe ac- eTca  wuaM  ycunuea- Tornado Micro Il Shaver Handpiece Hand Controlled
nupayuu eTcs [BmxeHune
Increase/tum on suction
YMeHbLEeHNEe  UHTEH- Acnupaumsa  BbICO-
CMBHOCTM / 0OCTaHOBKa yaeTcs wamM ocnabe-
acnupaumu O O 1 <@\ BaeT _ 3--—-—-0— 0
. Reduce/stop suction
CHuMUTe  3aWUTHbIK  OTKPYTUTL
KOMMa4yoK Ha KOHLE Ka-
S e e
6ens
Remove protective cap
1 at end of cable
OpueHTupysacb no COBMECTUTb U HaXaTb
CTpesfike Ha pa3beMe Ka-
6ensa  pyKoATKW, NOA-
KJKOUNTE pasbeM K Co- Attach Handpiece Ca- Align and press
eAUHUTENILHOMY MOPTY ble Connecter to the
FMS FMS connection port
using Connector align-
ment arrow
MopgcoegnHnTe
Tpybky FMS Kk acnupa-
LUMOHHOMY NOPTY
Attach FMS tubing to
Suction port
-0—0- -0—a

-0— 0— 0— 0— o-
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hyHKuna BLOODSTOP

®dyHKuns BLOODSTOP 3anyckaeT BpeMeHHON LMK (2 MUHYTbI) nojayn yBe-
NMYEHHON MHTEHCUBHOCTY MOTOKA U AAaBNEHUSA A1 OCTAHOBKM KPOBOTEYEHUS
M OYNCTKM 30HbI BUAMMOCTW. 10 3aBepLUeHnM LMK/a Hacoca v WweinBepa Ang
apTpockonuyecknx sMmewartenscts FMS VUE Il BepHeTCs K nepBOHaYasbHbIM
HacTpolikam. Korga aktusmpoBaHa pyHKumMs BLOODSTOP, Ha akpaHe BOKpYT
nokasartesns 4aB/ieHUs Hacoca MUratoT cKobku (puc. 3).

(110

Puc 3. Muratowyne CKoOOKM Ha 3KpaHe AaBNeHnsa Hacoca 1 LWeiiBepa Ansa apT-
pockonuyeckux smewartenscts FMS VUE I

3aflaHHbIV peXXMM ynpaBneHns KHOMKK (TONbKO AN CUCTEMbI HAacoca U Weli-
Bepa 4/1a apTpocKonmyecknx smellatenscts FMS VUEI )
HacTpolika 3neMeHTOB ynpaBneHUs, Kotopas npegnonaraeT 3akpennaeHue 3a
onpefefsieHHbIMU KHOMKAMWN PEeXXMMOB BpalleHna Bnepea-Hasaj u Bne-
pen/Hasaf. HacTpoiika aneMeHTOB ynpaB/ieHUs BO3BPaLLaeTca K pexumy
ynpasneHusa No YMONYaHUIO MPU KaXKA0M MOBTOPHOM MOAKMOYEHUMN PYKO-
ATKW K HACOCY WM Mepe3anycke Hacoca.

YCcTaHOBKa W U3BNeYeHNe LWenBepos 1 6ypoB

UT0ObI BCTABUTL LUENBEP NN OYP B PYKOATKY, COBMECTUTE PUKCUPYIOLL U
WTHUT Wensepa/bypa ¢ NazaMun A1 BblpaBHUBAHUA Ha PYKOATKe (MLeBoi
CTOPOHOM BBEPX WM BHU3, B 3aBUCMMOCTM OT NPeSNnoYTEeHNN Nob30BaTeNs)
(puc. 4) n HAXMUTE A0 CAbIWKXMOro wenyka. Ytobbl n3BNeYb WeliBep/6yp,
60NbWUM NanbLeM PyKu MOBEPHUTE PUKCMPYIOLLEE KObLLO B/IEBO, a 3aTeM
noTAHUTE WeinBep/6yp (puc. 5)
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BLOODSTOP

Feature The BLOODSTOP feature provides for a timed (2 minute) cycle of
increased flow and pressure to stop bleeding and clear the field ofview. Once
the cycle is complete, the FMS VUE Il will return to its original settings.
When the BLOODSTOP feature is activated, the pump will have flashing
brackets in the pump pressure display (

Fig. 3. Flashing brackets in the pump pressure display on FMS VUE I
Dedicated button control mode (Only for FMS VUE II)
A configuration for your controls that
forward/reverse button. The controls will return to default button control
mode every time the handpiece is reconnected to the pump or when the
pump is re-started.

Inserting and Removing Shavers & Burrs

To insert shavers and burrs into the handpiece, align the shaver/burr’s
locking pin with the handpiece alignment slot (face up or face down, de-
pending on user preference) (Fig. 4) and push in until an audible “click” is
heard. To remove the shaver/burr, use your thu

to the left, then pull out shaver/burr (
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Puc. 4. Ma3bl ANA BbIpaBHUBaHNA Ha Puc.5. BpaleHune uKcmpytoLero Fig/ 4. Handpiece alignment slots
pyKoATKe KO/bLa BJIEBO U BbITATUBAHWE

Ynpas/fieHne NocpesCTBOM PYKOATKN, KOrAa nofKntoyeHa natnuknasmiwHas ne- Handpiece Controls when Foot Pedal is Connected

Janb.

Korga nATuknaevwHasg nefans MofcoefuHeHa K Hacocy, kHornku MODE n  When the foot pedal is connected to the pump, the handpiece MODE button
ON/OFF Ha pyKoATKe aBTOMATM4YeCKM [eaKTUBMPYHOTCA, HO KHonmka andthe ON/OFF button are automatically deactivated, but the BLOODSTOP
BLOODSTOP npogomkaet (hyHKLMOHMpPOBaTb. PyHKLUMA 06xoda no3BonseT button remains functional. The Override feature allows both foot pedal and
yNpaBAsaTb NOCPEACTBOM HOXHOIO MepeknoyaTens N pykoaTku ogHospemMeHHO handpiece controls when pressing (BLOODSTOP Feature) and (ON/OFF)
nocne CUHXPOHHOIO HaXaTus KHOMOK BKAOYeHUsa yHkumn BLOODSTOP mn  buttons for 2 seconds simultaneously (

ON/OFF B TeueHue 2 cekyHp (puc. 6a). BusyanbHblil uHAMKaTop curHanusm- handpiece control is activated when Foot Pedal is connected (

pyeT 06 aKTuBaLMy ynpaBneHUs PyKOATKOM, KOrAa NoAKIKYEH HOXHOM nepe-

Knroyvatens (puc. 6b). seC

+ ® 2 cek Fig. 6 a. To override feature press (BLOODSTOP Feature) and (ON/OFF)

buttons.
Puc. 6a. Ansa akTusayuu GyHKLUM 06X04a HOKMUTE KHOMKW BKIKOUYEHUSA QY HK-

unn BLOODSTOP n ON/OFF

Fig. 6 b. Hand Control de-activated (left) Hand Control activated (right)

Puc. 6 b. YnpasneHne pyKoATKON BbIKNOYEHO (CNeBa), ynpaBaeHne pyKOATKOM
BK/IIOUEHO (cnpaga).
B0O3MOXHOCTb 1 MeTOfbl MHTErpauuun ¢ gpyrumn meguunHckumm nsgenn- The possibility and ways of integrating with other medical devices

AMU Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement Sys-
CM. MHCTpyKLMn no npumeHeHnto MW «KoHcons FMS VUE 11», tem.
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TexHn4veckune xapaktepuctnkm MW / Technical characteristics of MD

PykoaTka «Tornado Micro Il» ¢ kabenem noakntoueHus, 6e3 kHonok / «Tornado Micro Il» with connection cable
OnwvHal Length: 478.03 £ 10% mm/ mm

LW unpnHa/ Width: 25.86 + 10% mm/ mm

BbicoTa/ Height: 39.85 £ 10% mm/ mm

PekoMeH[0BaHHbI aKCNAyaTauMOHHbIN LKA PYKOATKN: N0 1 MUHYTe KaxXable 6 MUHYT

Recommended Handpiece Utilization Cycle: 1 minute every 6 minutes

PykosaTka «Tornado Micro Il» ¢ kabenem nogknoveHud, ynpasndemasn / «Tornado Micro Il» with a connection
OnnHal/ Length: 478.03 £ 10% mm/ mm

W wnpuHa/ Width: 25.86 + 10% mm/ mm

BbicoTa/ Height: 39.85 £ 10% mM/ mm

PeKOMeHA0BaHHbIWN 3KCMNNYyaTaLMOHHbIN LUK PYKOATKK: N0 1 MUHYTE KaXAable 6 MUHYT

Recommended Handpiece Utilization Cycle: 1 minute every 6 minutes

MEPEYEHb N OMMMCAHWE MATEPUNANOB N3rOTOBJIEHUNA MW/ LIST AND DESCRIPTION OF MD

HavnmeHoBaHue MaTtepunan MU Name

PykosATKa «Tornado Hepxasetowas ctanb 316 «Tornado Micro W» with connec- Stainless steel 316
Micro Il» ¢ kabenemHepxaBetouias ctanb 316L, no ASTM A276 tion cable Stainless steel 316L, per ASTM A276

noakntoyeHus, 6e3 KHo-AnOMUHMEBLIV cniaB 6061 T6 (aHogm3aums)
MoK CunnkoH

PykosiTKa «TornadoHepxasetowaa ctanb 316

Micro Il» ¢ kabenemHepxaBetowasa ctanb 316L

NoAKMYeHUs, ynpasnsa- ANoMUHMeEBLIN cnias 6061 T6 (aHoau3auns)
emas CununkoH

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

6061 T6 Al (anodized)
Silicone
«Tornado Micro Il» with a con-Stainless steel 316
nection cable, Hand Controlled Stainless steel 316L, per ASTM A276
6061 T6 Al (anodized)
Silicone
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OAHHBIE O MAP KUPOBKE MW U ETITO YNAKOBKE DATA ABOUT LABELING OF MD AND ITS PACKAGING
O6paTuTech K MHCTPYKLUUN NO NPUMEHEHUIO Consult instructions for use
OH LLI
O6paTuTeCh K MHCTPYKLUUN MO NPUMEHEHMIO Refer to instruction manual/booklet
()
Homep no katanory Catalogue number
REF REF
CepuiiHblii HOMeEp Serial number
Konuuectso Quantity
QTY QTY
Jarta n3rotosfieHuns Date of manufacture
nnnl Vv
rJONSTERILE HecTtepunibHo IONSTERILB Nonsterile
() Tun B. CooTBeTcTBYET cTaHgapTy M3K 60601- * Type B. Conforms to standard IEC
1 60601
T
Tun BF. CooTBeTcTBYeT cTaHAapTy MOK Type BF. Conforms to standard IEC
60601-1 60601
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B cootBetcTBUM C AupekTneoin 2002/96/EC n3-
X fenve LOMKHO YTUAN3UPOBaTbCs OTAeNbHO. 3a-
npeLaeTcs yTMnM3nMpoBaTb U3genve BMecTe €
ObITOBBIM MYCOPOM. [N nonyvyeHns nHpopma-
LMy No YyTUIN3ALUN U3LENNSA CBAXMUTECH C TOP-
rosbimM npegcrasutenem DePuy Mitek.
IP40 MeXyHapOAHbIA PEATUHT 3aLUTBI

Made In CTpaHa U3roTOBNEHMS

depepanbHblin 3akoH (CLLIA) orpaHunymBaeT
NpoAaxKy 3TOro ycTpoicTBa BpayoM UAu Mo ero
yKa3aHWuo.

| |
IJ M3roToBuTenb

YNOoNHOMOYEHHbI NpeacTaBUTeNb B EBponeit-
CKOM co00LLlecTBe

1IEC 1IREP 1

KomnaHus Intertek Semko nponseena oueHky
cuctembl FMS VUE 1 ee npuHaanexHocTel Ha
cooTBeTcTBMe cTaHgaptam M3K-60601-1, 3-e
Intert<4c nsgadue, 2005 r. n M3OK-60601-1-2;2007. bbifio
4008069 NOATBEPXXEHO COOTBETCTBME HAcoca U NpuHaa-
NEeXHOCTEN yKasaHHbIM CTaHAapTaMm.
CO(& Mapkupoeka CE. KomnaHua DePuy Mitek 3asB-
MAeT, YTO 3TOT NPOAYKT COOTBETCTBYET MOMOXeE-
HuaM Aunpektusbl Coseta 93/42/EEC oT 14 nioHs
1993 r. M BHOCHLLE MONpPaBKU AUPEKTUBE
2007/47/EC OTHOCUTENbHO MEeAMLUMHCKUX n3ae-
nui.
Bca BcnomorartesibHas LOKYMeHTaUusa XpaHuTcs
Ha TeppuTOPUN NMPOU3BOAUTENSA.
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Per Directive 2002/96/EC, product
must be collected separately. Do not
dispose of as unsorted municipal
waste. Contact your DePuy Mitek

Sales
Representative for disposal infor-
mation.
IP40 Ingress Protection Rating
Made in Made in

Federal Law (United States of Amer-
ica) restricts this Device to sale by, or
on the order of a physician.

Manufacturer
mdJ
EC REP EC Representative
Intertek Semko evaluated the FMS
VUE System and its
standards [EC-60601
Intertek 2005 and IEC-60601
4008089 pump
and accessories were found to be
compliant.

Co(& European Conformity
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M 5(rC Mpegen TemnepaTypsl ( 50=C Temperature
T 122-F F122*F
-10C J -1UC 1
14°F 144F o
[rana3oH BRaxHOCTH Humidity
_ Mo [vnana3oH aTMOC(EPHOro LaB/ieHNs riocombar  Atmospheric pressure
soo”™.,0
OcTopoXHo! Caution
A A
IP58 MeXayHapoAHbI PERTUHT 3alUThbl IP58 Ingress Protection Rating
CpoK cnyX6bl 1 XpaHeHUs N3Lenna )Jevice service life and storage
CM. MHCTPYKUuM no npumeHeHnio M «KoHconb FMS VUE liI». Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement System
CBefieHMs 06 31eKTPOMarHMTHOW COBMECTUMOCTU Information about EMC
CM. MHCTPYKUumM no npumeHeHnio MU «Koncons FMS VUE II». Refer to IFU FMS VUE Il Fluid Management and Tissue Debridement System
dopma nocTaBKU How supplied
YnakoBo4YHas KOpobKa COAEePXNT: The shipping box contains:
- PykosiTka «Tornado Micro Il» ¢ kabenem noaknoveHuns, 6e3 KHOMOK - «Tornado Micro II» with connection cable. No
- PykosiTka «Tornado Micro I1» ¢ kabenem NOAKAHOYEHUA, yripaBisemas - «Tornado Micro Il» with a connection cable. Hand Controlled
- VIHCTpYKUMA No npuMeHeHuto - Instruction for use

MEPEYEHb CTAHOAPTOB NMPUMEHNMbIX ANA MEAVUWMH- LIST OF STANDARDS APPLICABLE TO A MEDICAL DEVICE
CKOro M3genua

Device meet requirements EN ISO 13485 Medical device
WN3penve cooTBeTcTBYIOT Tpe6oBaHMAM EN I1SO 13485 MeguumHckoe 060- system - Requirements for regulatory purposes. A full list of applicable stand-
pyfnosaHue - CucteMa MeHeMXMEHTa KayecTBa - TpeboBaHus Ana Hopma- ards is available upon request.
TUBHbIX Leneid. MonHbI CNMCOK NPUMEHUMbIX CTaHAAPTOB AOCTYMNEH MO 3a-

npoc.
MEPEYEHb MATEPUAJIOB XXNBOTHOIO N (MN1WN) UEJZTIOBE- LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
YECKOIO MPONCXOXOEHNA Not applicable. This medical device does not contain materials of animal and /

or human origin.
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HenpumeHumo. [laHHOe MeAUUWMHCKOe W3[efnne He COAEpXUT MaTepuassl
XXVBOTHOIO 1 (MNN) YeNOBEYECKOTO NPOUCXOXKAEHNSA.

TPEBOBAHWA BE3OMACHOCTUN U 3PPEKTUBHOCTU MU
Jkcnnyataumsa faHHOro o60opyfoBaHUSA paspelleHa TONbKO MNepcoHany,
00y4YeHHOMY MeTOAMKaM apTPOCKOMUYeCKMX BMellaTenbCcTB. Kpome Toro,
3TN MeAULMHCKUE CrneunanncTbl AONXHbI 6bITb OCBEAOM/IEHbI O PUCKaX,
CBA3AHHbIX C JaHHbIMW MNpouefypamu, a Takxke 061agatb 3HaHUAMU O Mo-
CNefHUX TEXHOMOTMYECKMX SOCTUMXKEHUAX B Clhepax XMPYpruyecknx usge-
NUiA N METOAMK.

* Mepes Ucnonb3oBaHWeM MPOBEPbTE KOMMOHEHTbI CUCTEMbl Ha Hanuyue
MOBpPeXAeHNin. BHUMaTeNbHO NpoBepbTE LEeN0CTHOCTbL Kabens. Mpu BbisB-
NEHNN NPU3HAKOB NOBPEXAEHUSA HE UCNOb3YINTE 3TN KOMMOHEHTHI.

* HapyLieHne BbLUONHEHUS BCEX MPUMEHUMbIX UHCTPYKLMI MOXET npuse-
CTU K TSXKe/IbIM MOCNeACTBUAM XMPYPruyeckoro

BMeLLaTeNbCTBa AN NauneHTa.

* He HamaTbIBainTe Kabenb PYKOSATKM BOKPYT MeTanMyecknx npesMeTosB.
Mpun HamaTbiBaHUN Kabenew Ha MeTanInyeckue

npeameTbl MOTyT BO3HUKaTb TOKW, CNOCOGHbIE MPUBECTU K MOPAXEHUHo
3N1EKTPUYECKUM TOKOM, NOXapy, MPUUNHEHUIO Bpeda NauneHTy n (unu) me-
AVNLUHCKOMY nepcoHany.

» [laHHO€ YyCTPOMNCTBO 6bII0 NPOTECTMPOBAHO W ONpefAeNieHO KakK COOTBET-
CTBYIOLLEe OrpaHMYeHUsM, OTHOCALLMMCSH K MeAULUHCKOMY o060pypnoBa-
HUIO B COOTBETCTBUYU CcO cTaHdapTom IEC 60601-1-2: 2014. [daHHble orpa-
HU4YeHNs paspaboTaHbl 418 06ecneyveHns HaAfexallein 3awnTbl cTaH4apT-
HOro MeAnLMHCKOro 060pyfoBaHNa OT HefONYCTUMbIX NOMeEX Mpu pasme-
LLEHNN YCTPOWCTB

B HEMOCPeACTBEHHON 6nM30CTU Apyr OT gpyra. Ecnm Hacoc cTaHOBMUTCS
NPUYMHON HEAOMYCTUMbIX MOMEX, OTKIKUYMTE ero OT 3/IEKTPOCEeTH, 3aTeM
BK/IHOYNTE CHOBA, YTOObI YOEANTLCS B TOM, YTO OH [JEACTBMUTENbHO BbI3bl-
BaeT MOMEXW; MepeMecTUTe CUCTEMY WAN YCTAHOBWUTE Ha PacCTOAHUU OT
ApYrux ycTpoicTB. Ecnm He ypanocb ycTpaHuTb npobnemy, nNo3BOHWUTE B
cnyxo6y no pa6ote ¢ kKnneHtamu DePuy Synthes no TenedoHy +1-(800)-
382-4682 B CoefiMHeHHbIX LLTatax AMeprKu nim obpatnTecb K MECTHOMY
TOproBomy npegctasutento komnaHum DePuy Synthes. Ecnn Bbl Haxoau-
Tecb 3a npegenamu CLLUA, CBAXUTECH C MECTHbIM AU/IEPOM.

» OTCOEAMHUTE YCTPOMCTBO OT HAcoca Npu OYUCTKe UM OCMOTpe.
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MD SAFETY AND EFFECTIVENESS REQUIREMENTS

This equipment may be operated only by personnel

personnel must also be aware of the risks associated with those procedures and
have current knowledge of technological advances in surgical products and
techniques.

* Prior to use, check the system components for damage. Check t

carefully. If there are signs of damage, do not use.

 Failure to follow all applicable instructions may result in serious surgical
consequences to the patient.

* Do not wrap handpiece cable around metal objects. Wrapping cables around
metal objects may induce currents that could lead to electric shock, fire and/or
injury to patient or surgical personnel.

» This device has been tested and found in compliance with limits of medical
devices according to IEC 60601-1-2: 2014 standard. These 1

provide reasonable protection in a typical medical installation, against harmful
interference when devices are located in close proximity. If the pump is causing
harmful interference with other devices, turn the main power off, then o
determine if it is causing the interference, relocate the system or separate it from
other devices. If you cannot resolve the problem, contact DePuy Synthes
Customer Service at +1-(800)-382-4682 in the United States or contact your
DePuy Synthes sales representative. Outside of the United States, contact your
local affiliate.

 Disconnect the device from the pump when cleaning or inspecting.

» Do not insert anything other than approved DePuy Mitek shavers and burrs into
the distal end ofthe handpiece.

* For patients with, or suspected with, Creutzfeldt

CJD or other transmissible spongiform encephalopathy (TSE) and related
infections, it is recommended to treat the patient using single

Safely dispose of all devices used in accordance with local procedures and
guidelines.

* Failure to follow the Cleaning and Sterilization instructions may result in an
infection.
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* He nopgcoefuHsAiTe K ANCTanbHOMY KOHLY PYKOATKW HUKakKue fpyrue
KOMMOHEHTbI, KpOMe 0406peHHbIX WweiBepos 1 6ypos DePuy Mitek.
* [ina neyeHns NaumveHTOB C MNOAO3PeHNEM Ha 3ab60neBaHWe UK C AUArHo-
CTMpoBaHHO 6onesHbto KpelhTugenoara — Akoba (BKHA), BapmaHTOM
BKA wnn gpyroil TpaHCMWUCCUBHOW CMOHTMOMOPMHONM 3HUedanonatuei
(TC3) n accoummpoBaHHbIMU NHPEKLNAMMN PEKOMEHAYETCA UCMO/b30BaTh
0L HOPa30BbI WMHCTPyMeHTapuii. Cobnogas Mepbl MPesoCTOPOXHOCTH,
YTUAN3NPYIATe BCe UCMNOMIb3yeMble U3LeNnNs B COOTBETCTBUN C MECTHbIMU
TpeboBaHMAMUN N PYKOBOACTBaMMU.
* HecobntofeHne NHCTPYKLMIA NO OYNUCTKE U CTEPUAN3ALUN MOXKET Mpu-
BECTU K MHPULUPOBAHMIO.

NH®POPMALWNA O NEKAPCTBEHHDbIX MPEMAPATAX N (UNTN)
PAPMALEBTUYECKUX CYBCTAHUNAX BCOCTABE MU

HenpumeHumo. M3aenne He COAEPXUT N HE UCMOMb3YeTCa B COUYETaHUN C
NneKapCTBEHHbIMW BELLECTBAMMU.

PYHKUMNOHANBHAA NMPOBEPKA

CM. MHCTpYKUMKN no npumeHeHnto MW «KoHcons FMS VUE li».
OMNCAHWE METO/0OB NMOBTOPHOW OEPABEOTKW U CTEPU-
nn3AUnNn
PykoaTkm «Tornado Micro ll» ¢ kabenem noagknto4yeHns, 6e3 KHO-
nok/ynpaensemas

Ctepunusaymnsa

O6epHUTE NOTKU/MHCTPYMEHTBI 3aLUTHLIM 06€pTOYHBIM MaTepranom B CO-
OTBETCTBMW C MECTHbIMW MpoueaypamMmn, MUCMonb3ya CTaHAapTHYIO METO-
ANKY 06epTbiBaHUsA, ONMCaHHYI, Hanpumep, B cTaHfgapte ANSI/AAMI
ST79. B CoefnHeHHbIX LLTatax AMEpMKN UCNONb3yinTe CTEPUIN3ALNOH-
Hbl1 06epTOYHbIV MaTepuan, ogobpeHHbI FDA.

BblUONHANTE CTEpUIN3aLMI0 B YTBEPXAEHHOM CTEPU/IN3ATOpPe B COOTBET-
CTBUW C UHCTPYKLUAMU, NPUBELEHHBIMU HUXKE.

. PekomeHayeTCcs NPOBOAUTL MapoOBYH CTepUnn3auunio (BlaXKHbIM
XapoM) C NpUMeHeHNeM YTBEPXAEHHOro hopBaKyyMHOro (NpuUHyanTeNb-
HOe yjaneHuwe Bo3fyxa) uukna. [MapoBoi cTepunv3atop LO/MKEH ObiTb
YTBEPX/JEH B COOTBETCTBUN C TPeOOBAHUAMMU NOOLIX MECTHbIX CTaHAApPTOB
n pykoBoAcTs, HanpumMep EN 285 unn ANSI/AAMI ST8. Heobxogmmo mc-
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INFORMATION ABOUT MEDICINES AND (OR) PHARMACEUTICAL
SUBSTANCES INCLUDED IN MD

Not applicable. Devices do not interact with medicinal and / or pharmaceutical
substances.

FUNCTIONAL TEST

Refer to IFU FMS VUE Il Fluid Management and Tissue
DESCRIPTION OF REPROCESSING AND STERILIZATION

The Tornado Micro Il handpiece

Sterilization

Package trays/instruments with a barrier wrap

procedures, using standardized wrapping techniques such as those described in
ANSI/AAMI ST79. In the United States, use an FDA

Sterilize in a validated sterilizer according to the guidelines bel

. Steam (moist heat) sterilization is recommended in an approved, pre
vacuum (force air removal) cycle. The steam sterilizer should be validated to the
requirements ofany local standards and guidance such as EN 285 or ANSI/AAMI
ST8. Ensure that the steam sterilizer cycle is chosen that is designed to remove
air from porous loads and/or devices with lumens in accordance to manufacturer’s
instructions.

Cycle Type Minimum Minimum
Exposure Sterilization
Time Temperature
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MONb30BaTh LUK/ NapoBOi CTepuUAM3aLuM, NpefHa3HauYeHHbIn ans yaane-
HUS BO3[yXa M3 NOPUCTOI 3arpysku 1 (Mam) ycTpoicTB C MPOCBETaMMU B CO-
OTBETCTBUU C MHCTPYKLMEA NPOM3BOANTENS.

. ShdpekTnBHAA CTEpUAM3aLMA NAPOM BbIMONHAETCA NMPU UCNO/b30Ba-
Twn ynkna MwuHumanbHoe  MuHuMManbHaa  MuHUManbHoe
Bpems o6pa- Temneparypa BpPEMS CYLLKM
60TKM cTepunmsauunm
dopBakyym 4 MUHYTHI 132 °C 30 MUHYT
(270 °E)
dopBakyym 3 MUHYTHI 134 °C 30 MUHYT
(3a npegenamu (273 °F)
CWA)

O6wWwwnit BeC cUCTEMbI NOTKA AN CTEPUAM3ALUN HEe J0/KEH npeBbiwath 10
Kr (22 dqyHTa) (BecoBoi npegen). He cTaBbTe CUCTEMbl NOTKOB APYr Ha
Apyra npu BbIMOMHEHUW CTepUIn3aLunn.

JononHutenbHas MHPoOpmayus

. WNHdpopmaumns 0 4yncTAWEM CpeAcTBe: B MpOLEecce YTBePXAeHUd
HacTOALWMX peKoMeHJauuii No NoBTOPHOM 06paboTke KomnaHus DePuy
Orthopaedics, Inc. ncnonb3oBana yKaszaHHble HUXE YUCTALME CPefcTBa.
HasBaHMA 3TUX YUCTALLMX CPeACTB NPUBEAEHbI HE C TOW Lefblo, YToObI OT-
[aTb UM MpefnoyTeHne nepes APYrMMU YACTAWMMMN CpeLcTBaMuK yL0B/e-
TBOpPUTENbHOIO Kayectea: Valsure® n Enzol®.

. WNH(popmauma no ouncTke n ctepunnsaumnn nprusBeseHa B COOTBET-
cTBum co ctaHgaptamm ANSI/AAMI ST81 n EN I1SO 17664.

TPEBOBAHUA KTEXHWYECKOMY OBC/NTY XNBAHUKO N PE-
MOHTY MW

OUMNCTKA

PykosaTKa «Tornado Micro ll» ¢ kabenem nogknoyeHns, 6e3 KHoNoK n Py-
KosiTka «Tornado Micro ll» ¢ kabenem NoAKNOUYEHUS, ynpaBnsemas Heob-
XO4MMO YUCTUTb, CAeaya MHCTPYKUMAM MO PYYHOR MAN aBTOMATUYECKON
OYUCTKE, N CTEPUIN30BATL Nepes NepBbIM MPUMEHEHNEM U MEXAY NpUMe-
HEHUAMWN. BbINONHANTE OYNCTKY MHCTPYMEHTOB KaK MOXHO CKOpee nocne
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Pre-vacuum 4 minutes 132°C (270°F
Pre-vacuum 3 minutes 134°C (273°F
(outside of

us)

The total combined sterilization tray system should not exceed 22 Ibs. (weight
limit). Do not stack tray systems for sterilization.

Additional Information:

. Cleaning Agent Information: DePuy Orthopaedics, Inc. used the following
cleaning agents during validation of these reprocessing recommendations. These
cleaning agents are not listed in preference to other available cleaning agents
which may perform satisfactorily: Valsure® and Enzol®.

. The cleaning and sterilization information is provided in accordance with
ANSI/AAMI ST81 and EN ISO 17664.

REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF MD
HANDPIECE CLEANING

The Tornado Micro Il handpiece shall be cleaned using either the Manual or the
Automated instructions and sterilized before the first use and in

Clean instruments as soon as possible after use. If cleaning must be delayed,
immerse instruments in a compatible detergent solution, spray with an instrument
pre-soak solution, or cover instruments with a towel moistened with purified
water to prevent drying and encrustation of surgical soil.
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MCNOoNb30BaHMA. ECiM 0UNCTKY NPUXOAUTCA OTNIOXKUTb, NOTPY3nNTe MHCTPY-
MeHTbl B COBMECTUMbI ouyuwatoLmnii pacteop, obpaboTaiiTe cnpeem Ans
npeLBapuTeNIbHOr0 YBNAXHEHUA WMHCTPYMEHTOB WU OGEPHUTE MOJSIOTEH-
LLeM, CMOYEHHbIM OYMLLEHHON BOAON, YTOGLI MPeAOTBPaTUTb BbiCbIXaHWE U
06pa3oBaHuMe HaeTa M3 OCTATKOB 6MOMOTMYECKMX TKAHENA.

B KauecTBe 4YnCTALLEro cpeAcTBa PEKOMEHAYeTCs NPUMeEHeHWe pacTBopa C
ypoBHeEM pH 7-9. Bbicokasa wenovyHoctb (pH > 10) MOXET NpuBECTU K NO-
BPEXAEHNIO KOMMOHEHTOB 1 YCTPOMCTB (HanpuMep, BbINOSIHEHHbIX U3 anto-
MUHUS). He ncnonb3yiTte (U3M0N0rMYeCcKnin pacTeop, CpeacTea ANs Le3nH-
(hekuuy nomeLLeHNin (BKNKOYas pacTBOPbl X/10pa) U XMPYPruyeckne aHTu-
cenTvKKU (Hanpumep, codepxxawiMe MoL4 WU XNoprekcuguH). He ncnonb-
3yinTe 4N OYMUCTKU MaTepuasnbl, KOTOPble MOTYT MOBPEAUTL NOBEPXHOCTb
WHCTPYMEHTOB, Hanpumep MeTa/Invyeckme Moyanku, abpasmBHble YUCTSA-
Wwme cpeacTea Uy NPOBOJIOYHbIE LLETKN.

Mepen KaxabIM MCNOMb30BaHUEM TLLATE/IbHO NPOBEPLTE, HALNEXALLUM /N
06pa3om PYHKLMOHMPYET UHCTPYMeEHT. Bo3BpalyaiiTe NOBPEXAEHHbIE WH-
CTPYMeHTbI TOprosomy npeacrasutento DePuy Synthes.

HacTosilwmne NHCTPYKL MM NO MOBTOPHON 00paboTKe GbIIN YyTBEPXAEHBI 411
MOAFOTOBKM MHOrOpa3oBblX WHCTPYMEHTOB MPOU3BOACTBA KOMMaHWUU
DePuy Orthopaedics, Inc. n DePuy International Ltd. K noBTOpHOMY WucC-
MoNnb30BaHUI0. J1MLo, NpoBoAsALLee MOBTOPHYK 06paboTKy, HeceT OTBET-
CTBEHHOCTb 3a UCMOMb30BaHME Hajlexalnx matepnanos, 060pyL0BaHNa 1
npuBaeYeHne COOTBETCTBYIOLLEr0 MepcoHana ANd AOCTUMXKEHUS Haj/exa-
Wwero pesynbrata NOBTOPHOW 06paboTKu. Kak npasuno, 41a 3Toro Tpeby-
eTCA yTBEPXAeHNe npouecca 06paboTKM M ero NaaHoBbIA KOHTPOAb. J1lo60e
OTK/IOHEHWE OT WHCTPYKUMWIi TpebyeT AOMNONHWUTENbHOrO aHanusa Ans
OUEHKM 3((EKTUBHOCTM W MOTEHLMaNbHbIX HebNaronpuATHbLIX Nocnea-
CTBUIA.

ABTOMaTMYECKAA YNCTKA

1. TINOTHO 3aTAHMTE 3alUTHbLINA KO/IMAY0K Ha pasbeMe PYKOATKM LueinBepa
(Puc. 7)
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Cleaning agents with a used dilution pH of within 7

alkaline conditions (pH>10) can damage components/ devices, such as aluminum
materials. Do not use saline, environmental disinfection (including chlorine
solutions) or surgical antiseptics (such as iodine

products). Do not use a cleaning aid that can damage the surface of instruments
such as steel wool, abrasive cleaners or wire brushes.

Carefully inspect instruments between uses to verify proper functioning. Return
damaged instruments to a DePuy Synthes sales

These reprocessing instructions have been validated as being capable ofpreparing
reusable DePuy Orthopaedics, Inc. and DePuy International Ltd. instruments for
reuse. It is the responsibility of the reprocessor to ensure that the reprocessing is
performed using appropriate equipment, materials, and personnel to achieve the
desired result. This normally requires validation and routine monitoring of the
process. Any deviation from these instructions should be evaluated for
effectiveness and potential adverse consequences.

Automated Cleaning

1. Screw the protective cap securely onto the shaver handpiece connector

Fig. 7. Screw the protective cap on.

2. Pre-clean through rinsing in cold tap water for a minimum of 1 minute. While
rinsing, actuate all moving parts at least five (5) times

to clean all surfaces. Rinse the suction port with the suction lever in open position.

Moveable parts:

. The Locking Ring: (Inner and Outer parts) Open and close the locking

system to ensure that it is free of foreign bodies

IFig. 8. Locking ring
. The Suction Port: Pass running water through the suction port, with the
suction lever switch in the fully open position.
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Puc.7 3atarmeaHue 3alMTHOIO Konnavka
2. MpepaBapuTeNbHO ONONOCHUTE NOA XON0AHOW NPOTOYHON BOAOW B Teye-
Hue 1 MUHYTbI. BO Bpems onosiackMBaHuA NpuBegunTe B ABUXEHME BCe MO-

[BVXHbIE IeTanun He MeHee NaTu (5) pa3 u OuNCTUTE BCe MOBEPXHOCTY LjeT- *Fig. 9. Suction port

KOVi C MATKOIA WeTuHON. OMONOCHMTE acCNMNPALMOHHbI MOpT, Nepeseas ac- * The Suction Lever: Open and close the suction lever
MUPALMOHHBIN pblyar B OTKPLITOE MOMOXEHMeE. the inner and outer parts thoroughly. (Fig

MoABWXHbIE AeTanu:

. duKcUpytoLee KonbLo, (BHYTPEHHNE 1 BHELIHWe yacTu). OTKpoiiTe

N 3aKPOTE PUKCUPYHOLLYIO CUCTEMY, UTOObI y6EAUTHCA B OTCYTCTBUMN UHO-

PoAHbIX NpeameToB. (Puc.8) AFig. 10. Suction lever

3. Leave the suction lever in the open «MAX» position (Fig
instruments per manufacturer’s instructions
solution. Immerse the instrument in the neutral pH cleaning (pH 7

JPhc 8. dukKcupytollee KonbLo or may not contain enzymes) solution to avoid aerosol
. AcnupauuoHHbI/ nopT. MpomoiiTe acnupauuoHHbIi nopT npotou- bristle brush to remove all traces of blood and debris; pay close atte
HOW BOZOM, NepeBeas acnuMpaLMOHHbIA pbluar B MONHOCTLIO OTKpbITOe no- hardto-reach areas, textured surfaces, or crevices. While soaking, use a soft
noxexHue (Puc. 9) bristled, tight-fitting lumen brush to brush both the distal and

device’s lumen for 1 minute. Flush all lumens with the detergent solution for a
minimum of 1 minute.

|Puc 9. AcnupaynoHHbIli nopT 4 e
. AcCnUpaunoHHbIA pblyar. HeCKoNbKO pa3 nepeeeanTe acnmpaumoH-
HbI pblyar B OTKPbITOE U 3aKPbITOE MOMIOXeHWe. TLaTe/lbHO ONOJIOCHUTE
BHYTPEHHIOK U BHewWwHIOW vacTtn (Puc. 10)

n

Fig. 11. Suction lever in open position
4. Check for remaining debris and remove as needed.
5. Ultrasonically clean for aminimum of4 minutes in a second soaking bath using

1Pvc 10. ACMMPALMOHHBIN pblyar a pH-neutral detergent prepared in accordance with
13 ). 3amouuTe 3arpsA3HeHHbIE UHCTPYMEHTbI B areas.

COOTBETCTBUM C MHCTPYKLMSIMI NPOU3BOANTENS (HE MeHee yeM Ha 5 munyT) O- Rinse the device components with warm tap water for a minimum of one
B pacTBOpe. Morpy3nTe MHCTPYMEHT B MOIOLLMI pacTBOp C HeiTpanbHbiM  Minute and un_tll visual ewde_znce ofdebrls,_son, and cIe_anlng _
nokasatenem pH (yposeHb pH 7-9, BO3MOXHO cogepxanue depmentos), Include actuation of all moving parts and rinse the suction lumen with the lever
YTOGbI NPeAOTBPATUTL 06Pa30BaHMe aspo30ns. VicnonbayiiTe weTky ¢ mar- in the open position. _ _

KOI LETUHOI A9 YAaneHNs BCeX CAef0B KPOBW W 3arpsisHeHuii; o6patute /- Confirm the protective cap is securely screwed onto the

0c060e BHUMaHMe Ha TPYAHOAOCTYMHbIE YYaCTKU, TEKCTYPMPOBaHHble no- Connector. _ _
BEPXHOCTY U Wenn. Bo BpeMs 3aMayuBaHNUs UCMOMb3yiiTe 8. Load the device components so that the lumens can drain.
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TOHKYIO LLETKY 415 NPOCBETOB C MATKOW LWETUHOW, Y4To6bl 04MCTUTL Npo- 9. Automated cleaning can be conducted in a validated washer
CBeT YCTPOICTBa C AUCTaNbHOrO U MPOKCMManbHOro KoHua B TeyeHun He pliance to 1ISO 15883-1 and -2. The following automated cycle is an example of
MeHee 1MUHYTbI. [TpOMOITE BCe NPOCBETbI MOKLLMM PacCTBOPOM B TEYEHME

He MeHee 1MUHYThI. 1 fecirculation 1

_ feme (Mini- pterTemp
miS: tlfn) p et point)

O O O Pre-Wash  2:00 Cold Tap
Puc 11. AcnnpaumoHHbI/A pblyar B OTKPbITOM MOMOXEHUN Water
4. MpoBepbTe Ha HaNUYME OCTATKOB 3arPA3HEHUs W yaanuTe UX npu Heob- Enzyme 1:00 Hot Tap wa-
XOAMMOCTM. wash ter
5. BbINONHUTE yNbTPa3BYKOBYH YUCTKY MHCTPYMEHTA B TEYEHUE KaK MU- Wash 3:00 60°C
HUMYM 4 MUHYT B APYroOil BaHHe C pH-HelTpanbHbIM MOKOLLMM pPacTBOPOM,
NOATOTOB/IEHHbLIM B COOTBETCTBUM C WHCTPYKUMAMYU WNSTOTOBUTENS, Bo Rinse 1:00 Hot Tap wa-
BpPeMs NOrpy>XeHns NpoMoinTe NPOCBETbI U COYNEHAIOWMeCs feTan C MNo- ter
MOLLbIO LWINpULA. ) .
6. MpomMoliTe KOMNOHEHTLI YCTPOICTBA TENNON BOAOMNPOBOAHON BOAONM B Rinse 0-20 Ambient
TeYeHMe Kak MUHUMYM 1 MWUHYTbI 40 MOMHOrO yAaneHusa BUAMMbIX OcTaT- Thermal 1:00 >90°C
KOB 3arps3HEHMNIi W CNef0B YNCTALLEro pacTBopa. MpuUBeAUTe B ABMXKEHNE Disinfec-
BCe MOABVDKHbIE AeTain M OMOIOCHUTE MPOCBET acnupaunoHHOro nopra, tion*
YAep>XXuBas pblyar B OTKPbITOM MONOXEHUN, Dry 7:00 66°C

7. YbeanTecb B TOM, YTO 3alUTHbIA KONNAYOK NAOTHO 3aTAHYT Ha pa3beme

PYKOSATKK LLleliBepa.

8. Pacnosioxxunte KOMMOHEHTbI YCTPOWCTBA TakMMm 06pa3om, 4Ttobbl Xua- *A minimum Ao of 600 is recommended in accordance to 1SO 15883

KOCTb MOr/ia BbITeYb 13 NPOCBETOB. Higher levels of Ao can be achieved by increasing the

9. ABTOMATMYeCKasA OHNCTKA MOXET NPOBOANTLCA B YTBEPXKAEHHON AN UC-  temperature (e.g., Ao

NONb30BaHMA MOMKOLLe Ae3VHPUUMPYIOWed MawwmnHe B cooTBeTcTBUM co  of 3000 at >90°C for 5 min, in accordance with local

cTaHgaptamu 1SO 15883-1 n -2. Huxe npusefeH npumMep yTeepxaeHHoro **DI/ PURWY/ Critical water (high purity water generated by processes such as

LMKNa aBTOMaTUYECKON OUUCTKM. RO, deionization or distillation)
Muunnm Manual Cleaning
3Tan anbloe 3agaHHas 7'vn MO LLEro 1. SCREW the protective cap securely onto the shaver handpiece connector
BpemA TemnepaTtypa cpeacrea 12)
peumpkKy BOAbI
NALWH
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coMMMttar Actiwf “ehnwi

MpepBaput  2:00 XonogHas HenpumeHumo

enbHas BOAOMNPOBOAHAA

NpoMbIBKa Boja

®epmeHTHa  1:00 ["opayan ®depMeHTHOe

A MolKa BOAOMNPOBOAHAA MotoLLee CpeAcTBO

Boja

Moiika 3:00 60 °C Uuctawee  cpea-
CTBO C HelhTpanb-
HbIM ypOoBHeM pH

Ononackn-  1:00 "opAyas BoJo- HenpumeHumo

BaHue npoBojHas BoAa

Ononackn-  0:20 KomHatHaa T1em- DI nan PUR**

BaHue nepartypa

Tepmuye- 1:00 >90 °C HenpumeHumo

CKas [e3unH-

(hekuma**

Cyuka 7:00 66 °C HenpuMmeHuMo

*B cooTBeTCTBMU CcO cTaHgapTamu ISO 15883-1 un -2 pekOMeHAO0BaHHOeE
3HayeHune Ao JO/KHO 6bITb He MeHee 600. Bonee BbICOKME YPOBHM A0 MOTYT
ObITb AOCTUTHYTbI MYyTEM YBE/IMYEHUS BPEMEHW BO3JENCTBUS U Temnepa-
Typbl (Hanpumep, Ao 3000 npn> 90 ®RC B TeueHMe 5 MUHYT) B COOTBETCTBUM
C MeCTHbIMY TPeb0oBaHMAMMN.

**01/PnK\\"/Hopmanu3oBaHHasa Bofja (BOfa BbICOKOW CTEMEHU OYUCTKM,
nonyyvyeHHas MeTOAOM 06paTHOro ocMoca, LevoHu3auun unm LUCTUNns-
uun).

OuncTKa Bpy4YHYHO

1. MnNOTHO 3aTAHMTE 3aLMUTHBIA KOMNA4YoK Ha pa3beMe PYKOSTKW LieliBepa
(Puc. 12)

Puc 12. 3aTarmeBaHue 3aWMTHOrO KOMMavka
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Fig. 12. Screw the protective cap on.
2. Leave the suction lever in the open «MAX» position

U W " U-

Fig. 13. Suction lever in open position

3. Pre-clean through rinsing in cold tap water for a minimum of 1 minute. While
rinsing, actuate all moving parts at least five (5) times

to clean all surfaces. Rinse the suction port with the suction lever in open position.
4. Carry out a first soaking bath in a pH-neutral detergent solution (pH 7

may or may not contain enzymes) for

instruments per manufacturer’s instructions (minimum of 5 minutes) in the pH

neutral solution. Immerse the instrument in the cleaning solution to avoid aerosol
generation.

5. Carry out brushing with a swab-type brush on all surfaces, paying particular
attention to lumens, holes and spring 1

moveable mechanisms, such as hinges, box locks, or spring

features. While soaking, use a soft-bristled, tight

the distal and proximal ends ofdevice’s lumen for 1 minu

the detergent solution for a minimum of 1 minute.

Moveable parts

. The Locking Ring: Open and close the locking ring to ensure that it is free
of foreign bodies (Inner and Outer parts)

oD

iFig. 14. Locking ring
. The Suction Port: Pass running water through the suction port, with the
suction lever switch in the fully open position
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2. OcTaBbTe acnMpauuoHHbINA pblvar B OTKPbITOM MON0XeHUn «MAKC»
(Puc. 13)

5

| -0— o-
Puc 13. AcnupaunoHHbI/ pblvar B OTKPbITOM MOJIOXEHWM
3. MNpeaBapnTenbLHO ONOMOCHUTE MOA X0/04HON NPOTOYHOW BOAOW B Teve-
HWe 1 MUHYTbI. BO BpeMsa onosiiackMBaHUs NpuBeauTe B ABMKEHMUE BCe MO-
ABVKHbIE AeTann He meHee nNATY (5) pa3 M 04MCTUTE BCE MOBEPXHOCTM LLET-
KO C MArKOW weTnHol. ONnonocHUTe acnupayoHHbIA NOPT, NepeBeas ac-
NMUPaLNOHHBIV pblyar B OTKPbITOE MOMOXKEHNE.
4. BbINONHWTE NepBOHaYanbHOE 3aMavyvBaHNEe UHCTPYMEHTA KaK MUHUMYM
Ha 5 MUHYT B pH-HeliTpanbHOM Motolem pacTBope (ypoBeHb pH 7-9, Bo3-
MOXHO cofiepXaHue (hepMeHTOB). 3aMoumnTe 3arpsA3HeHHble UHCTPYMEHTbI
B COOTBETCTBMMU C MHCTPYKUMSMU Npon3BoanTens (He MeHee 4YeM Ha 5 mMu-
HYT) B pacTBOpe C HeiTpanbHbIM YpoBHeM pH. MorpysuTte MHCTPYMEHT B
YNCTALLMIA pacTBOp, YTO6bLI NPeaoTBPaTUTL 06pa3oBaHmMe aspo30s.
5. OuncTnTe BCE MOBEPXHOCTU LLETKOM C MATKON LWEeTUHOW, yaensas ocoboe
BHMMaHVe NpoceBeTam, OTBEPCTUAM W NPY>XUHHbLIM 371eMeHTaM. MpuseguTe
B ABVIKEHWNE NMOABVIKHbIE MEXaHU3MbI, HANPUMeEP WapHUPHbIE COEAUHEHWS,
BCTPOEHHbIE 3aMKU WAWM MNPYXWHHbIE/BbLLIBUTAKOWMECH 3N1EMEHTbI. Bo
BPEMS 3amMa4yvBaHUS NCMNONb3YTe TOHKYH LLETKY AN1A MPOCBETOB C
MSITKOW LEeTUHOW, 4TOOblI OYNCTUTb MPOCBET YCTPOWCTBA C ANCTaNbHOMO U
MPOKCUManbHOro KOHLA B TEYEHWUM HE MEHEE 1 MUHYTHI.
MpomoiTe BCe NPOCBETHI MOKLWMM pacTBOPOM B TeYEHME HE MeHee 1 Mu-

HYTbI.
MoaBuXHbIE feTanun
. dukcupytowee Konblo. OTKpOWTE U 3aKpoinTe (UKCUpyroLLee

KONbLO, 4YTO6bI yAanuTb BCE WHOPOAHbIE MaTepuanbl (C BHYTPEHHUX W
BHeLWHMX yvacTein) (Puc 14)

1Puc 14. dukcupytoLLee KonbLo
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ipig. 15. Suction port
. The Suction Lever: Open and close the suction lever several times. Irrigate
the inner and outer parts thoroughly (Fig

*Fig. 16. Suction lever
6. Check for remaining debris and remove as needed.
7. Ultrasonically clean for a minimum of 10 minutes in a second soaking bath
using a pH-neutral detergent prepared in accordance
instructions. While submerged, use a syringe to flush all lumens and articulating
areas.
8. Remove the devices and rinse under running ambient (
minimum of 1 minute. While rinsing, actuate all
times and rinse the suction port with the suction lever in the open position.
9. Submerge each device in PURW!/ Critical water for a minimum of 30 seconds
with actuation of all moving parts and flushing of the
Critical water is high purity water
deionization or distillation.
10. Dry using clean lint-free cloths and/or with filtered
100°C or 212°F for a minimum of30 seconds.
CAUTION: Do not direct air into the shaver/burr seal.
Inspection after Cleaning
1. Inspect before sterilization or storage to ensure the complete removal of soil
from surfaces and holes.
2. Ifsoil is still present, re-clean.
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. AcCnupaunoHHbIi nopT. MNpomoiiTe acnMpaunuoHHbIA NOPT MPOTOY-
HOI BOAON, NepeBefs acnMpaLMOHHbIA pblvar B NOMIHOCTbIO OTKPbITOE NO-
noxexune (Puc 15)

|puc 15. AcnupaumoHHbIin NopT
. AcCnnpaumnoHHbIli pblyar. HeckonbKo pa3 nepeeefuTe acnupayuoH-
HbIV pblyar B OTKPbITOE W 3aKPbITOE MOM0XKEHME.
OnoMoOCHUTE BHYTPEHHIOK U1 BHELWHIOW YacTu (Puc 16)

?Puc 16. AcnnpaunoHHbIi pblyar
6. MpoBepbTe HA HaNMYMe OCTATKOB 3arpA3HeHNs 1 yaanuTe ux npu Heoob-
XO04MMOCTM.
7. BbIMonHWTe yNbTPa3ByYKOBYO UYMCTKY MHCTPYMEHTa B TeyeHue KakK Mu-
HUMYM 10 MUHYT B ApYroi BaHHe ¢ pH-Hel#TpanbHbIM MOKLNUM PacTBO-
pOM, MOArOTOB/IEHHbLIM B COOTBETCTBUU C UHCTPYKLUUAMU N3roToBUTENs. Bo
BpPeMs MOrpy>XeHns NpoMONTe NPOCBETbI U COUNEHSOWMeCH geTann ¢ no-
MOLLbIO LWNpULa.
8. V3BneknTe ycTpoicTBa M OMOMOCHUTE MPOTOYHON BOAOIN KOMHATHOWA
Temnepatypsbl (< 40 °C) B TeyeHne He meHee 1 MuH. Bo Bpems ononackunea-
HWA NPUBEAUTE B IBUXKEHUE BCe NOABMXHbIE fieTanu He meHee nATuK (5) pa3
M NpoNycTUTE BOAY Yepe3 acnupaunoHHbIA MOpT, NepeBeas acnupaluoH-
HbIA pblYar B OTKPbITOE MOI0XKEHME.
9. MorpysuTte Kaxpaoe yctpolicteo B PURW / HOpMann3oBaHHYH BOAY Kak
MUHUMYM Ha 30 ceKyH[, NpuBeAA B ABVXXEHUe BCe MOLBUXHbIE AeTanun K
NpoMmbIBast acnmpaumoHHblii noptT. PURW / Hopmanu3oBaHHasa Boga — 3T0
BO/Za BbICOKOW CTEMEHN OYUCTKK, MONYYEeHHasa MeTo40M 06paTHOro ocMoca,
LenoHmn3aLumn nnm GUCTUNNALMNN.
10. BbicylwnTe ¢ NOMOLLbI YMCTON 6€3BOPCOBOI TKaHM U (MNK) NojaBae-
MOro noj faBneHueM (uibTPOBAHHOIO BO3fyXa C TemnepaTtypoii MeHee
100 °C (212 °F) B TeueHue He MeHee 30 CeKyHL.
MPEOOCTEPEXEHWME. He HanpaBnaiTe BO3AYyX Ha YMNOTHEHUE
wensepal/dypa.
OcmOoTp nocfie 04NCTKU
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1. Mepepn cTepunusauneidi 1 NOMeLLEHNEM Ha XpaHeHWe NPoBepbTe M ybeau-
TECb, YTO 3arps3HeHUst NMOMIHOCTbIO Y/aneHbl C MOBEPXHOCTEN W U3 OTBEp-
CTUN.

2. Ecnu ocTtannck 3arpAasHeHuns, OUNCTUTE NHCTPYMEHT NOBTOPHO.

BO3MOXHbIE BUAbl HENCIMPABHOCTU N PEWLEHWE HENC- POSSIBLE FAULTS AND TROUBLESHOOTING.
MPABHOCTEW. Refer to IFUFMS VUE Il Fluid Management and Tissue
CM. MHCTPYKUMK no npumeHeHntio MU «KoHcons FMS VUE »,

YCNoBUA TPAHCITOPTUPOBKI n XPAHEHINA CONDITIONS OF TRANSPORTATION AND STORAGE
HanmeHoBaHue AdsuwnseH
TemnepaTypa -10°C-+50°C Temperature -10°C
OTHOCKTEeNbHAA BNaXXHOCTL  10%-90%, 6e3 KOHAeHcaLmm Relative humidity 10%-90%
ATMOC(epHOe gaBneHune 500-1060 munnmbap Barometric pressure 500-1060 millibars

MOPAAOK n YCNOBUA YTUNTN3AUNN nan YHUUTOXEHNA MD DISPOSAL RULES AND CONDITIONS

MAN Any opened but unused device, as well as an expired device should be utilized in
npun HeobxogmmocT MW cnefyeT yTUAn3npoBaTh B COOTBETCTBMM C Npu- accordance with accepted medical practice and applicable local and national
HATOW MeLUUMHCKOM NPaKTUKOA M NPUMEHWMbIMU MECTHbIMU W HauMo- requirements.

Ha/NbHbIMW CTaHAapTaMu..
FAPAHTNA WARRANTY

Cm. MHCTPYKUMN no npuMmeHeHnto M «KoHconb FMS VUE li». Refer to IFU FMS VUE Il Fluid Management

HAMMEHOBAHWE N OPUANYECKWW ALPEC MPOMN3BOAN- NAME AND LEGAL ADDRESS OF

TENA MU N YMTOJTHOMOYEHHOIO NMPEACTABUTENA MPO- AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION
N3BOAWTENA B POCCUWN

DEVELOPER:

PA3SPABOTYUK: Medos International Sari
Medos International Sari Chemin-Blanc 38, CH 2400
Chemin-Blanc 38, CH 2400 Le Lode, Switzerland

Le Lode, Switzerland MANUFACTURER:
MPOVN3BOAUNTEND: Medos International Sari
Medos International Sari Chemin-Blanc 38, CH 2400
Chemin-Blanc 38, CH 2400 Le Lode, Switzerland
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Le Lode, Switzerland PLACE OF PRODUCTION:
MECTA NMPON3BOACTBA: Kimball Electronics Poland Sp. Z.0.0
Kimball Electronics Poland Sp. Z.0.0 Poznanska St 1C
Poznanska St 1C 62-080 Tamowo, Podgome
62-080 Tamowo, Podgome POLAND
POLAND
DePuy Mitek, Inc.,
DePuy Mitek, Inc., 325 Paramount Dr.,
325 Paramount Dr., Raynham, Massachusetts 02767, USA
Raynham, Massachusetts 02767, USA AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
YMNO/JITHOMOYEHHOW MPEACTABWUTE/b MPOU3BOAUTENA RUSSIA:
B POCCUI: Johnson & Johnson LLC,
000 «[1)XOHCOH & [I)XKOHCOH», 121614, r. MockBa, yn. KpbinaTtckas, a. 17, 121614, Moscow, Krylatskaya str., 17/2.
Kopn. 2. Tel. +7 (495) 580-7777
Ten. +7(495)580-7777 DL-JNJRUMedicalOA(S),ITS.IJNJ.com,

DL-JNJRUMedicaiOAf2).ITS.JNJ.com
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MepeBof, C aHINIACKOTO A3blKa Ha PYCCKUIA A3bIK

CorniacoBaHo
«Mcpoc iHTepHewHn CAPJT»

Op~wsauuns

LlemeH BnaH 38, /le Jloknb, CH-2400, LBeliyapus
Apnpec

Cr. pyKkoBOoguTenb oTAaena nporpamm HOpMaTuUBHO-MNPaBOBOIo peryanpoBaHnA
JomKHOCTb

NnHpa x. bepHbe

<Kpyrnas neyatb ¢ rep6om wTarta damunusa, ums

Maccauycertc:
NTMHH H. MakKOPMAK 18 okTA6ps 2022 roga
HOTAPUYC fata: 1. MM.N'LT
COOPYXXECTBO MACCAUYCETC
CPOK AEACTBUA MOEW NNLEEH3NI <noAnucaHo>
NCTEKAET 10 HOABPA 2028 TOAA> Moanuce

< Hagnucb oT pyku: JInHH . MakKopmak
18 okTs6ps 2022 roga >

NHCTpyKumst MD NPYMEHEHUIO

Hacoc un LIJ€I7IB€p ONA apTPOCKOMNYECKUX BMELLATENBCTB

<MeyaTb-HaKnenka (KOHrpMBKa) 3010TUCTOTO
uBeTa ¢ rep6om wrtata MaccauyceTc:
NIMHH H. MakKOPMAK
HOTAPUYC
COJPYXXECTBO MACCAUYCETC
CPOK OENCTBUA MOEN NNLIEH3NN
WCTEKAET 10 HOSIBPS 2028 rOAA>
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MepeBoAjaHHOIO TeKCTa BbIMONHEH NepeBofYMKOM ByLLeHKOoBbIM ViBaHOM BuTtanbesuyem.

Poccuiickaa ®epgepauns
Mopos MockBa
[JBaguatb NATOro oKTA6GPS ABE ThiCAYM ABajLaTb BTOPOro rofa

A, Bepemuii KOnusa MiropesHa, BpEMEHHO UCNOJHAO W aA 06593aHHOCTM HoTapuyca ropoga MockBbl Kopcuk
Mapun AnekcaHApOBHbI, CBUAETENbCTBYIO MOANNHHOCTbL NOANUCK NepeBoAgYMKa bylweHKoBa IBaHa
Butanbesunua.

Moanuck chenaHa B MOEM MPUCYTCTBUMN.

JTnuHocTb NoAnmncaBlUero JOKYMeHT yCTaHOBJ/IEHa. _

3apeructpupoBaHo B peecTpe: Xs 77/2139-H717-2022-

YnnayeHo 3a COBepLWIEHNe HOTapuanbHoro agencteusa: 400 py6. 00 kon.

HO.N. Bepemuii

BcNe nprwHADbBN0, NpryMepoBaHoO
«cnevyeHo AlH/nbto 97 n\;T(aXo0B)
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