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NHCTPYKLMA MO MPUMEHEHWNIO MEANLIMHCKOIO U3aenus
SNEKTPO/, MOHOMNOSIPHBIV 0AHOPA30BbIA K FeHepaTopy aneKTpoxupypruyeckomy Megadyne ¢
NPUHAANIEXHOCTAMMW: NEKTPO/ UroNbyaThlid, B BapraHTax UCMOMHEHNS; DNEKTPOA PEXYLLNIA NNOCKUIA, B
BapuaHTax UCMOMHEHNs; DNEKTPO/ LLIAPO0OPa3HbIi, B BapuaHTax UCMOMHEHNSI.

Instruction for use for the medical device
Monopolar disposable electrodes for the Megadyne electrosurgicai generator with accessories: Needle
electrodes, in variations; Flat blade electrodes, in variations; Ball Electrodes, in variations.
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Russian text
HAMMEHOBAHWVE MEANLMNHCKOIO U3AENNA (MW)

English text
1. MEDICAL DEVICE (MD) NAME

AneKTpoabl MOHOMONSPHbIE OAHOPA30BbIE K FreHepaTopy anekTpoxupypruyeckomy Monopolar disposable electrodes for the Megadyne electrosurgical
Megadyne ¢ npnHag/IeXHOCTAMMN.
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HanmeHoBaHWe MU, mofenu unm BapnaHTbl UCMONHEHUA MU

SNeKTpog UronbyaThlii, B BApMaHTax UCMOMHEHNS:

DneKTpog nronbyatbiii, 70 MM, 12 WT. B YNAKOBKE C MHCTPYKLUMEN No
MPUMEHEHNIO:

ANeKTpof Urofbyathblil, MOANMULUPOBaHHBIA, 70 MM, 12 WIT. B yNaKOBKE C
WHCTPYKLMel N0 NPUMEHEHWIO;

ANeKTpof, Urofbyathblil, MoaNMULMPOBaHHbIA, 102 MM, 12 WT. B yNakoBke ¢
WHCTPYKLMel N0 NPUMEHEHWIO;

AnekTpog uronbyatblit, 152 MM, 12 WT. B yNakoBKe C MHCTPYKLMEN No
NMPUMEHEHWIO;

ANeKTpof UroNbyathblil, MOAMPULMPOBaHHBIA, 152 MM, 12 WIT. B yNakoBKe ¢
WHCTPYKLMEN MO NPUMEHEHUIO.

3NeKTpoS, PeXYLLUWA NAOCKWNIA, B BapuaHTax UCMO/HEHNS;

ANeKTpog pexxywnii naocknid, 102 mm, 12 WT. B yNaKoBKe C MHCTPYKLMEN MO
NPYMEHEHNIO;

DNeKTPOS pexyLwmnii nAockmii, 165 Mm, 12 WT. B yNakoBKe ¢ UHCTPYKLMel No
NPYIMEHEHNIO;

ANeKTpoa pexyLunii NI0CKKA, 64 MM, 12 LWIT. B yNaKOBKe C MHCTPYKLMEN No
NPYMEHEHNIO;

ANeKTPog pexyLnii naocknin, 70 MM, 12 WT. B yNaKOBKe C MHCTPYKLMERA Mo
MPYIMEHEHNIO;

DNeKTPOS peXyLunii NI0CKNiA, MOAUPULMPOBaHHBIA, 165 MM, 12 WT. B yNakoBKe C

VHCTPYKLMEN N0 NPUMEHEHUIO;

DNeKTPOA PexxyLLnii NNOCKNA, MOANMDULMPOBaHHbIN, 64 MM, 12 WT. B yNaKkoBKe C

VHCTPYKLMEN N0 NPUMEHEHUIOD;

DNeKTPOg pexXyLnii NAOCKNIA, MOANMULMPOBAHHLIA, 70 MM, 12 LWT. B yNaKkoBKe C

WHCTPYKLUMeli N0 NPUMEHEHUIO.
DNeKTpog WapoobpasHblii, B BapuaHTax UCMOMHEHNS:

1.2.

13.
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15.
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2.5.

2.7.
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generator with accessories.

MD name, models or variations of MD

Needle electrode, in yariations:

. Needle electrode, 2.75 (70 mm)” 12 pcs/box with IFU;

Needle electrode, 2.75”, modified, 12 pcs/box with

IFU;

Needle electrode, 4”, step-down, modified, 12pcs/box

with IFU;

Needle electrode, 6”, 12 pcs/box with IFU;
Needle electrode, 6”, modified, 12 pcs/box with IFU;

Flat blade electrodes, in variations;
. Flat blade electrode, 4”, 12 pcs/box with IFU;

. Flat blade electrode, 6.5”, 12 pcs/box with IFU;
Flat blade electrode, 2.5”, 12 pcs/box with IFU;
Flat blade electrode, 2.75”, 12 pcs/box with IFU;

Flat blade electrode, 6.5”, modified, 12 pcs/box with

IFU;

. Flat blade electrode, 2.5”, modified, 12 pcs/box with

IFU;

Flat blade electrode, 2.75”, modified, 12 pcs/box with

IFU;
Ball Electrode, in variations:

| phone <801) 576-9669 1 RAX <801)576-9698 t

Howmep no katasnory /
Reference number

0313
0313M
0316AM
0316

0316M

0314A
0314
0312
0312A
0314M
03I12M

0312AM
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3.1. 32neKTpof WapoobpasHblit, 127 MM, 12 LWT. B yNaKOBKE C MHCTPYKLMeA no 3.1. Ball Electrode, 5.0", 12 pcs/box with IFU; 0300
MPUMEHEHNIO;

3.2. 2neKTpof WwapoobpasHblil, 51MM, 12 WT. B yNaKOBKE C MHCTPYKLMER No 3.2. Ball electrode, 2”, 12 pcs/box with IFU; 0315
MPUMEHEHUIO.

1.1. Knaccngmkauma MU 1.1. MD classifleation

Knacc B 3aBMCUMMOCTM OT CTEMNeHU MOTeHUMa/IbHOTO puUcka MPUMEHEHNs B

MEAVLMNHCKMX LeNsX B COOTBETCTBUM C HOMEHK/IATYPHbIM  K/IacCUPKaTOpoM

MEANLNHCKNX 13aenuia: 26.

Pe>kum paboTbl: He NPUMEHUMO (CM. PeXXrM paboTbl COBMECTUMOrO reHepaTopa).

Twn paboyeii vactu: Tvn CP ¢ 3awpyToii oT paspsiga aedpmopunnatopa (Mpu paboTte

COBMECTHO C FeHepaTopOM 3/IeKTPOXMPYPIrUYECKM 1 3BaKyaTopoM AbiMa

Meeabyne).

2. HABHAYEHWE MEOVNUMNHCKOIO U3AENNA U NMPHUNM
JNENCTBUA

21 HA3HAYEHUME

AneKTpoL, MOHOMONAPHbIA OfHOPA30BbIA K reHepaTopy 3/1eKTPOXMPYPIrYecKoMy

Megadyne npefHa3HayeH 15 MOHOMONSAPHONM Pe3KM 1 Koarynsauum MArkux TKaHein

BO BPeEMSI 3/1eKTPOXMPYPrYECKOi onepaumm.

2.2 MPUHUWMM AENCTBKA

WM3penva npefHasHadeHb 418 nposegeHnsa paguodvactoTHoro (PY) Toka npu peske

N KoarynsauMm OT 3/1eKTPOXUMPYPrMYEeCKOro reHeparopa [0 TKaHW-MULLEHW B

LLIMPOKOM CMEKTPE 06LLIMX XUPYPrUYecKmxX npoLeayp, TpebyoLwmx UCnosib3oBaHns

3NEKTPOXMPYPrNYECKOM PE3KN N NPWKMTraHS.

3. NMOKA3AHWNA N MPOTUBOMOKA3AHNA K MPUMEHEHNIO MU A
BO3MO>XHbIE NMOBOYHbIE 39 PEKTbI

3.1. MNMokasaHuA

MOHOMONAPHbIA  paspe3 U

3NIEKTPOXMPYPIr1YeCcKol onepaumu.

3.2. TpoTMBONoKasaHus

MpoTrBONOKa3aHUS K NPUMEHEHMIO MEAMLIMHCKOIO U3AeINA He BbISIB/IEHbI.

3.3. MNo6oYyHbIe 3thheKTbI

Koarynsauna MAFKUX  TKaHel BO BpeMA
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The class, depending on the degree of potential risk of medical use in
according to the nomenclature classifier of medical devices: llb.
Operation mode: N/A (see applicable generator).

Applied part type: type CF with defibrillator discharge protection (When
working together with Megadyne Electrosurgical Generator and
Megadyne Smoke Evacuators).

2. INTENDED USE AND PRINCIPLE OF OPERATION

2.1. INTENDED USE

Monopolar disposable electrode for the Megadyne electrosurgical
generator are designed for monopolar cutting and coagulation of soft
tissues during electrosurgical procedures.

2.2. PRINCIPLE OF OPERATION

They are intended to conduct radio frequency (RF) current for cutting

and coagulation from the electrosurgical generator to target tissue in a

broad range of general surgical procedures requiring the use of

electrosurgery cutting and cauterization.

3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS

3.1. Indications

Monopolar cutting and coagulation of soft tissues during electrosurgical

operation.

3.2. Contraindications

There are no contraindications for either subject device per the IFU

3.3. Adverse effects

ne (801) 576-9669 | rax (801) 576-9698 | vk r-ieyaoynecorr
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Mo60YHbIe 3PdeKTbI Noc/e NPUMEHEHNA MEAULMHCKOTO U3LENNSA He BbISB/EHDI.

4. NHOOPMALUWMA O MOTEHUWMAJIbBHbBIX MOTPEBUTENAX MW WU
YKA3AHWA MO NCMOJIbSOBAHNIO

4.1, YKa3zaHNa No UCMNOJIb30BaHNIO

M3pennsa npegHasHayveHbl 415 UCMONb30BaHNA B YUPEXAEHUAX 34paBO0XPAHEHUS.

M3penna pekoMeHyeTca UCNo/ib30BaTh MPU YCNOBUAX, YKa3aHHbIX B HUXe.

4.2. NoTeHumManbHble notpebutenun Mu

YCTpOWCTBO NpeAHasHayeHo ANS WUCMOMb30BaHUA MeULMHCKAM PaboTHUKOM,
npoweawrM MOArOTOBKY W MMEILWMM  OMbIT  MPOBeAeHWs  onepauuin  C
MCNOMb30BAHNEM 3NEKTPOXUPYPrn. Megadyne — peKOMEHAYEeT K/IUHUYECKUM
creuuanmcTam 03HaKOMUTbCA C PaboTol  3NEeKTPOXMPYPIrUYEcKUX 3M1eKTPOLOoB,
oTpabatbiBas MX TEXHWKY Ha COOTBETCTBYHOLMX TKaHEBbIX CUMYNAUMAX, YTOObI
ornpeaesinTb OXMAaeMble XapakKTepPUCTUKK Pe3Kn 1 Koarynauum.
4.3. Ycnosud akcnayatauum MU

Y cnoBus akcnayaTaymm

Temnepatypa, °C Ot 10 go 40
Ot 158075
OTHOCUTENbHAS BNAXXHOCTb, %
(6e3 KoHAeHcaLMK)
ATMOCepHoOe faBneHue, rlla Ot 700 go 1060

5. ONMMNCAHWVE OCHOBHbIX ®YHKUNOHANBHbLIX 3N1IEMEHTOB MU
5.1. O6ulee onncaHne QYHKLNOHaNbHbIX 3fieMeHTOB MW

SNeKTPOS, NroNbyaThlid, 3NEKTPOA PEXYLLUMIA MIOCKWIA, 3NeKTPOA LapoobpasHbIii -
MOHOMONAPHbIE  3MIEKrPOXUpypruyeckne  anektpogsl. OHW  M30MMPOBaHbl B
OCHOBHOM MO [/IMHE Ha OTKPbITON YacTu. M3aenna npegHasHayeHbl Ans o6Lwero n
NanapocKOMNMYecKoro 3MeKTPOXMPYPrmyeckoro MCMosib30BaHUA U MPUMEHEHUS B
3MIEKTPOXUPYPIUYECKNX KapaHallaxX, HOXHbIX Kabensfx W KaHKAX PasIMYHbIX
npou3BoamnTeNe.
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No side effects were detected after the use of the medical device.
4, INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.1. Directions for use
Devices are intended for use in healthcare facilities.
Devices are recommended for use under operation conditions indicated
below.
4.2. Potential users of MD
The device is intended to be used by a healthcare professional trained
and experienced in performing surgeries involving the use of
electrosurgery. Megadyne recommends clinicians familiarize
themselves with the performance of the electrosurgical electrodes by
practicing their technique on appropriate tissue simulations to determine
the anticipated cutting and coagulation characteristics.
4.3. Use conditions of MD
Table 1- Use conditions of MD
Environmental conditions
Temperature, °C From 10to 40

From 15to 75
(non-condensing)
Barometric pressure, hPa From 700 to 1060

5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF
MD

5.1. General description of functional elements of MD

The Stainless-Steel electrode are monopolar electrosurgical electrode.
They are insulated over the majority of their exposed length. They are
intended for general electrosurgical use, and designed to fit into
electrosurgical pencils and cables distributed by various device
manufacturers.

Relative humidity, %

¢ (801) 576-9669 | fax (801)576-9698 | www .-i0'jalyr>o0 com
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These electrodes are available in a number of tip configurations and

I/I3,u,en|/|$| MOCTaBNAKTCA B HECKOJ/IbKUX KOHq‘JVIpraLI'I/IFIX n ANnMHax HaKOHEYHUKOB.
lengths.
MEGADYNE e

Puc. | BHewHWIA BUA: 3nekTpos wapoobpasHblin, 127 mm, 12 wt\yn./ Fig. 1 Appearance: Ball Electrode, 127 mm; 12 pcs/box;

Puc.2 BHellHWIA BAA: DNeKTpof WwapoobpasHblid, 51mm, 12 iirr\yn./Fig. 2 Appearance: Ball electrode, 51 mm; 12 pcs/box;

MEGADYNE

Prc.3 BHelwHWIA BUA: DNeKTpog pexxyLumin nnockuin, 102 mm, 12 wt\yn./ Fig. 3 Appearance: Flat blade electrode 102 mm; 12
pcs/box;

MCCADWNi:

Puc.4 BHewHWIA BUA: DNeKTPOS pexxyLumin nnockuii, 165 mm, 12 wt\yn./ Fig. 4 Appearance: Flat blade electrode 165 mm; 12
pcs/box;

MECALWIW

Puc.5 BHELWHWIA BUA; INEKTPOA pexyLunid nnockuid, 64 mm, 12 wt\yn./ Fig. 5 Appearance: Flat blade electrode 64 mm; 12 pcs/box;

MEGADYNE

Prc.6 BHelHWIA BUA: DNEKTPO pexyLumin nnockuin, 70 mm, 12 wt\yn./ Fig. 6 Appearance: Flat blade electrode 70 mm, 12 pcs/box;

IVEGADYNE

Puc.7 BHelHWi BAA: DNEKTPOS pexyLnii NAOCKUA, MoanduUMpoBaHHbIA, 165 mm, 12 wt\yn./ Fig. 7 Flat blade electrode 165 mm,
modified, 12 pcs/box;

MEGADYNE MEOICAL PROOUCT&. INC. 11506 South StAte Street. Draper UT 84020. USA | phone (801) 576-9669 | fax (801) 576-9698 | r>neyag£3yr.<-.cr.rm
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MEGADYNE

Puc.8 BHeLLHWA B1A: DNEKTPOA PeXyLLNA NIOCKNA, MoaUULMPOBaHHbI, 64 mm, 12 wt\yn./ Fig. 8 Appearance: Flat blade
electrode, 64 mm modified, 12pcs/box;

f MEGADYNE

Prc.9 BHewHuiA BUA: NeKTPOA pexyLuii NA0CKuin, MogndumumposarHbiia, 70 mm, 12 wt\yn./ Fig. 9 Appearance: Flat blade
electrode, 70 mm modified, 12 pcs/box;

1K 1 Ne
Puc.10 BHewHWiA BUA: dneKTpog uronbyatslid, 70 mm, 12 wt\yn./ Fig. 10 Appearance: Needle electrode, 70 mm, 12 pcs/box;
MEGADYNE

Punc.11 BHewHWiA BUA: DneKTpoa Uronbyatblid, MoanduumpoBaHHbIia, 70 mm, 12 wit\yn./ Fig. 11 Appearance: Needle electrode, 70
mm, modified, 12 pcs/box;

MEGADYNTr

Puc. 12 BHelHWUIA BUA: DNEKTPOL UronbYatblid, MoguduumMpoBaHHblid, 102 mm, 12 wr\yn. / Fig. 12 Appearance: Needle electrode,
102 mm,, modified, sterile, 12 pcs/box;

MEGADYNE

Puc.13 BHelHWiA BUA: dnekTpog uronbyatslid, 152 mm, 12 wr\yn. / Fig. 13 Appearance: Needle electrode, 152 mm, 12 pcs/box;

MEGADYNE

Puc. 14 BHelLHW BUA: DNeKTPOA UronbYaTblid, MOAUMULMPOBaHHbLIA, 152 mm, 12 wt\yn. / Fig. 14 Appearance: Needle electrode,
152 mm, modified, 12 pcs/box;

MEGAOYNE MEDICAL PRODUCTS, INC 11506 South State Street. Draper. UT 84020. USA | phone (801) 576-9669 | fax (801)576-9698 | wwwrTeyacv'ucorr
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5.2. BO3MOXHOCTb W MeTOAbl WHTErpauyum ¢ Apyrumm megumunHckmmu 5.2, The possibility and ways of integrating with other medical
n3gennammu devices

KomnaHus “iegadyne pekomeHAyeT WCMNONb3oBaTh MeauuUMHCKoe wusgenne ¢ Megadyne recommends the use of Megadyne electrosurgical electrodes

reHepaTopoM 3neKTpoxmpypruyeckum Megadyne n npuHagnexHoctamm Megadyne  with the Megapower electrosurgical generator and Megadyne accessory

(Hanpumep, C AepxxaTengaMmn 31eKTPOA0B M BO3BPATHLIMU 3/1EKTPOAAMM). devices, (i.e. electrosurgical pencils and return electrodes.).

5.3. TexHnuyeckune xapaktepmuctmnkun MW /Technical characteristics of MD

Tabnuua 2 - OCHOBHbIE TEXHNYECKME XapaKTEPUCTUKN MEAULIMHCKOTO U3aenns
Table 2 - The main technical characteristics of medical device

HanmeHoBaHue

1.9neKTpoA UronbyaThlil, B
BapuaHTax UCMONHEHNSA:
1.1. Homep no katasnory; 0313

Name of MD

1Needle electrode, in variations:

1.1. Reference number: 0313

TexHuuyeckune xapaktepuctuku / Technical characteristics

3HaueHune / Value*

OnuHa anektpopa, MM / Electrode length, mm 72,14
[nvHa paboyeii yacTu anekTpoga, mm / Length of the working part of the 27 94
electrode, mm '
[nvHa KoHTakTa anekTpoga, mm / Length of contact area, mm 19,05
MakcmmanbHoe nojaBaemoe I'IVIKOBO(:(\H/al'IpFI)KEHVIe, kB / RF Voltage Rating, <50
1.2 Homep no katanory; 0313M 1.2.Reference number; 0313M [lnuHa anekTpoaa, MM / Electrode length, mm + 72.14
[nvHa paboyeid yacTu anekTpoda, Mm + mm / Length of the working part of 406
the electrode, mm + mm '
[nvHa KoHTakKTa anektpoga, mm / Length ofcontact area, mm 19,05
MakcumasnbHoe nojasaemoe I'IVIKOBOi HanpshxeHue, KB / RF Voltage Rating, <5.0
1.3-Homep no karanory; 0316AM 1.3.Reference number: 0316AM [Ha aneKTpoaa, MM\//EIectrode length, mm 1016
[nvnHa paboyeii yacTu anekTpoga, Mmm = mm / Length of the working part of 406
the electrode, mm £ mm '
[LnvHa KoHTakTa anekTpoaa, Mm / Length of contact area, mm 19,05
MakcmmanbHOe nojaBaemoe NMKoBoe HanpsbkeHne, KB / RF Voltage Rating, <5.0

MEGADVNB MEDICAL PRODUCTS. INC. 11506 South state Street, Draper UT 84020. USA | phone (801) 576-9669 ! pax (801) 576-9698 | wwv/rlegaovr-e corr
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1.4.Homep no katanory: 0316

1.5.Homep no karanory: 0316M

2 DNeKTpof pexxyLunii NNocKuii, B
BapMaHTax UCMOMHEHUS:
2.1 Homep no kartanory: 0314A

2.2 Homep no katanory; 0314

2.3 Homep no kartanory; 0312

2.4 Homep no katanory; 0312A

MEGADYNE &

The Electrosurgical Authority'

1.4.Reference number; 0316

1.5.Reference number: 0316M

2 Flat blade electrode, in
variations:
2.1 Reference number: 0314A

2.2 Reference number: 0314

2.3 Reference number: 0312

2.4 4Rcference number: 0312A

[OnuHa anektpoga, MM / Electrode length, mm

[nuHa paboyeit yactu anektpoga, Mm / Length of the working part of the
electrode, mm

[nvHa KoHTaKTa anekTpoaa, MM / Length of contact area, mm

MakcmmanbHOe nogaBaemoe NMKoBoe HanpsbkeHne, KB / RF Voltage Rating,
kv

[nvHa anektpoga, mm / Electrode length, mm

[nuHa pabouein yactu anekTpoga, mm + mm / Length of the working part of
the electrode, mm £ mm

[nnHa KoHTaKTa anekTpoga, Mm / Length ofcontact area, mm

MakcumanbHoe nogaBaemoe NMKoBoe HanpsxeHue, kKB / RF Voltage Rating,
kv

[OnuHa paboueid yactu anekTpoga, mm + mm / Length of the working part of
the electrode, mm

[nvHa anektpoga, mm/ Electrode length, mm

MakcumanbHoe nofaBaeMoe NUKOBOe HanpsxeHue, KB / RF Voltage Rating,
kv
[nvHa pabouein yactu anektpoaa, mm / Length of the working part of the
electrode, mm

[nvHa anektpoga, mm / Electrode length, mm

MakcumasbHOoe nofasaemMoe NUKOBOe HarnpsbkeHue, KB / RF Voltage Rating ,
kv
[nnHa paboyeii yactn anektpoga, Mm / Length of the working part of the
electrode, mm

[nvHa anektpoga, mm / Electrode length, mm

MakcumanbHOe nojaBaemMoe NUMKOBOe HanpshkeHue, KB / RF Voltage Rating ,
kv
[nvHa paboyeli yactun anekTpoga, mm / Length of the working part of the
electrode, mm

MeOAOYNE MEDICAL PRODUCTS. INC. 11506 South State Street, Draper, UT 84020. USA phone (801) 576-9669 1 fax (801) 576-9698 | wwv% l'iogifuvru.'C.~'n
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152,4
27,94
19,05
<5,0

152,4
4,06

19,05

<5,0

20.7
1016
<5,0
20,7
165,1
<5,0
20,7
63,5
<5.0

20,7



2.5 Homep no karanory: O3M

2.6 Homep no katanory: 0312M

2.7 Homep no katanory; 0312AM

3 dnekTpog WwapoobpasHblii, B
BapuaHTax UCMONHeHUS;
3. 1 Homep no karanory: 0300

3.2 Homep no katanory: 0315

MEGAOYNB MEDICAL PRODUCTS. INC. 11506 South State Street, Draper. UT 84020, USA lphone (801) 576-9659 ! rax (801) 576-9698 | wv.w. iTieyadyoec'.>rT.
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2.5 Reference number: 0314M

2.6 Reference number: 0312M

2.7 Reference number; 0312AM

3 Ball Electrode, in variations;

3.1 Reference number: 0300

3.2 Reference number: 0315

[nvHa anekTpoga, mm / Electrode length, mm

MakcumasnbHoe nojaBaemoe NMKoBoe HanpsxxeHue, kB / RF Voltage Rating,
kv
[nuHa pabouein yacTu anekTpoga, Mm = MM / Length of the working part of
the electrode, mm + mm

[nvHa anekTpoga, mm / Electrode length, mm

MakcumasnbHoe nofasaemMoe NMKoBOe HanpshkeHue, KB / RF Voltage Rating,
kv
[nnHa paboyeii yacTu anekTpoga, Mm + mm / Length of the working part of
the electrode, mm £ mm
[nvHa anektpoga, mm / Electrode length, mm
MakcrmanbHOoe nogaBaemoe NMKOBoe HanpshkeHue, KB / RF Voltage Rating,
kv
[nvHa paboyein yacTn anekTpoga, MM + MM / Length ofthe working part of
the electrode, mm £ mm
[nvHa anektpoga, mm / Electrode length, mm

MakcrmanbHOe nojasaeMoe NMKOBOe HanpskeHue, KB / RF Voltage Rating,
kv

[nunHa pabouyeit yacTu anekTpoga, Mm + mm / Length of the working part of
the electrode, mm £ mm

[nvHa anektpoga, mm / Electrode length, mm

MakcumanbHoe nogaBaemoe NMKOBOe HanpsbkeHue, KB / RF Voltage
Rating,kV
[nvHa paboueii yacTn anekTpoga, MM + MM / Length of the working part of
the electrode, mm £ mm

[nvHa anektpoga, mm / Electrode length, mm

MakcumasnbHoe nofasaemMoe NMKOBOe HanpshkeHue, KB / RF Voltage Rating.

kv

69,85
<5,0
4,06
165,1
<5,0
4,06
63,5
<5,0
4,06
69,85

<5,0

4,06

127
<5,0

4,06
53,19

<5,0
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ANeKTpoabl MOTYT BblAEPXKMBATbL 3 NOCNeA0BaTENbHbIX U3rnba ¢ MPOTUBONONOXHbLIX KOHLUOB (90 °/180 ° /180 °) 6e3 paspyLleHns. INeKTpoabl MOryT 6biTb
COrHYTbI NpumMepHo Ao 60 ° 6e3 paspyLueHns. / Blade electrodes can withstand 3 consecutive opposing bends (907180°/180°) without breaking. Electrodes can
be bent up to approximately 60° without breaking.

6. MEPEYEHbMATEPVNANOBMU 6. LIST OF MD MATERIALS

ONeKTpoA WUronbyatblA, ANeKTPO PEXYLLMIA NNOCKMIA 1 aneKTpog wapoobpasHblii  Needle electrode. Flat blade electrode and Ball Electrode are made from
N3roTaBMMBAOTCA U3 CNedyHOLMX MaTePUaOB: HepXXaBetoLwas cTanb, nonvoneduH. following materials: Stainless Steel, Polyolefin.

7. MHCTPYKLUWMA NO SKCNAYATAL NN 7. INSTRUCTIONS FOR USE

ANeKTPOA UronbyaTthlid, ANEKTPOL PEXYLUMIA NAOCKUIA 1 3NeKTpos wapoobpasHbii  Cautery Tips (or “electrodes™) are designed to fit most eiectrosurgical
paspaboTaHbl 418 NPUMeEHeHWs ¢  BGONbLUMHCTBOM  3neKTpoxupyprudeckux pencils and other eiectrosurgical accessories. Prior to use, ensure the
reHepaTopoB I C [ApYrMMU 3NeKTPOXMPYpruveckumm uHcTpymeHTamu. [epen electrode has the proper compatibility and fit with the accessory.
NCMonb30oBaHMEM 3/eKTpoaa ybeamTecb B €ro Haanexatlein coBmecTMmocTu M To place the electrode into an eiectrosurgical accessory:

COOTBETCTBUW UCNOJb3YEMbIM MPUHAAIEXHOCTAM. 1. Ensure the accessory is not connected to the generator.

[N yCTaHOBKM 3N1eKTPOoAa B 3NEKTPOXMPYPIrMUECKNA NHCTPYMEHT: 2. Fully insert the electrode into the accessory. Make sure the insulation

1 Y6eauTecb, UTO MHCTPYMEHT He NPUCOEAUHEH K FreHepaTopy. sleeye fits securely inside the accessory.

2. BcTaBbTe 3/1eKTPOS, B UHCTPYMEHT 10 ynopa. Y6enutecs, 4To nsonatop HagexHo 3. Ifthe insulating sleeve does not fit securely inside the accessory, do
pasmeLL,eH BHYTPU MHCTPYMEHTA. not use the electrode.

3. Ecnuusondatop He 6yfeTt Hagnexalmm 06pa3omM NoMeLleH BHyTpy MHCTPyMeHTa 4. Some electrodes are supplied with a tip protector. If the tip protector
HEe UCMOJIb3YNTe 3NEKTPOL. is present, remove prior to use.

4. HekoTopble 3N1eKTPOAbI NOCTaBNAIOTCA C 3aLMTON KOHTAKTOB. Y anuTe 3auTy
KOHTaKTa nepef 1Ccrosib30BaHWeM, eC/IN OHa MPUCYTCTBYET.
8. SBHAYEHNA CMMBOJ/I0B, YKA3AHHbLIX HA YNMAKOBKE /INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

Cwumson / Symbol 3Ha4yeHne cumBona Symbol meaning
REF Howmep no katanory Catalog Number
| 1o t| Kog naptuu Batch Code
S CpoK rogHocTu Use by date
10
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M | I MpownssogunTesb Manufacturer
YNO/THOMOYEHHbIN MpeacTaBuTeNb B EBpONenckom . - .
IEC 1REP - PeA P Authorized Representative in the European Community*
coobulecTse
STERILE R CTepunin3oBaHo C UCMO/b30BaHNEM FraMMa-n3nyyeHuns Sterilized using gamma radiation

MakcrmMansHO fonycTUMoe HanpskeHue (ocobble
ycnosus)

CooTBeTCTBME NPOLYKTa Tpe6boBaHUAM MO 6e30MacHOCTM
AN18 noTpebuTenen, MeanKo-caHUTapHbIM TpeboBaHuam U Product compliance with consumer safety, health and
C € Tpe6oBaHMAM NO 6e30MacHOCTM A/ OKpY>KatoLleid cpefbl  environmental requirements of the European Union.*
EBponeiickoro Coto3a.*

Vmax s XX kVp| Voltage Rating (Specific Conditions)

CM. MHCTPYKUMIO MO NPUMEHEHUIO Consult Instructions For Use
He ncnonb3oBaTb MOBTOPHO Do not reuse
He cTepunnsoBatb NOBTOPHO Do not resterilize
(§ ) He ncnonb3oBaTb, CNM YNaKoBKa NOBpeXeHa Do not use if package is damaged

YKasblBaeT, UTO 3MeKTpuyeckoe U 3nekTpoHHoe Indicates that the Electrical and Electronic Product (EEP)
obopygoBaHne (230) He cogepXUT TOKCUYHbLIX W does not contain toxic and hazardous substances or elements
q) OMacHbIX BELUECTB WM 3NEMEHTOB B KOHLEHTpauun, above the maximum concentration values, and that it is an
MpeBbILAOLLEN MaKCUMabHO AonycTMMmyto, a Takxke, enviroment-friendly product which can be recycled (People’s
4yTO  [aHHbIl  NpoAyKT  sBnseTca  akonormyeckn Republic of China symbol for Restriction of Hazardous
6esonacHbIM M NPUrofgHbIM Ans nepepaboTkn (cumBon  Substances (RoHS) in electrical and electronic products). *

1
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KuTalickolt HapogHoit Pecny6nvku gns 0603HaveHus
OrpaHn4yeHns 1Crosnb3oBaHNA onacHbIX BelecTs (KoH3)
B 3/IEKTPUYECKOM Y 3N1eKTPOHHOM 060pyf0BaHMN).*

KonuuecTso eguHNLL, B ynakoBke Packaging Unit

laty |1

depepanbHoe 3akoHopatensctso CLLUA orpaHuumBaet
Cronly NpoAaXy 3TOro YCTpOWCTBa, MO3BOMSAS NpofaBaTb €ro
TOJIbKO Bpayam Wnn Mo 3akasy Bpaya.*

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

XpaHuTb B CyXOM MecTe Keep dry
f
XpaHUTbL BA&IN OT UCTOYHWKOB TeN/a Keep away from heat
BnakHOCTb NMpu yCNOBUAX XpaHeHs Humidity limitations
15%-"A
(Vsox L
5"C-f Temnepatypa npu ycnoBusX XpaHeHus Temperature limit

* - ynakoBka M MapkKuMpOBKa MeAWLMHCKOro W3Lenns MO>KeT He cofep>XaTb *-packaging and labelling ofmedical devices may not contain noted
OTMeUeHHble CUMBONbLI. Tak> e MOTyT cOofep>aThbCA CUMBO.W, He perynupyemble symbols. It may also contain symbols that are not regulated by national

HaunoHaNlbHbIMU CTaHgapTamu. standards.

9. CPOKTOAHOCTU, CPOK CNYXBEbI 9. SHELF LIFE, USE BY DATE

CpOK rofJHOCTM MEAUULIMHCKOrO U3aenuns coctaBnseT 5 ner. The shelflife of the medical product is 5 years.
12
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10. ®OPMA NMOCTABKWU/

MoTpebuTenbCcKas ynakoBka COAepXUT 12 nsfennii B UHAMBUAYaNIbHbIX YNaKOBKax,

a TaKXXe MHCTPYKLMIO N0 NPUMEHEHWNIO MEANLIMHCKOTO U3eNNnS.

11. MEPEYEHDb MATEPNAJIOB XWBOTHOTIO 7
UE/TOBEYECKOIO NMPONCXOXAEHUA

HenpumeHnmo. [laHHoe MeAuUUHCKOoe —uK3fgenue

YXMBOTHOIO 1 (111) YeN0BEYECKOr0 NPONCXOXKAEHNS.

12. VTH®OPMAL WA @) MPOBEAEHHbBIX
MPOTOKONAX NCMbITAHUA,  AHANWU3E
OJAHHBIX

WN3penua cootseTcTBYOT TpeboBaHmaMm EK 180 13485 W3genusa MeauuUMHCKME.

CucteMbl MeHeKMeHTa KayecTBa. TpeboBaHWs 4115 Leneld perynmpoBaHus.

MoNHbIV CNUCOK NPUMEHUMbIX CTaHAAPTOB AOCTYMEH MO 3anpocy

13. TPEBOBAHWA BE3OMACHOCTU NN SPPEKTUBHOCTUN MU

MpepynpexaeHna

o XpaHuTe 3NeKTPOAbl B KOHTeHepe, 3aliuLLEeHHOM OT 3/1eKTPOCTaTUUECKOro
paspaga.

* AKTUBHas Wn Harpetas B npouecce paboTbl paboyast YaCTb 3N1eKTPoAa MOXET
cTaTb NPUYMHON Noxapa. He pasmelyainTe el B6M3N UM B HEMNOCPELCTBEHHOM
KOHTaKTe C BOCM/aMeHSALWMMUCA MaTepuanamm 1 Bellectsamm (Hanpumep,
3aHaBecAMU, roprYMMN rasamu, IHLOTPaxeaslbHbIMU TPyOKamu 1 ap.)

e Xupypruyeckue npouegypsl, npegnonararoLiue NnpoxoXaeHue
BbICOKOYACTOTHOIO TOKa 4epe3 4acTM Tena C OTHOCUMTENbHO MasiIeHbKOM
niowaasio  MOMepeyHoro  CevyeHus,  PEKOMEHAYeTCA  BbIMOMHATL  C
MCNOMb30BaHNEM GMNONAPHON METOANKM.

o [N JOCTVKEHUA >Kenaemoro adekTa MCnob3yinTe MUHUMATbHO BO3MOXKHOE
3HayeHue MOLLHOCTM.

Mepbl NpeaocTOPOXHOCTH

* Ecnu anekTpog mnm NoKpbITUE MNOBPeXAeHO, 6onee He MCMONb3yinTe 3TOT
3/1EKTPOL.

(NN
He COLEPXWUT MaTepuansbl

NCMBITAHNAX,
MONYYEHHbIX

13

10. HOW SUPPLIED

The customer package contains 12 items in the individual packages, as

well as instruction for the use of a medical device.

11. LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN
ORIGIN

Not applicable. This medical device does not contain materials ofanimal

and / or human origin.

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

Devices meet requirements EN ISO 13485 Medical device - Quality

management system - Requirements for regulatory purposes.

A fiill list of applicable standards is available upon request.

13. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Warnings

e When not in use, store electrode in an electrically insulated
container.

e Cautery tips that are activated or hot from use can cause a fire. Do
not place them near or in contact with flammable material and
substances (e.g. drapes, flammable gases, endotracheal tubes, etc.)

» For surgical procedures where the HF current could flow through
parts of the body having a relatively small cross sectional area (e.g.
circumcisions), the use of bipolar techniques may be desirable in
order to avoid unwanted tissue damage.

* Use the lowest possible power setting to achieve the desired effect.

Precautions
« Ifthe electrode is damaged, discard the electrode.

MKGAOYNe MEDICAL PRODUCTS, INC- 11506 South State Street. Draper. UT 84020. USA | phone (801)576-9669 | fax (801) 576-9698 | wwA .r-ieyaayntcorn
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[na nNpaBuIbHOr0 MCNOMb30BaHWA 3MEKTPOXMPYPTrMYECKOr0 reHepaTopa CM.
PYKOBOZCTBO MO 3KCMnyaTauuu, NpefocTaB/ieHHOE U3roTOBUTESEM.
OneKTpoapl N1e3BMsa MOryT 6biTb M30THYTHI Ha yron fo 60°. Mcnonb3oBaHuve
WHCTPYMEHTOB [/19 BUAOW3MEHEHWS 3M1EeKTPoLa W/WIN Ype3MepHbIn neperuod
MO>XET NOBPeAUTL NMOKPbITVE 3N1EKTPOA.

BkntoyaliTe 3n1eKTpo/bl TONIbKO BO BPEMS UX HEMOCPELCTBEHHOI0 KOHTaKTa Un
MeCTOHaXO0XAeHUs B6M3N OT ONepupyemMoit TKaHu, YToBbl He NOBPeAUTL ee B
APYrom MecTe.

ANeKTpoOXMpypruyeckme Kabenu AO0MKHbI ObITb PacnofoXeHbl Tak, 4TO6bI
MWHUMMW3NPOBATb KOHTAKT C MauueHToOM, APYrMMW MPOBOLHWKAMMU W He
MOBPeAUTb UHbIE 3NEKTPUYECKNE UHCTPYMEHTbI.

Refer to the generator manufacturer’s operation manual for proper
usage of electrosurgical generator(s).

Blade electrodes can be bent up to approximately 60°. The use of
instruments to modify the electrode and / or excessive bending
could damage the electrode.

Activate electrodes when in contact, or in close proximity to target
tissue to avoid the possibility of unintended tissue damage.
Electrosurgical cables should be positioned to minimize contact
with the patient and avoid contact with other leads to avoid
adversely influencing the operation of other electronic equipment.
These devices are intended for single use only. Properly discard

after use. Do Not Resterilize. Reuse may result in patient injury due
to contamination or dielectric failure.

3Tn yCcTpoKcTBa NpefHa3HayYeHbl TOMbLKO A4/ O4HOPA30BOr0 WCMO/b30BaHUS.
YTunusupyite ux Hagnexawum o6pasoMm. He nogiexuT  NoBTOPHOW
crepunmsaumun. T[1OBTOPHOE WCNONb30BAHME MOXET MPUBECTU K TpaBme
nawuueHTa BCIEACTBME HENCNPABHOCTU AU3NEKTPUKA.

14. NTHPOPMALUNMA O JIEKAPCTBEHHbLIX TPEMAPATAX W (L1N)
SOPAPMALIEBTUHECKUX CYBCTAHUMNAX B COCTABE MU

JTOT pasgen He NMPUMEHUM K [aHHbIM U3AeNnaM, TaK Kak U3fenna He cofepxar

NeKapCTBEHHbIX BELUECTB W He WUCMO/Mb3YHTCA B COYETAHWM C JIEKAPCTBEHHLIMU

BeLLecTBamMu.

15. ONMNCAHVE METOAA CTEPU/T3ALINA

W3genve ctepunnsyetca MeTOLOM ramma-usnyyeHums o yposHa SAL 10% uto

COOTBETCTBYET MUHUMa/IbHOMY TPebyeMOMY YPOBHIO CTEPUIbHOCTU, AOMYCTUMbIE

[l03bl ANS CTEPUNN3ALUN raMMa-n3nyyeHem: ot 25 1o 40 kIp.

16. TPEBOBAHNA K TEXHUYECKOMY OBC/IYXVBAHNIKO U
PEMOHTY MW

Obuire TpeboBaHMA K TEXHUYECKOMY OOCY>KMBAHWUIO N PEMOHTY

W3gnenvie 04HOKPATHOrO NMPUMEHEHNS, He TpebyeT TEXHUYECKOro 06CNyXnBaHUA 1

He TMOANIeXWUT PEemMOHTY. B cnydae nopyum wusgenvie NOAMEXWT yTuau3auun B

COOTBETCTBMU C TPe6OBAHNUAMMN 3aKOHOAATENbCTBA B CTPaHe NMPYMEHeHUs.

14. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD
This section is not applicable to the product as the devices do not contain
medicinal substances and are not used in combination with medicinal

substances.

15. DESCRIPTION OF STERILIZATION METHOD

The product is sterilized by gamma radiation to the SAL 10" level,

which corresponds to the minimum required sterility level, permissible

doses for sterilization by gamma radiation: from 25 to 40 kGy.

16. REQUIREMENTS FOR TECHNICAL SUPPORT AND
REPAIR OF MD

General requirements for technical support and repair of MD

The product is single use, does not require maintenance and is not

subject to repair. In case of damage, the product must be disposed of in

14
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17. YC/TOBUNA TPAHCITOPTUPOBKW N1 XPAHEHINA
. XpaHUTb B CYXOM MecTe

. XpaHUTbL BAAIN OT UCTOYHUKOB Tenna
Tabnumua 3 - YCnoBusi TPaHCNOPTUPOBKM U XPaHEHUS:

HanmeHoBaHue Jwnana3oH
Temnepatypa, °C Ot 5410 50
OTHOCKTENbHAA BNAXKHOCTb, % Ot 15800 95

ATMOCepHoe aaBnieHue, rfla Ot 700 go 1060

18. MOPALOK N YCNOBUNA YTUNN3AUNN nnn YHNUTOXEHNA

MW
N3genna  yTunnsnpyroTca  fledebHbIM - yupeXxaeHueM B COOTBETCTBUM  C
TpeboBaHuaMM CaHlMuH 2.1.3684-21. N3aenus nocne UCTedeHUs Cpoka rofHocTu
OTHOCATCA K 3MMAEMMUONOrMYeCcKN 6Ge30MacHbIM O0TX0A4aM M YTUNU3MPYHOTCA Kak
0TX0Abl Knacca A.

19. TAPAHTUA N PEKITAMALIA

[apaHTWUIHLIA CPOK XpaHeHWUs - M3rOTOBUTENb TrapaHTUMPYeT COoXpaHeHue
CTEPUNLHOCT U3AENMs, a TaKkKe €ero MPUrogHoCcTb A1s MCMONb30BaHWS MO
Ha3HauYeHWto, NpY YCNOBUM €ro MpPaBUILHOTO TPAHCMOPTUPOBAHNUS U XPaHEHWs B
TeueHne BCEro Cpoka rofiHOCTM YKa3aHHOro Ha MapKMpPOBKE NPoyKTa.
Mpon3BOAUTENb HE HECET OTBETCTBEHHOCTM 3a MOBPEX/AEHWS| WM HEecyacTHble
cnyyau B pe3ynibTaTe HempaBWIbHOTO MCMO/b30BaHMS, OWNGKY MOMb30BaTENSs WK
BHELUHMX u4pe3BblyaliHblX cuTyauuid. o BompocaM KauecTBa MPOAYKLWK
o6paLyaiiTech K ynofHOMOYEHHOMY MpPeACcTaBUTENHO NPOU3BOAUTENS.

15
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accordance with the requirements of the legislation in the country of
application.

17. CONDITIONS OF TRANSPORTATION AND STORAGE
o Keepdry
* Keep away from heat
Tab e 3 - Transportation and storage conditions:
Designation Range
Temperature, °C From 5 to 50
Relative humidity, % From 15to 95
Barometric pressure, hPa From 700 to 1060

18, MD DISPOSAL RULES AND CONDITIONS

The products are disposed of by the medical institution in accordance
with the requirements of SanPiN 2.1.3684-21. Products after the
expiration date are classified as epidemiologically safe waste and are
disposed of as class a waste.

19. WARRANTY

A storage warranty period - the manufacturer guarantees the
preservation of the sterility of the product and its suitability for the
intended use, subject to the right transportation and storage within the
shelf life as indicated on the product labelling.

Manufacturer is not liable for any damage or accidents resulting from
improper use, human error or external emergencies. Regarding the
product quality, please contact an authorized manufacturer’s
representative.

<801) 576-9669 | pax (801) 576-9598 | r-ieyaavnfTorr'
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20. HAUMEHOBAHWVE U OPUANYECKWW AOPEC NMPOU3BOAUNTENS

MNINYTNTONMHOMOYEHHOTIO NMPEACTABUTEA
MPON3BOAUNTENIA BPOCCUNU

MPON3BOAUNTE/b:

MerapaiiH Meankan MpopgakTtc, VHK., 11506 South State Street, Draper, Utah 84020,

USA (CLLA).

YMNONHOMOYEHHOW MNPEACTABUTENbL MPOV3BOAUNTENS
POCCUW:

000 «[KOHCOH & [I>XOHCOH», 121614, r. Mocksa, ya. Kpbinatckas, g. 17, kopn. 2.

Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878
DL-JNJRUMedicalOAra),ITS.JNJ.com.
DL-JNJRU-Medical-Reeulatorvia).ITS.JNJ.com

16

20. NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN
FEDERATION

MANUFACTURER:
Megadyne Medical Products, Inc., 11506 South State Street, Draper,
Utah 84020, USA.

AUTHORIZED REPRESENTATIVE OF THE
MANUFACTURER IN RUSSIA:

Johnson & Johnson LLC,

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

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
DL-JNJRUMedicalOA(a!lTS.JNJ.com.
DL-JNJRU-Medical-Reeulatorvfa).ITS.JNJ.com
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<JloroTun: «Meraaaiit» (Megadyne)> Ocxosano 6
1985 o0y
| Tipodeccronan s cepe anexTpoxupypriveckoro obopyaosanus®
Coraacosano
«Mezadaiin Meduxas fipodarome, Hiicr
<Kpyrnas neuats: HOTAPHYC; <M. e
WITAT OrAHO> % Ca 1ep, [ :
<non“"m°> P e § e LS alad K ... - ‘
<IlItamn: Yuneam Ilradamen Isesnu HecGumm
Horapuyc. wrar Oraiio, [ er—y T
Cpok geiicTeus Moeil IMLEH3HU HCTeKaeT
20 anpensa 2027 roga> %
<Haanmce ot pyku: 19 dexabpa 2022 200a> '
< NOANMKCAHO >
Toanucs

HncTpyxuus Mo npuMeHeHHIO MeQUIMHCKOr0 H3AeNHS
INEKTpoR MOHORONAPHEIN OIHOPaz0BbIii K reHepaTopy EKTpOXHpYpruyeckoMy Megadyne ¢ npHHAUIEKHOCTAME:
NeKTpoa HroNpyuaTeifl, B BapHaHTaX UCIIONHEHHS; DNEKTPO pexyillHit MNOCKH#, B BAPHAHTAX HCIIONHEHNA; INeKTpod
wapoobpa3sHulii, B BApHAHTAX HCNOAHEHHA.

Crpang |

«MEFAJJAMH MEMKAN MPOAAKTC, HHK.» 11506 Cayr Creiir Crpur, Jipefinep, 101a 84020, CUTA | Ten. (301) 576-9669 | ®axc (801) 576-9698 | www.megadyne.com
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MepeBog faHHQPB'IcTa BbINOJIHEH NePeBOAYMKOM MaxTynoBbiM Aniekceem Bnagumuposuyem.

Poccuiickaa degepauus
["opos MockBa
[BafuaTb WeCToro Aekabpsa 4Be TbiCAYM ABajLLaTb BTOPOro roga

A, Bepemuin FOnusa ropesHa, BpeMeHHO MCMONHAOLWAas 0653aHHOCTM HOTapuyca ropoga Mocksbl Kopevik
Mapwun AnekcaHpoBHbI, CBUAETENLCTBYIO NOA/IMHHOCTL NOANMCKU NepeBofyMKa MaxTyHoBa Anekces
Bnagnmmposunya.

Mognuck caenaHa B Moem npucyTc feum.

JInyHoCTb nognuvcasLuero JOKyme™ T yCTaHOB/IEHa.

3apernctpmpoBaHo B peectpe: Ne~7/2139-H/77-2022-
YnnayeHo 3a COBepLUEHNE HOTap 1anbHOro aenctans: 400 py6. 00 Kon.

HO.W. Bepemnii

Bcero npoLuHypoBaHo, NPOHYMepoBaHO
1 CKpeneHo nevatbio 16 nmct(axoB)
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CornacosaHo/APPROVAL

Me9advne Medical Products, Inc
OpraMHiAUHR/Organization

11506 South State Street. Draper, Utah, 84020 USA

Agppec/Address

Director Re2ulatorv Affairs

[omkkocTs/Occmpanon

Emily Nesbitt

damunus. Nms/ Surname, Name
g 1 2093-3-

William Steinmetz
Notary Public, State of Oblo
My Commission Expires 04<20-2027

[ata AJ1.MM.[TTT/Dale DD.MM.YYYY

Mopnuce/Signature

WHCTpYKLMA NO NPUMEHEHMIO MEANLIMHCKOrO U3Lenus
ANeKTpoL, MOHOMOMSPHLIV OAHOPA30BbIV K FeHepaTopy 3/1eKTPOXMpypriuyeckomMy Megadyne ¢ NpuHaaaeXKHOCTAMM:

AnekTpoa uronbyathili E-Z Clean, B BapuaHTax MCnonHeHUst; dnekTpog uronbyatbii MEGAfine E-Z Clean, B BapyaHTax 1CMOHEHWS; DNEKTPO/, Uro/bYaTblin
Tynoii E-Z Clean, B BapraHTax UCMOMHEHWS; DNeKTPOZ Nanapockonuyeckuii E-Z Clean ¢ J-06pa3HO peXxyLLein YaCTbto, B BapyaHTax UCMOMHEHWS; DNeKTpog,
nanapockonmyeckuin E-Z Clean ¢ L-06pa3HOii pexxyLLel YacTbto, B BapuUaHTax UCMOMHEHUS; DNeKTPOZ Nanapockonuyeckuii E-z Clean ¢ NpoBosioYHoM L-
006pa3HOiA peXXyLLeii YacTbtO, B BapuaHTax UCMO/HEHUS; SeKTPOZ, NanapoCKONMMYeCKuin uronbyatsii E-Z Clean, B BapraHTax UCMOMHEHUS; SNeKTpos,
NanapoCKOMNMYECKWA U30rHYTbI E-Z Clean, B BapraHTax MCNOMHEHWS; NEKTPO/ NanapoCKONMYECKWiA CTaHAapTHbIA pexxywimin E-Z Clean; SnekTpog
NanapoCcKONNYeCKWiA LWapoobpasHblil E-Z Clean; SneKTpoa pexyLwuii nnockuii E-Z Clean, B BapyaHTax UCNOMHEHWS; SNeKTPOZ LLapoobpasHblii, B BapuaHTax
UCNONHEHWS;; DNEKTPOL, CNeLyanm3vpoBaHHbIiA LITLIKOBOM E-Z Clean, B BapraHTax UCMONHEHWS; DNEKTPOA-LUNATE b NanapoCKONMYECKUIA, B BapaHTax
MCMONHEHVA
Instruction for use for the medical device
Monopolar disposable electrodes for the Mcgadyne electrosurgical generator with accessories: E-Z Clean needle electrodes, in variations; E-Z Clean MEGAfine
sharp needle electrodes, in variations; E-Z Clean blunt needle electrodes, in variations; E-Z Clean Laparoscopic J-hook electrodes, in variations; E-Z Clean
Laparoscopic L-hook electrodes, in variations; E-Z Clean Laparoscopic L-wire hook elcctrodeds, in variations; E-Z Clean Laparoscopic needle electrodes, in
variations; E-Z Clean Laparoscopic curved electrodes, in variations; E-Z Clean Laparoscopic standard blade electrode, sterile; E-Z Clean Laparoscopic ball
electrode,, sterile; E-Z Clean flat blade electrodes, in variations; Ball Electrodes, in variations; E-Z Clean Specialized bayonet electrodes, in variations; E-Z Clean
Laparoscopic spatula electrodes, in variations

Page
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Russian text
1. HAMMEHOBAHWE MEANUNHCKOIO U3AENNA (MIN)

dnekrpopabl Mouononsapuble 04HOpPa30Bble K
snekTpoxupypruuyeckomy Megadyne ¢ npunagnexHocTamu.

English text

1 MEDICAL DEVICE (MD) NAME
revepatopy Monopolar disposable electrodes for the
generator with accessories.

Megadyne eiectrosurgicai

Hanmenosanue MW, mogenn nnm sapuaHTbl UCNOMHEHNSA Howmep no katanory /

MD name, models or variations of MD

MU Reference number

1 3nektpog uronbyatblii E-Z Clean, B BapaHTax UCMOMHEHNS; 1 E-Z Clean needle electrodes, in variations:

1.1. 3SnekTtpog uronbyatblit H-Z Clean. 102 mm. 12 WT. B ynakoBke ¢ 1.1. E-Z Clean needle electrode, 4”, step-down, 12 pes/box with
HHETPYKLWMER Mo MPUMEHEHWIO; IFU: 0016A

1.2. OnekTpopg uronbyatelii E-Z Clean, 102 MM, MognduLmMpoBanmbli, 1.2. E-Z Clean needle electrode, 4”, step-down, modified, 12 pcs/box N016AM
12 WT. B YMAKOBKE C UHCTPYKLMEA N0 NPUMEHEHWIO: with IFU;

1.3 3nekTpog uronbuatbiii E-Z Clean, 152 mm, 12 wT. B ynakoBke ¢ 1.3. Fi-Z Clean needle electrode, 6, 12 pcs/box with IFU; 0016
VHCTPYKLWMEW MO MPUMEHEHWIO;

1.4, 3nexTpog wronbyatblii E-Z Clean, 152 MM, MOAU(MLMPOBaHHBI, 1.4. E-Z Clean needle electrode, 6”, modified. 12 pcs/box with IFU; 0016M
12 LUT. BYMaKOBKE C MHCTPYKLMEN NO NPUMEHEHUIO;

15. 2nekTtpog uronbyatelil E-Z Clean, 70 Mm, 12 T, B ynakoBke ¢ 15. E-Z Clean needle electrode, 2.75”, 12 pcs/box with IFU; 0013
WHCTPYKLMEN MO NPUMEHEHWIO;

le. 3nektpof uroneyatelii E-Z Clean, 70 mm, MoguduumpoBarHblid, 12 1.6. E-Z Clean needle electrode, 2.75", modified, 12 pcs/box with IFU; 0013M
LUT. B YNaKOBKE C MHCTPYKLMEN MO NPUMEHEHMNIO;

1.7. 3nekTpog uronbyatblit E-Z Clean, 70 MM, MOAN(ULMPOBaHHbIN C 1.7. E-Z Clean needle electrode. 2.75”, modified, sterile with nose cone
3alMTHLIM KOHYCOM, 24 LUT, B YNaKOBKE C UHCTPYKLMENA Mo 24 pcs/box with IFU;; 0013M1)
MPUMEHEHUIO.

2. Onektpogbl uronbyatble MEGAfine E-Z Clean, B BapuaHTax 2. E-Z Clean MEGAfine sharp needle electrodes, in variations:
UCMOSHEHMA: )

2.1. 3nekTpog uronsyatblii MEGAfine E-Z Clean, 51 mm. 12 wrT. B 2.1. E-Z Clean MEGAfine sharp needle electrode. 2”, 12 pcs/box with 0118
YNaKoBKe C UHCTPYKL el N0 NPUMEHEHNIO; IFU;

2.2. 3nektpog uronbyatblin MEGAfine E-Z Clean, 64 mm. 12 wrt. B 2.2. E-Z Clean MEGAfine sharp needle electrode, 2.5”, 12 pcs/box with 0118/
YMNaKoBKe C MHCTPYKLUMEN NO MPUMEHEHWIO; IFU:

2.3. 3nekTtpog uronbyatblii MEGAfine E-Z Clean ¢ yrnom HaknoHa 45°,  2.3. E-Z Clean MEGACfine 45° sharp needle electrode, 4 mm / 50 mm 0119A
4 MM /50 MM, 12 W1. B YNaKOBKe C MHCTPYKLMEN MO NPUMCICULLO; 12 pcs/box with 1FU;;

2.4. 3nektpop uronbyatelit MEGAfine E-Z Clean ¢ yriiom HaknoHa 45°. 2.4, E-Z Clean MEGAfine 45° sharp needle electrode, 12 pes/box with 0119

50 MM, 12 T, B YNaKOBKe C MHCTPYKLUUEN NO NPUMEHEHUIO;

MBOAD¥N«M»picAL PRODUCTS. INC. 11506 South State Street. Drape-,
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2.5.
2.6.

3.
3,1

3.2,

3.3,

4.

4.1.

4.2.

4,3.

44.

5.

5.1

5.2.

5.3.

MEGADYNE s

The Electrosurgical Authority

QnekTpog uronsyatelii MEOJITe E-Z Clean ¢ yrnom HaknoHa 90°,
50 MM, 12 WT. B YNAaKOBKE C MHCTPYKLMEN NO NPUMEHEHNIO;
QnekTpog uronbyatbli MEGAfine E-Z Clean, 165 mm, 12 wrt. B
YNaKoBKe C MHCTPYKLMER N0 MPUMEHEHMIO.

JneKTpobl uronbyatble Tynble E-Z Clean, B BapuaHTax UCMONHEHUA:
DNeKTPOA UronbyaTthlil Tynoit E-Z Clean, 114 mm, 12 wt. B
YNaKOBKE C MHCTPYKLMEN MO NPUMEHEHNUIO;

Anekdog nronbyatblii Tynoit E-Z Clean, 70 mM, 12 WT. B ynakoBke
C MHCTPYKLWMEN N0 MPUMEHEHUIO;

AneKTpoA Uronbyatblii Tynoit E-Z Clean. 70 mm.
MOAN(ULMPOBAHHBIA. 12 LUT. B YNaKOBKE C MHC Yy KLMeEA No
NPYIMEHEHWIO.

Anckdogbl nanapockonuyeckme E-Z Clean ¢ J-oOpaiHofl pexyuuei

4acTblo, B BapMaHTax UCMONHEHNS:
anckdog nanapockonuyeckuii E-Z Clean e 1-06pa3Hoii pexyLuei
4acTbto, 343 MM. 6 LUT. B YNMaKOBKE C UMCTPYKNMEN Mo
NPYMEHEHWIO;

DnekTpog nanapockonuyeckunin E-Z Clean c¢ .1-06pa’LLloli pexxyLueii
yacTblo. 343 MM. 18 HOXXHOTO YMpaB/eHNs, 6 LUT. B YNaKOBKE C
WHCTPYKLUUEl N0 NPUMEHEHNIO;

AnekTpoa nanapockonuueckuii E-Z Clean c¢ 3-06paTHOI pexyLueit
yacTbto, 450 MM, 6 LUT. B YNAKOBKE C MHCTPYKLMENA no
NPYMEHEHNIO;

AnekTpoa nanapockonuyeckuii E-Z Clean ¢ 3-06paTHOI pexyLuei
4acTbio, 450 MM, NS HOXXHOTO YNpaB/eHns, 6 LT, B YNakoBKe C
WHCTPYKUMEN NO MPUMEHEHMIO.

Anekgoabl nanapockonuyeckne B-Z Clean ¢ E-06pasHoii pexyLyei

4acTbio, B BApMaHTax NCMONHEHNS;

Anckdop nanapockonunyeckuii E-Z Clean ¢ E-o6pa:Luoii pexyLuen
4acTbto, 343 MM, 6 LUT. B YMAaKOBKE C MHCTPYKLWENA Mo
NPYMEHEHNIO;

Qnekdog nanapockonuyecknii E-Z Clean ¢ L-06pa3Hoit pexxyLuei
yacTbio, 343 MM, 415 HOXXHOIO YNPaBieHNs, 6 LUT. B YNMaKOBKE C
MHCHYKLMEN N0 NPUMEHEHNIO;

DnekTpog nanapockonuueckunin E-Z Clean ¢ L-06pa3Hoin pexyLyen

YyacTbto, 450 MM. 6 LUT. B YNAKOBKe C MHCTPYKLMER no
NPYMEHEHWIO;

2.5.

2.6.

3.2.

3.3.

4,1.

4.2.

4.3.

4.4.

5.1

5.2.

5.3.

E-Z Clean MEGAfine 90° sharp needle electrode, 12 pcs/box with
IFU;

E-Z Clean MEGA(fine sharp needle electrode, 6.5”. 12 pcs/box with
IFU;

E-Z Clean blunt needle electrodes, in variations:

. E-Z Clean needle electrode, 4.5", blunt, 12 pcs/box with IRJ;

E-Z Clean blunt needle electrode, 2.75”, 12 pcs/box with IFU;

E-Z Clean blunt needle electrode, 2.75”, modified, 12 pcs/box with
IFU;

E-Z Clean Laparoscopic J-hook electrodes, in variations:

E-Z Clean Laparoscopic J-hook electrode, 13.5”, 6 pcs™ox with
IFU;

E-Z Clean Laparoscopic 3-hook electrode, 13.5”, split stem, &
pcs/box with IFU;

E-Z Clean Laparoscopic 3-hook electrode. 45cm, & pcs/box with
IFU;

E-Z Clean Laparoscopic 3-hook electrode, 45cm, s pcs/box with
IFU:

E-Z Clean Laparoscopic L-hook electrodes, in variations;

E-Z Clean Laparoscopic L-hook electrode, 13.5”, 6 pcs/box with
IFU;

E-Z Clean Laparoscopic L-hook electrode, 13.5”, split stem, 6
pcs/box with IFU;

E-Z Clean Laparoscopic L-hook electrode, 45cm, & pcs/box with
IFU;
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5.4. 3nekTpog nanapockonuyeckuii E-Z Clean ¢ L-06pa3Hoii pexcyLueli 5.4. E-Z Clean Laparoscopic L-hook electrode, 45cm, split stem, 6
yacTbto, 450 MM, NS HOXXHOTO YNPaB/eHWs, 6 LUT. B YNaKOBKe C pcs/box with 1FU; 0u20Ls
WHCTPYKLMeld N0 NpuMcnenLuo.

6. OnekTpoabl nanapockonuyeckue E-Z Clean ¢ nposonouHoit L- 6. E-Z Clean Laparoscopic L-wire hook electrodeds, in variations:

06pa3HOi pexKyLLein 4YacTblo, B BapMaHTax UCMOHEHUS:

6.1. DnekTpog nanapockonuucckH!! E-Z Clean ¢ npoBonoyHow L- 6.1. E-Z Clean Laparoscopic L-wire hook electrode, 13.5”, & pcs/box
06pasHoli pexylue!) yacToto, 330 MM, 6 LUT. B YNaKOBKe C with IFU; 0100
WHCTPYKLMEN MO NPUMEHEHWIO;

6.2. QnekTpog nanapockonuueckuii E-Z Clean ¢ npoBonowtoi L- 6.2. E-Z Clean Laparoscopic L-wire hook electrode, 13.5”, split stem. 6
06pasHoli pexxyLe?) YacTbto, 343 MM, AN HOXKHOIO YMNpaBieHus, 6 pcs/box with 1I'U; 01DCS
LUT. B YNAaKOBKE C MHCTPYKLMENA MO NPUMEHEHWIO;

6,3. JnekTpog nanapockonuyeckunii E-Z Clean ¢ npoBoa0oYHOM L- 6.3. E-Z Clean Laparoscopic L-wire hook electrode. 45cm, 6 pcs/box
06pasHoli pexyLeid yacT>to, 450 MM. 6 LUT. B YNaKOBKE C with IFU: olooL
WHCTPYKLMEN MO NPUMEHEHWIO;

6.4. QnekTpog nanapockonuyeckuii H-Z Clean ¢ npoBoso4HoM L- 6.4. E-Z Clean l.aparoscopic L-wire hook electrode, 45cm, 6 pcs/box
06pa3Hoii pexyLuei yacToto, 450 MM, NS HOXXHOFO YNpaBieHus, 6 with IFU; OIOOLS

LUT. B YMaKOBKe C MHCTPYKLUMEN NO NMPUMEHEHWIO;
7. OneKTpog nanapockonuyeckuiti uronbyatbiii E-Z Clean, B BapuaHtax 7. Fl-Z Clean Laparoscopic needle electrode, in variations:

UCMOMHEHNS:

7.1. 3DNeKTpoA nanapockonuyeckuii nronbyatbiii H-Z Clean, 343 mM. 6 7,1. E-Z Clean Laparoscopic needle electrode. 13.5”, 6 pcs/box with 0022
LUT, B YNaKOBKe C MHCTPYKLMEWA MO NPUMEHEHWIO; IFU;

7.2. DNeKTPOA NanapoCcKonuMyeckuidi nronbyatblii E-Z Clean, 343 mm, 7.2. E-Z Clean Laparoscopic needle electrode, 13.5”, split stem, &
4719 HOXKHOTO YNPaBNeHNs. 6 LUT. B YNaKOBKe C UHCTPYKLUMeli No pcs/box with IFU; 0022S
MPUMEHEHWNIO;

8. JneKTpofbl nanapockonuyeckue nsorHytole E-Z Clean, B Bapuantax 8. E-Z Clean Laparoscopic curved electrodes, in variations:
UCTIONHEHUS-, T

8.1. OnekTpof nanapocKonmMyecknin M3orHyThlil E-Z Clean, 343 MM, 6 8.1. E-Z Clean Laparoscopic curved electrode. 13.5”, 6 pcs/box with 0019
LUT. B YNaKOBKE C MHCTPYKLMEN MO NPUMEHEHNIO; IFU;

8.2. JnekTpog NanapocKonW4ecknin n3orHyThiii E-Z Clean, 343 mm, gna 8.2, E-Z Clean Laparoscopic curved electrode, 13.5”, .split stem, 6
HOXHOTO YNpPaBieHUs. 6 LUT. B YNaKOBKE C MHCTPYKLMEN HO pcs/box with IFU; 0019S
NPUMEHEHWIO;

8.3. JneKTpof NanapocKonmnyecknii norHyTolii E-Z Clean, 450 MM, 6 8.3. E-Z Clean Laparoscopic curved electrode, 45cm, 6 pcs»4)ox with 0019L
LUT. B YNaKOBKE C MHCTPYKLMEN N0 NPUMEHEHNIO; IFU;

8.4. 2neKTpop nanapocKonu4eckuin n3orHyThlii E-Z Clean, 450 Mmm, ina 8.4. E-Z Clean Laparoscopic curved electrode, 45cm, split stem, 6
HOXHOrO yNpaBneHus, 6 LUT. B YNAaKOBKE C MHCTPYKUHEN HO pcs/box with IFU; 0019LS
MPUMEHEHUIO.

M6GAOYME MEDICAL PRODUCTS, INC. 11506 Soulh State Stre©'.. Draper. U1 a-1020. USA | phone (801) 57G-9669 | fax (801)576-9698 |
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9. 2ncKnpog NanapockonMYecknini cTangaprHelil pexywuii F.-Z Clean,
343 MM. 6 WIT. N YMaKOBKE C MHCTPYKLMEN MO NPUMEHEHUIO.

10, '3nekTpog nanapocKonuueckuii wapoobpawbiii E-Z Clean, 343 MM. 6
1. B yNaKoBKe C MHETPYKLMEN N0 NPUMEHEHWIO.

11. JnekTpog pexyLwmii nnockuii E-Z Clean, B BapmaHTax UCMOMHEHNS:

11.1. OneKTpog pexyLumin nnockuii E-Z Clean, 101 mm, 12 wr. B
yNakoBKe C MHCTPYKLMEeN MO NPUMEHEHNIO;

11.2. SnekTpog pexywmin nnockuii E-Z Clean, 101 mm,
MOAW(|LULMPOBAHHBIN, 12 LUT. B YNaKOBKe C MHCTPYKLMENA no
NPUMEHEHNI0:

11.3. 3neKkTpoa pexywuin nnocknin H-Z Clean, 101 mm.
MOAM(ULMPOBaHHBIN C '3alMTHBIM KOHYCOM, 24 LUT. B YNaKOBKe C
WHCTPYKLMEN N0 NPUMEHEHWIO;

11.4. SnekTpoa pexywuii nnockuin E-Z Clean, 165 mm. 12 wt. B
yNaKoBKe C MHCTPYKLVeA HO MPUMEHEHNIO;

11.5. dneKkTpog pexywmii nnockuii E-Z Clean, 165 mMm,
Mog(DVwponaillbiL 12 wwr. B yNaKoBKe ¢ MHCTPYKLMeid o
NPYMEHEHWIO;

11.6. SnexTp()n pexyLymii nnockuii E-Z Clean, 165 Mm,
MOZMMULMPOBANMbIA € 3aMTHBIM KOHYCOM, 24 LUT. B YNakKoBKe C
HHETUYKLVE#A No NpUMEHeHNI0;

11.7. 9nek'pog pexyuwnii nnockunii E-Z Clean, 64 mm, 12 wT. B ynakoBke
C MHCTPYKLMei N0 NPUMeHeHNIO;

11.8. SnekTpoa pexywumii nnockuii E-Z Clean, 64 mm,
MOANPULMPOBAHHBINA, 12 LUT. B YNAKOBKE C MHCTPYKLMER MO
MPYMEHEHNIO;

11.9. 3nekTpo pexyLnii nnockuin E-Z Clean. 64 mm,
MOLUMULIMPOBANTIbIA C '3aLLUMT HbIM KOHYCOM, 12 LUT. B YNaKoBKe C
WHeTPYKLMER No NpuMencnuio;

11.10. 3neKTpog pexywmii nnockuii E-Z Clean, 70 mm, 12 wr. B
yMNaKoBKe € UHCTPYKLMe N0 NPUMEHEHNIO;

11.11.  3nekTpoa pexywuii nnockuin E-Z Clean, 70 Mwm,
MOAMMDULMPOBAHHBIA, 12 LUT. B YNaKOBKe C MHCTPYKLMel Mo
NPYMEHEHNIO;

11.12.  3neKkTpoa pexywuii nnockuin E-Z Clean, 70 mm,
MOAN(DULMPOBAHHBIW C 3aWMUTHLIM KOHYCOM, 24 LIT. B YNaKOBKe C
VHCTPYKLWMER MO NPUMEHEHMIO;

9. E-Z Clean Laparoscopic standard blade electrode, 13.5” 6 pcs/box
with IFU;
10. E-Z Clean Laparoscopic ball electrode, 13.5" 6 pcs/box with IFU;

11. E-Z Clean flat blade electrode, in variations:
ILL F.-Z Clean flat blade electrode, 4”. 12 pcs/box with IFU;

11.2.  E-Z Clean flat blade electrode, 4”, modified, 12 pcs/box with
IFU,

11.3. E-Z Clean flat blade electrode, 4", modified, sterile with nose
cone 24 pcs/box with IFU;

11.4.  E-Z Clean flat blade electrode. 6.5, 12 pcs/box with IFU;

115.  E-Z Clean flat blade electrode, 6.5”, modified, 12 pcs/box with
IFU;

116. F.-Z Clean flat blade electrode. 6.5”, modified, sterile with nose
cone 24 pcs/box with IFU;

11.7. F.-Z C'lean flat blade electrode, 2.5”, 12 pcs/box with II-U;

11.8. E-Z Clean flat blade electrode, 2.5”, modified. 12 pcs/box with
IFU:

11.9. E-Z Clean flat blade electrode, 2.5”, modified, sterile with nose
cone 12 pcs/box with IFU;

11.10. E-Z Clean flat blade electrode, 2.75”, 12 pcs™ox with IFU;

11.11. E-Z Clean flat blade electrode. 2.75”, modified, 12 pcs/box
with IRi;

11.12. E-Z Clean flat blade electrode, 2.75”, modified, sterile with
nose cone; 24 pcs/box with IFU;
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12. 2OnekTpof WapoobpasHblii, B BapuaHTax UCMOMHEHMS:

12.1 SnekTpog wapoobpasHbiii E-Z Clean, 127 mm, 12 WT. B yNaKoBKe C
WHCTPYKLUUEN NO NPUMEHEHNIO;

12.2. OneKkTpog WwapoobpasHelil E-Z Clean, 51 mm, 12 wT. B ynakoBke ¢
WHCTPYKLUUEN NO NPUMEHEHNIO;

13. 2nekTpof cneymanm3npoBaHHblin WTbikoBoli H-Z Clean, B BapmaHTax

UCTIONTHEHNS:

13.1. SnekTpog cneymannm3MpoBaHHbIi WTbIkoBoli E-Z Clean, 146 mm, 12
LUT. B YMaKOBKe C MHCTPYKLMel Mo NPUMEHEHMUIO;

13.2. SneKTpog cneynann3npoBaHHbIii WTbIKOBON E-Z Clean, 146 mwm,
MOAU(")MMMPOBaHHBIM, 12 LT. B YNaKOBKE C UHCTPYKLMEH No
NpYMENCuio;

13.3, DNeKTPOA CHeuManm3HponanMmbii WTbiKoBON E-Z Clean, 159 mm, 12
LT, B YNaKoBKe e MHCTPYKLMel Mo NPUMEHEHNIO;

13.4. DnekTpog eneunann3nponanmblii WTbIkoBol E-Z Clean, 159 mm,
MOAN(ULMPOBAHHBINA, 12 LUT. B YNaKOBKE C MHCTPYKLMENA MO
NPYMEHEHMUIO.

14, 3neKTpoa-LinaTesb 1anapockonuyecKnii, B BapuaHTax UCMONHEHNS:

14.1. SnekTpoa-wnartenb nanapockonnyeckuii E-Z Clean, 343 MM, 6 LT.
B YNaKOBKe C UHCTPYKLMEl NO NPUMEHELLIHO;

14.2. SnekTpoA-LunaTesib nanapocKonmnyeckuin uslw HyToin E-Z Clean,
343 MM, 6 LUT. B YNAKOBKE C MHCTPYKLMEW NO MPUMEHEHWIO;

14.3, IneKTpo-LunaTe/ib 1anapoeKoHNYeeKnin n3orHyThiii E-Z Clean,
343 MM, 419 HOXHOTO Ynpas/ieHuns, 6 LT. B YNaKOBKe C
WHCTPYKLMEN N0 NMPUMEHEHMUIO.

1.1. Knaccugpumkaunmn MU

Knacc B 3aBMCMMOCTVM OT CTereHW MNOTEHUMATbHOTO pUCKa MNPUMEHEHUs B
MEeAMLMHCKNX Lensix B COOTBETCTBMM C HOMEHKMATYpPHbIM KnacCUMKaTopom

MeANUNHCKNX U3aennia: 26.

PeXXnMM paboTbl: He NMPUMEHMUMO (CM. PEXXUM PaboTbl COBMECTMMOrO reHepaTopa).
Twn pa6boueii yactn: 1M CT c 3awmToli oT paspsga geduobpunnstopa (Mpu paboTe

12. Ball Electrode, in variations:
12.1.  E-Z Clean ball electrode, 5”, 12 pcs/box with IFU;

12.2. E-Z Clean ball electrode, 2”, 12 pcs/box with IFU;
13. E-Z Clean Specialized bayonet electrode, in variations:

13.1. E-Z Clean needle electrode, 5.75", bayonet, 12 pcs/box with
IFU;

13.2. E-Z Clean needle electrode, 5.75”, bayonet, modified, 12
pcs/box with IFU;

13.3. E-Z Clean flat blade electrode, 6.25”, bayonet, 12 pcs/box with
IFU;

13.4. E-Z Clean flat blade electrode, 6.25”, bayonet, modified. 12
pcs/box with IFU;

14. E-Z Clean Laparoscopic spatula electrode, in variations:

141.  E-Z Clean Laparoscopic spatula electrode, 13.5”. 6 pcs/box
with IFU;

14.2.  E-Z Clean Laparoscopic curved spatula electrode, 13.5”, s
pcs/box with IFU;

143, E-Z Clean Laparoscopic curved spatula electrode, 13.5. split
stem 12 pcs/box with IFU.

1.1. MD classification

COBMECTHO C j€HepaTopoM 3/IeKTPOXMPYPrMYeCKM 1 3BaKyaTopoM AbiMa Megadyne Smoke Evacuators).

Mcgadync).
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The class, depending on the degree of potential risk of medical use in
according to the nomenclature classifier of medical devices: Ilb.
Operation mode: N/A (see applicable generator).

Applied part type; type CF with defibrillator discharge protection
(When working together with Megadyne Electrosurgical Generator and
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2. HASHAYEHVE MEAMLUWNHCKOIO U3LEMNA U NPUHL M
NENCTBUSA

21 HA3BHAYEHWE

Anek-og MOHOMONAPNBIA 04HOPA30BbLIA K FeHepaTopy 3NeKTPOXUPYPruyeeKkomy

Megadyne npegHa3HauyeH ;M1 MOHOMOJIAPHOM PE3KN H KOarynsaumum MArkux TKaHew

BO BPEMS 3/IEKTPOXMPYPriyeeKoin onepawmu.

2.2 MPUHUWN OENCTBUSA

W3genua npegHasHaveHbl Ans Hposefe[ws pagnodactoTHoro (PY) Toka npu peske u

Koarynaumm ot 3/1eK-(puxmpyp! nYeckoro reHeparopa 40 TKaHW B LUMPOKOM CMeKTpe

00WMX X 1anapocKO[IMYeCKUX  XMPYPruyeckmx  npoueayp,  Tpebyrowmnx

MCNOMb30BaHNS 3MEKTPOXMPYPIUYEEKO PE3KM Y MPYKMTaHKS.

3. MOKA3AHWNA N MPOTUBOMOKA3AHVA K MPUMEHEHWNIO MW U
BO3MOXHbIE NObOUHbLIE SO PEKTHI

3.1. MokasaHus

MOHOHONSPHBLIA  paspe3 U

3NEKTPOXUPYPrMYeeKoli onepayuu.

Koarynauymsa MATKNX TKaHel BO BpemMsA

3.2. MponwoLokasaHna

MpoTrBOMNOKasaHUA K NPUMEHeHUI0 MEAULIMHCKOIO U34eNns He BbIAB/EHbI.

3.3. T10604HbIe 3h(heKThbI

Mo6oyHble agdeKTbl Nocne NPUMeHeHU MeAULMHCKOTO U3LENNA He BbISB/IEHbI.

4. NHOPOPMAUWNA O MOTEHUWMANBbHbBIX MOTPEBUTENIAX MU W
YKA3AHWA HO NCIMTONTb3OBAHUIO

4.1. YkazaHua HO uC110n1b530Ba11Mo
W3penvsa npegHasHaveHbl 418 VCMO/b30BAHUA B YUPEXAEHMAX 34paBO0OXPaHEHUS.
3penna pekomeHZyeTcs MCrosb30BaTh NPU YCMI0BUAX, YKa;3aHHBIX B HUXE.

4.2. MoiennKanblible norpebwenn Mn
YCTpONCTBO NpeAHa3HayeHO ANS MCMONb30BaHWA MEAWMLMHCKUM paboTHUKOM,
NPOLeALM  MOAFOTOBKY W MMEKWMM  ONbIT  NPOBeAeHWs  onepauuii  C

MiGAOVNB MEDICAL PRODUCTS, INC, 11506 South State Street, Drftper, UT 8'1020, USA 1lpmone
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2. INTENDED USE AND PRINCIPLE OF OPERATION
2.1. INTENDED USE

Monopolar disposable electrode for the Mcgadyne electrosurgical

generator are designed for monopolar cutting and coagulation of soft

tissues during electrosurgical procedures.

2.2. PRINCIPLE OF OPERATION

They are intended to conduct radio frequency (RF) current for cutting

and coagulation from the electrosurgical generator to target tissue in a

broad range of general and laparoscopic surgical procedures requiring

the use of electrosurgery culling and caulerization.

3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE
AND POSSIBLE ADVERSE EFFECTS

3.1. Indications

Monopolar cutting and coagulation of soft tissues during electrosurgical

operation.

3.2. Contraindications

There are no contraindications for cither subject device per the IFU.

3.3. Adverse effects

No side effects were delected after the use of the medical device.

4. INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.1. Directions for use

Devices arc intended for use in healthcare facilities.

Devices are recommended lor use under operation conditions indicated
below.

4.2. Potential users of MD

The device is intended to be used by a healthcare professional trained
and experienced in performing surgeries involving the use of

(801; 5/6-066" | pax (801) 5/6-9698
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NCVONb;lOMNIMEM  ANCKTPOXMpYprun.  Mcgadync pekoMeHAyeT — KIMHWUYECKUM
crneuyanncTaM O03HAKOMUTbCS C PaBOTOW  3M1EKTPOXMPYPIMUECKMX M)NIEKPO/IOB,
oTpabarbias UX TEXHWUKY Ha COOTBETCTBYHOLUMX TKAHEBbIX CUMYMALMSX, UTOGbI

ONpefen rb 0XXMAaeMble XapakTePUCTUKM PE3KI 1 Koarynsuum.

4.3. Ycjioniiu xcnnyatayuH MU

YcnoBum aKcnyaTaumm

Temnepatypa, °C Ot 10 fo 40
Ot 1500 75
OTHOCUTENbHAA BNAXKHOCTb, %
(6e3 KoHAeHCaUmMK)
ATMOCepHOe AaBneHue, rfa Ot 700 po 1060

5. OMUCAHWMNE OCHOBHbIX ®YHKLUMNOHA/bHbLIX 3/IEMEHTOB MW

5.1. O6uiee onucaHne PyHKLUMOHaNbHbIX 3neMeHTOB MW

anckrpog E-Z Clean — 3TO MOHOMONSAPHBIA 3N1EKTPOXMPYPIUUCCKHIA 3M1EKTPO[,
NOKPbITbIA nonuteTpagTopaTnuneHom (MTPI). OH M301MPOBaH B OCHOBHOM MO
obwero v

ANMHE Ha  OrKpbllOW  yacan. W3genns  vpefmasHayeHbl  Ans

NanapoCKOMNMYeckKoro 3/1eKrpoXmpyprnyeckoro WCnosib3oBaHnUa M MPUMEHEHUA B

aepxxarenax 3/ICKTPOXNPYPIrnUYCCKUX, HOXHbIX Kabensix n KaHonsax pPas3nInyHbIX

NPOU3BOANTENENA.

Anekipos E-Z Clean poctyrneH B HECKONbKUX KOHQUrypauuax un A/iMHax
HaKOHeYHMKOB. CTaHAAPTHLIMU ABIAKOTCA CEAYHOLMEe HAKOHEYHWNKN - CTaH4APTHbIe
ne3Bus, MOANMULMPOBAHHbBIE NE3BUA, UTbl, TYMbIE UMb, LLAPWUKOBbLIC HAKOHEYHWUKN
 apyrve. Hekos'opble KOH(U1YpaLMmn UMeKOT HEMHOTO ApYTyHo reoMe'Tputo, KoTopas
ycunmsaeT apdekt pexxuma Mega Power ACE. [OCTynHbl Kak CTaHZapTHble
3NeKTPOAbl ANA OTKPbLITOM Npouefypbl, TaK U 31eK3pofbl, npefHasHaveELble ans

NanapocKonuyeckmx npoLeayp.
Heckonbko ~ KOH(Mrypauuii - HakOHeYHWKa CHaGXXeHbl HOCOBbIM
M30NSLUMOHHBIM  MOKPLITMEM,  KOTOpble  MO3BONSHOT  3alU1NTL

BO3HMKAIOLLIMX B pe3ynbTaTe BO3AECTBUS pacCesHHOIO TOKa,

oT

KOHYCOM,
ypaBm,

Est.
1985

electrosurgery. Megadyne recommends clinicians  familiarize
themselves with the performance of the electrosurgical electrodes by
practicing their technique on appropriate tissue simulations to
determine the anticipated cutting and coagulation characteristics.
4.3. Use conditions of MD
Tab e 1- Use conditions of MD
Environmental conditions
Temperature, °C From 10 to 40

From 15to 75
(non-condensing)
Barometric pressure, hPa From 700 to 1060

5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF
MD
5.1. General description of functional elements of MD
The E-Z Clean electrodes are monopolar electrosurgical electrode
coaled with polytetrafluoroethylene (PTFE). They are insulated over
the majority of their exposed length. They are intended for general and
laparoscopic electrosurgical use, and designed to fit into electrosurgical
pencils, foot cables, and cannulas distributed by various device
manufacturers.
The E-Z Clean electrode is available in a number of tip configurations
and lengths. Tips such as standard blades, modified blade, needles,
blunt needles, ball-ends, and others are typical. Some configurations
contain a slightly different geometry that will enhance the effect of the
Mega Power ACE mode. Both standard open-procedure electrodes and
electrodes intended for laparoscopic procedures are available.
A few lip configurations are provided with a nose cone, an Insulative
covering which helps protect against injuries occurring from stray
current.

Relative humidity, %

MeGAOYNE MEDICAL PRODUCTS, INC. 1i506 South Stflto stroot, Or.-lpor, UT 84020, USA | PMONE C800 576-9669 | FAX (801) 576-9698 |
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WIAOM  ar):

Puc. 1BrewE1nin Bua: dnekTpof wWwapoobpa'sHblin E-Z Clean, 127 mm, 12 wr\yn. / Fig. 1 Appearance: E-Z Clean ball clectrodel27
mm; 12pcs/box;

MEGADYNE

Puc.2 BHelwHWiA B1A: SneKTpog wapoobpasHblil E-Z Clean, 51mm, 12 wt\yn./ Fig. 2 Appearance: E-Z Clean ball electrode 51
mm; 12pcs/box;

T W uw T auw

Puc.3 BHewHuii Bug;: Anektpog uronbyatblii E-Z Clean, 102 mm, 12 wT\yn./ Fig. 3 Appearance: E-Z Clean needle electrode, 102
mm: step-down, 12 pcs/box;

MEGADYNI

Puc.4 BHelwHuiA Bua: dnekdoa muronbyatbiii E-Z Clean, 102 mm, moanguumpoBaHHbIin, 12 wt\yn./ Fig. 4 Appearance: E-Z Clean
needle electrode, 102 mm step-down modified, 12pc.s/box;

MECADVNE

Puc.5 BHelwHWiA BAA: dnekTpog uronbyatbiii E-Z Clean, 152 mm, 12 wt\yn./ Fig. 5 Appearance: E-Z Clean needle electrode, 152
mm, 12 pcs/box;
MEGADYNE  1M1KOT
Puc.6 BHeWwHWn BAA: DneKTpog uronbyatbiii E-Z Clean, 152 mM, MmoguduumpoBaHHblii, 12 wt\yn./ Fig. 6Appcarancc: E-Z Clean
needle electrode, 152 mm, modified, 12 pcs/box;
MECADYNE

Puc.7 BHewwHuiA BuA: dnekTpofd uronbyatblii E-ZClean, 70 mm, 12 wt\yH./ Fig. 7Appearance: E-Z Clean needle electrode, 70 mm,
12 pcs/box;

MBGADVNB MEDICAL PRODUCTS, INC. H506 South State Sti-eet, Draper, UT 84020, USA | phone (801)576-9669 | fax (801)576-9698 |
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woANmT

PHC.8 BHelHWi1 BUA: dnekTpog uronbyatblii E-Z Clean, 70 mm, mogndmumpoBaHHbiin, 12 wt\yn./ Fig. 8 Appearance: E-Z Clean
needle electrode, 70 mm, modified, 12 pcs/box;

Puc.9 BHewHWiA Bug: dnckdog nronsyatblii E-Z Clean, 70 MM, MOANMULMPOBaHHbIN € 3alMUTHBLIM KOHYcoM, 24 wT\yn./ Fig. 9
Appearance: E-Z Clean needle electrode, 70 mm modified with nose cone, 24 pcs/box;

MtCASVNI

Pwnc.10 BHewwHuin Bua: 3nekspop uronbyatblini MEGAfmc E-Z Clean, 51 mm, 12 wt\yn./ Fig. 10 Appearance: E-Z Clean
MEGAfine sharp needle electrode, 51 mm, 12 pcs/box:

MEGAOYNE

Puc.11 BHewHwnin Bua: dnektpog uronbyatbli MEGAfine E-Z Clean, 64 mm, 12 wt\yH./ Fig. 11 Appearance: E-Z Clean
MEGAfine sharp needle electrode, 64 mm, 12 pcs/box;

Puc. 12 BHelwHuin Bug: dnekTpog uronbyatbii MEGAfine E-Z Clean c yrnom HaknoHa 45°, 4 mm / 50 mm, 12 wit\yn./ Fig. 12
Appearance: E-Z Clean MEGA(fine 45° sharp needle electrode, 4 mm /50 mm, 12 pcs/box;

Puvc. 13 BHewHwnit Bug: dnektpog uronbyatbii MEGAfine E-Z Clean ¢ yrnom HaknoHa 45°, 3 mm / 50 mm, 12 wr\yn./ Fig. 13
Appearance: E-Z Clean MEGAfine 45° sharp needle electrode, 3 mm / 50 mm, 12 pcs/box;

10
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Puc. 15 BHewwHuin Bug; dnektpoa uronbyatblin MEGAfinc E-Z Clean ¢ yrnom HaknoHa 90°, 50 mm, 12 wt\yn./ Fig. 15 Appearance:
E-Z Clean MEG Afine 90° sharp needle electrode 50 mm, 12 pcs/box;

MccAxvNG  [T~| ' LULLIBBALLBLULLIALIAAALLIKALLIBLLILLI
Puc. 16 BHewHuiA Bua: dnetopof uronbyatbii MEGATfine E-Z Clean, 165 mm, 12 wit\yn./ Fig. 16 Appearance: E-Z Clean
MEGATfme sharp needle electrode, 165 mm, 12 pcs/box;

istiw
Puc. 17 BHewwHWiA BAA: SNeKTpo4 uronbyatblii Tynoii E-Z Clean, 114 mm, 12 wt\yn./ Fig. 17 Appearanee: E-Z Clean needle
electrode, 114 mm, 12 pcs/box;

MCCADYNC

Punc.18 BHewHWin BUA: dnek-thod nronbyatblin Tynoin E-Z Clean, 70 mm, 12 wTt\yn./ Fig. 18 Appearance: E-Z Clean blunt needle
electrode, 70 mm, 12 pcs/box;

MEGAOVNE

Puc. 19 BHewwHwiA Bua: dnekdoa uronbyathlil Tynoit E-Z Clean, 70 mm, moguduumpoBarHbii, 12 wt\yn./ Fig. 19 Appearance: E-
Z Clean blunt needle electrode. 70mm, modified. 12 pcs/box;

MECADYNE m aiAH

Piic.20 BHewHWin BuA: dneKTpof nanapockonuyeckunin E-Z Clean ¢ J-06pa3Hoii pexxyLuei yacTsto, 343 mm, 6 wt\yn / Fig. 20
Appearance: E-Z Clean Laparoscopic J-hook electrode, 343 mm, 6 pcs/box:

MECAOVNE  OACLH

Puc.21 BHewHwWin BAg: dnekdg o nanapockonumuecknin E-Z Clean ¢ J-06pa3unoiil pexxyLuein YacTbto, 343 MM, A1s HOXHOIO
ynpasneHus, 6 wt\yn./ Fig. 21 Appearance: E-Z Clean Laparoscopic J-hook electrode, 343 mm split stem, 6 pcs/box;

MBGAOYNB MEDICAL PRODUCTS, INC. 11506 South state Struet. Draper, UT 84070, USA | phone (801) 576-9669 | fax (801)576-9698 |
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MCCAOYNC tgCUAKk

Puc.22 BHelHWiA BAA: dNeKTpo nanapockonuyeckuin E-Z Clean ¢ J-06pa3Hoil pexxyLueid yaeTblo, 450 mm, 6 wt\yn./ Fig. 22
Appearance: E-Z Clean Laparoscopic J-hook electrode, 450 mm 6 pcs/box;

MECAOVNt ggciiAN

Prc.23 BHewHWiA BAA: SNeKTpog nanapockonmyeckmin E-Z Clean ¢ 3-00pa:Lloii pexkyLiein YacTbto, 450 MM. 47151 HOXXHOTO
ynpasneHus. 6 wWr\yH./ Fig. 23 Appearance: E-Z Clean Laparoscopic J-hook electrode, 450 mm, split stem, 6 pcs/box;

MEGADYNE W i W

Puc.24 BrewHuid BUALA: dnekTpog nanapockonuyeckuii E-Z Clean ¢ L-o6payHoin pexxyLueid yacTbto, 343 MM, 6 WT\yH./ Fig. 24
Appearance: E-Z Clean Laparoscopic L-hook electrode, 343 mm, 6 pcs/box;

MEGADYNE W O W

Purc.25 BHewHWI BUA: DNeKTpoA nanapockonmyecknin E-Z Mean ¢ L-06pa3Hoit pexxyLuein YacTbto, 343 MM, ANst HOXXHOIO
ynpasneHus, 6 wt\y[1/ Fig. 25 Appearance: E-Z Clean Laparoscopic L-hook electrode, 343 mm split stem, 6 pcs/box;

Prc.26 BHewwHwWiA BUuA: dnekTpogd nanapockonuyeckuii E-Z Clean ¢ C-06palHoit pexxyLueri yactbto, 450 mm, 6 mT\yri./Fig. 26
Appearance: E-Z Clean Laparoscopic L-hook electrode, 450 mm, 6 pcs/box;

MEGADE

Puc.27 BrneHwwid Bua: nekTpog nanapockonuyeckuii E-Z Clean ¢ L-06pa3noii pexxyLein yactbio, 450 MM, 415 HOXXHOIO
ynpasneHus, 6 wt\yn./ Fig. 27Appearance: E-Z Clean Laparoscopic L-hook electrode, 450 mm, split stem, 6 pcs/box;

12
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Puc.28 BHeWwHWn BUA: SneKTpog nanapockonuyeckuii E-Z Clean ¢ NpoB0/I0YHON b-00pa:LLoi pexyLein YacTbto, 343 Mm. 6
wr\yn./ Fig. 28 Appearance: £-Z Clean Laparoscopic L-wire hook electrode, 343 mm, 6 pcs/box;

MECNWAE...3a;ALW.

Prc.29 BHeluHWin BuA: dnekTpog nanapockonuuyecknini E-Z Clean ¢ npoBonoyHol L-06pa3Hoii pexxyLueli yacTbto. 343 MM, Ans
110K11010 ynpasnenus, 6 nm\yn./ Fig. 29 Appearance: E-Z Clean Laparoscopic L-wirc hook electrode, 343 mm split stem, 6
pcs/box;

MECAOVNE

Prc.30 BHelwHWIA BUA: dNeKTpog nanapockonuyeckuii E-Z Clean ¢ npoBonoyHoi L-06pa3Hoii pexxyuleid yacTbto. 450 M, 6
wt\yn./ Fig. 30 Appearance: E-Z Clean Laparoscopic L-wire hook electrode, 450 mm. 6 pcs/box;

MEGAOYNE. LLILLILLI.

Puc.31 BHelHWin BUA: DneKTpog nanapockonuyeckuii E-Z Clean ¢ npoBO/IOYHONA L-06pa3Hoi pexynieli yactbto, 450 mMm, ans
HOXKHOro ynpasneHus, 6 wt\yn./ Fig. 31 Appearance: E-Z Clean Laparoscopic L-wire hook electrode, 450 mm split stem, 6
pcs/box;

MCCAOTrNt

Prc.32 BHewHWiA BUA: DNeKTPoA nanapocKonmnyeckuii uronbyatblii E-Z Clean, 343 mm, 62 wt\y|[./ Fig. 32 Appearance: E-Z Clean
Laparoscopic needle electrode, 343 mm, 6 pcs/box;

MIOAirYNe

Prc.33 BHewHuiA BUA: SNeKTpoj nanapockonuyeckuii uronbyatbliin E-Z Clean, 343 MM, Ana HOXHOro ynpasnexus, 6 wt\yn./ Fig.
33 E-Z Clean Laparoscopic needle electrode, 343 mm split stem; 6pcs/box;

MECAmMNE

Puc.34 BHelLHWIA BUAA, DNEKTPO/ NanapoCcKonMYecKnin u;to1HyThin E-Z Clean, 343 mm, 6 nt\yn./ Fig. 34 E-Z Clean Laparoscopic
curved electrode, 343 mm. 6 pcs/box;

13
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MECKACYNC

Prc.35 BHewHuiA BA: SNeKTpo nanapocKonmnyecknii n3orHyThlin E-Z Clean, 343 MM, Ana HOXHOro ynpasnexus, 6 wr\yn../ Fig.
35 E-Z Clean Laparoscopic curved electrode, 343 mm split stem, 6 pcs/box;

MtCAOYNE nnCiiAN

Puc.36 BHewHWin B1A: 3neKTpoa NanapocKonmnyecknin n3orHyTolin E-Z Clean, 450 mm, 6 wt\yn./ Fig. 36 E-Z Clean Laparoscopic
curved electrode, 450 mm, 6 pcs/box;

MECAOYNE ry3lWlaX

Prc.37 BHelwHWIA BUL: DNEKTPOS NanapoCcKonuyueckunii n3orHyTolin E-Z Clean, 450 mm, 41 HOXXHOrO ynpasnexus, 6 urr\yii./Fig.
37 E-Z Clean Laparoscopic curved electrode, 450 mm split stem, 6 pcs/box;

MECADVNE OBOUK

Punc.38 BHewHWiA BMA: DNeKTPOA NanapoCKONUYEeCcKNii cTaHAapTHbIA pexxywmii E-Z Clean, 343 mm, 6 wt\yn./ Fig. 38 E-Z Clean
Laparoscopic standard blade electrode 343 mm, 6 pcs/box;

MEGADVNE oOoouwc

Puc.39 BHelwHWiA BUg: 9nekg o nanapockonnyeckuii WwapoobpasHelii E-Z Clean, 343 mm, 6 wiT\yH./Fig. 39 E-Z Clean
Laparoscopic ball electrode 343 mm, 6 pcs/box;

Puc.40 BHewHWin B1a: DneKTpod pexyLmii nnockuin E-Z Clean, 102 mm, 12 wt\yH./ Fig. 40 E-Z Clean flat blade electrode, 102
mm, 12 pcs/box;
yeent™ niauN'

Prc.41 BHeLWHWA BUA: DNEKTPOA pexxyLmin nnockuii E-Z Clean, 102 mm, MmoanduumpoBaHHbii, 12 wt\yn./ Fig. 41 E-Z Clean flat
blade electrode, 102 mm modified, 12 pcs/box;

14
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MEGAI»'NE  CSacirA4'

Puc.42 BHelwHWn BUA: DNEKTPOA pexyLmii nnockuii E-Z Clean, 102 MM, MOAN(ULMPOBaHHbINM C ;LUWWTHBIM KOHYCOM, 24 mT\yn./
Fig. 42 E-Z Clean flat blade electrode, 102 mm modified with nose cone, 24 pcs/box;
VIfGADYNI 3bLLJTH
Prc.43 BHeLHWA BUA; DNEKTPOA pexyLmnii nnockuin E-Z Clean, 165 mm, 12 w\yH / Fig. 43 E-Z Clean flat blade electrode, 12

pcs/box; 165mm;
VZLATINE

Prc.44 BHelHWIA BUL; DNEKTPOS, pexyLwwmnii nnockmin E-Z Clean, 165 Mm, MoauduumpoBaHHblid, 12 wt\yn./ Fig. 44 E-Z Clean flat
blade electrode 165 mm modified, 12 pcs/box;

Prc.45 BHelHWI BUA: NEKTPOL pexyLmin nnockuii E-Z Clean, 165 MM, MOAU(ULMPOBaHHLIN C 3aWMUTHBIM KOHYCOM, 24 wt\yn./
Fig. 45 E-Z Clean flat blade electrode, 165 mm modified with nose cone 24 pcs/box;

Prc.46 BHelwHWiA B1A: DNEKTPOL pexyLumii nnockuin E-Z Clean, 64 mm, 12 wt\yn,/ Fig. 46 E-Z Clean fiat blade electrode, 64 mm
12 pcs/box;

MGROMN

Puc.47 BHeWHWA BUA: DNEKTPOL pexyLumin nnockuin E-Z Clean, 64 mm, mognpuumpoBaHHblid, 12 wt\yn./ Fig.47 E-Z Clean flat
blade electrode, 64 mm modified 12 pcs/box;

Puc.48 BHeLLHWIA BUA: INEKTPOA pexyLumii nnockuii E-Z Clean, 64 MM, MOAN(ULMPOBAHHLIN C 3alUMTHBIM KOHYCOM, 24 wWT\ym./
Fig. 48 E-Z Clean flat blade electrode, 64 mm modified with nose cone 24 pcs/box;
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Prc.49 BHewHWA BUA: DneKTpog pexxywuii nnockuii E-Z Clean, 70 mm, 12 wt\yn./ Fig. 49 E-Z Clean Hal blade electrode, 70
mm 12 pcs”ox;

e BUNe33E

Pnc.50 BHewHWn BAA: DNeKTpoa pexxywmid nnockuii E-Z Clean, 70 mm, mogudguumpoBaHHbiii, 12 wt\yn./ Fig. 50 E-Z Clean flat
blade electrode, 70 mm, modified 12 pcs/box;

Puc.51 BHewHuid Bug: dnetopos pexywmii nnockuii E-Z Clean, 70 MM, MOAU(ULMPOBAHHLINA C 3aLLMTHLIM KOHYCOM, 24 wT\yn./
Fig. 51 E-Z Clean flat blade electrode, 70 mm modified with nose cone24 pcs/box;

MCCAOVNt  ‘Ciil. W

Pnc.52 BHelHWiA BA: DNEKTPOA CneLmannm3mpoBaHHbIl WTbiKoBOW E-Z Clean, 146 mm, 12 wt\yn./ Fig. 52 E-Z Clean needle
electrode, bayonet 146 mm 12 pcs/box;

Prc.53 BHeLwHWIA BUA; SNeKTpos cneunann3npoBaHHblin WTbikoBoi E-Z Clean, 146 mm, MognduumupoBaHHblin, 12 wt\yn./ Fig. 53
E-Z Clean needle electrode, bayonet 146 mm. modified 12 pcs™ox ;
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Pvc.54 BHewwHWiA B1A; SNEKTPO/ CNeLnann3npoBaHHbIil WTbikoBol E-Z Clean, 159 mm, 12 wt\yH./ Fig, 54 E-Z Clean flat blade
electrode, bayonet 159 mm 12 pcs/box;

Puc.55 BHewHWiA BUA: DNEKTPOA Cneumanm3npoBaHHbIi WTbIKOBOW E-Z Clean, 159 MM, mognuumpoBaHHbIid, 12 wt\yn./ Fig. 55
E-Z Clean Hat blade electrode, bayonet 159 mm, modified 12 pcs/box;

MEGATNE QSulan

Puc.56 BHewHWA B1A: DNeKTpoa-LunaTenb nanapockonuyeckunin E-Z Clean, 343 mm, 6 wt\yn./ Fig. 56 E-Z Clean Laparoscopic
spatula electrode 343 mm 6 pcs/box;

ism m

Punc.57 BHewwHWIA BUA: DNeKTpoA-LLnaTeb nanapocKonuyeckunii n3orHyTblii E-Z Clean, 343 mm, 6 wt\yn./ Fig. 57 E-Z Clean
Laparoscopic curved spatula electrode 343 mm 6 pcs/box;

MIGADYNE  OBIOLL

Prc.58 BHelUHWI BUf: DNeKTPOo4-LunaTe/b 1anapoCcKoNMYecKnin WorHyThiin E-Z Clean, 343 MM, ANns HOXHOTO ynpasneHus, 6
wt\yn./ Fig. 58 E-Z Clean Laparoscopic curved spatula electrode, 343 mm, split stem 6 pcs/box;

5.2. BO3MOXHOCTb ¥ MeTOAbl MHTerpaunH e gpyrumm mcamuunckmmm 5.2, The possibility and ways of integrating with other medical
H3;KMUSIMH devices

KomnaHus Megadyne pekomeHayeT MCNonb3oBaTb MeauumMHcKoe u3genne ¢ Megadyne recommends the use ofMegadyne electrosurgical electrodes
1eHepaTopoM )NeKTpoxmpypruyeckum Megadync n npuHagnexHoeramm Megadyne with the Megapower electrosurgical generator and Megadync accessory
(Hanpumep, ¢ gepXkaTensimn 3NCTPOA0B U BO3BPATHLIMK 3/1eKUPOAaMu). devices, (i.e. electrosurgical pencils and return electrodes).
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5.3. TexHu4cck'nc xapakrepHctukn MW /7 Technical characteristics of MD

Tabnuua 2 - OCHOBHbIE TEXHUYECKME XapaKTEPUCTUKIN MEANLMEHKOrO 13aenus
Table 2 - The main technical characteristics of medical device

TexHuyeckne xapakTepucTuku 3HauyeHwue Technical characteristics
1 3nekTpog uronbyatblii E-Z Clean, B 1E-Z Clean needle electrode,
BapMaHTax UCMOMHEeHWS: in variations:
1.1 Homep no katanory; 0016A 11 Reference number; 0016A  AnuHa paboyeii yactn TnekTpoga. mm / Length of the working

part of the electrode, mm

[nvHa anekTpoga, mm / Electrode length, mm

[nvnHa KoHTaKTa anekTpoda, mm / Length of contact area, mm

MakcrManbHOe NofaBaeMoe NMKOBOe HanpshkeHne, KB / RP
Voltage Rating, kV
1.2Homcp no katanory; 0016/IM 1.2 Reference number: [OnvHa paboueid YacTu anekTpoga, Mm + MM / Length ofthe
0016AM working part of the electrode, mm + mm

[nvHa anekTpoga, mm / Electrode length, mm

[nnHa KoHTaKTa anekTpoaa, MM / Length of contact area, mm

MakcmmaibHOe NojaBaemMoe NUMKOBOe HanpshkeHune. kKB / RF
Voltage Rating. kV
1,3 Homep no karanory; 0016 1.3 Reference number; 0016 [OnvHa pabouyeli yacTv anekTpoga, mm / Length of the working
part of the electrode, mm

[nwvHa anekTpoga, mm / Electrode length, mm

[nvHa KoHTakTa anekTpoaa, MM / Length of contact area, mm

MakcrManbHOe NojaBaemMoe NMKOBOE HanpsixkeHue, kB / RF
Voltage Rating, kV
1.4 Homep no katanory: 0016M 1.4 Reference number; 0016M [JnuHa pabouein yacTu anekTpoga, Mm £ mm / Length of the
working part of the electrode, mm + mm

[nvHa anekTpofa, mm / Electrode length, mm

[nvHa KoHTakTa anekTpoaa, MM / Length of contact area, mni
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Value

27.94
101.6
19,05
<5,0
4,06
101.6
19,05
<5.0
27,94
152,4
19.05
<5,0
4,06
152,4

19,05



1,5 Homep no katanory; 0013

1.6 Homep nci katanory: 0013M

1.7 Homep no katanory: 0013MD

2 OnekTpog nronbyatblii MEGAfine E-
Z Clean, B BaonanTax UCMOHEHUS:
2.1 Homep no katanory: 0118

2.2 Homep no katanory: 011871

MAADYNE &

The Electrosurgical Authority

1.5 Reference number: 0013

1.6 Reference number: 0013M

1.7 Reference number:
0013MD

2 E-Z Clean MEGA(fine sharp
needle electrode, in variation.«;:
2.1 Relercnce number: 0118

2.2 Reference number; 0118A

MakcumanbHoe nogaBaeMoe MMKOBOE HamnpsbkeHue, KB / RJ
Voltage Raline, kV
[ nvHa pas 04 CGii yacTu unektpofa, mm / Length of the working
part of the electrode, mm

[nvHa )nektpona, mm / Electrode length, mm

[nnHa KoHTaKTa anekTpoda, Mm / Length of contact area, mm

MakcumanbHoe nogaBaeMoe NMKoBoe HanpshkeHue, KB / RE
Voltage Rating, kV
[nuHa pabouein vyactu Tnekrpoga, mm / Length of the working
part of the electrode, mm

[nvHa anektpoga, mm [/ Electrode length, mm

[nvHa KoHTakTa anekTpoga, mm / Length ofcontact area, mm

MakcumanbHOe NofaBaeMoe MMKOBOE HampshkeHue, kB / RF
Voltage Rating, kV
[nuHa paboueii vactu anekTpoga, mm / Length of the working
part of the electrode, mm

[nvHa anektpoga mm / Electrode length, mm

[nnHa KoHTaKTa anekTpoga, Mm / Length of contact area, mm

MakcumanbHOe nojaBaeMoe NMKOBOE HanpsxeHue, KB / RE
Voltage Rating. kV

[nvHa paboueii yactu :)/ICKtpoga, mm / Length of the working
part of the electrode, mm

[nnHa anektpoga, mm / Electrode length, mm

[LnvHa KoHTaKTa anekTpoda, Mm / Length of contact area, mm

MakcumansHOe nogaBaeMoe NMKOBOE HaupsXXcHUe, KB / RF
Voltage Rating, kV
[nvHa pabouelt yacTu anekTpoga, .Mv / Length ofthe working
part of the electrode, mm
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<5,0
27,94
72,14
19,05
<5,0
4,06
72,14
19,05
<5.0
4,06
72,14
19,05

<5.0

4,06
50,8
19,05
<5,0

4,06



2.3 Homep no kartanory: 0119/

2.4 Homep no karanory: 0119

2.5 Homep nokarano!”; 0120

2.6 Homep no karanory: 0121
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[nuHa anekdopga, MM /Electrode length, mm

[lnuHa koHTakTa anektpoga, M /Length of contact area, mm

MakcumanbHoe nogasaeMoe MUKOBOE HamnpskeHue, KB /RF
Voltage Rating, kV
2.3 Reference number: 0119A [nvHa paboueli yacTu anekrpoga, MM + Mm / Length of the

[nvHa onektpoga, mm / Electrode length, mm

[JnuHa koHTakTa anekTpoaa, MM / Length of contact area, mm

MakcumanbHoe nogaBaeMoe NMKoBoe HanpsbkeHue. KB / RF
Voltage Rating, kV
2.4Refcrcnce number: 0119 [nunHa paboueit macTu anekTpoga, Mvm = mm / Length ofthe
working part ofthe electrode, mm + mm

[nvHa anekTpoga, mm / Electrode length, mm

[nnHa KOHTaKTa 3/1ekTpoga, MM /Length of contact area, mm

MakcumanbHoe nofasaemMoe NUKOBOe HanpsxeHve, KB /RF
Voltage Rating, kV
2.5 Reference number: 0120 [lnnHa pa6oueii yacTi anektpoga, MM £ mm /Length of the
working part of the electrode, mm £ mm

[nvHa anekTpoga, MM /Electrode length, mm
MakcrmanbHoe nogasaeMoe NnMKoBOe HanpshkeHue, KB /RF
Voltage Rating, kV

2.6 Reference number; 0121 [nvHa paboyeii YacTu 371eKTpoga, MM £ MM /Length of the
woricing part ofthe electrode, mm £ mm

[nvHa anekTpoaa, MM /Electrode length, mm

[nnHa KoHTaKTa 3nekTpoaa, MM /Length of contact area, mm

MakcumanbHoe nofasaeMoe NUKOBOE HanpsxeHue. KB /RF
Voltage Rating, kV
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63,5
19,05
<5,0
4,06
50,8
19,05
<5.0
4,06
50,8
19,05
<5,0
4,06

50,8

<5,0

4,06
165,1
19,05

<5,0



3 OneKTpog uronbyatblil Tynoi E-Z
Clean, B BapuaHTax UCMONHEHUS:
3.1 Homep uo Katanory: 0113A

3.2 Homep no karanory: 0113

3.3 Homep no katanory: 0113M

4 Jnek4pog nanapockonuyeckuii E-Z
Clean ¢ J-06 pajHori pexyLyein yacTbto,
B BApPMaHTaX UCMONHEHNS:

4.1 Homep no katanory: 0021

MEGADYNE 1

The Electrosurgicai Authority

3 Clean blunt needle
electrode, in variations:
3,1 Reference number: 0113A

3. 2 Reference number: 0113

3,3 Reference number: 0113M

4 E-Z Clean Laparoscopic J-
hook electrode, in variations:

4.1 Reference number: 0021

[nuHa paboueii yacTv TnekTpoga, Mm / Length of the working
part of the electrode, mm

[nvHa anektpoga, mm / Electrode length, mm

[nvHa KoHTakTa :)nektpoga, Mm / Length of contact area, mm

MakcumanbHoe nogaBaeMoe NMMKOBOe Hanpshkenne, KB / RF
Voltage Ratine. kV
[nvHa paboyeli yactu anektpoga, mm / Length of the working
part of the electrode, mm

[nvHa anekTpoga, Mm / Electrode length, mm

[nvHa KoHTaKTa anekTpoga, mm / Length of contact area, mm

Makcmmansicoe nofaBaemMoe MMKOBOe HanpshkeHne, kB / RF
Voltage Rating, kV
[nnHa paboueli yacTu anekTpoga, mm / Length of the working
part of the electrode, mm

[nvHa anektpoga, mm / Electrode length, mm

OnunHa KOHTakTa anektpoga, Mmm / Length of contact area, mm

MakaTmanbHoe nojaBaeMoe NMKoBoe HanpskeHue, kKB / RF
Voltage Rating, kV

[nvHa paboueli yacTu anekTpoga, MM + mm / Length of the
working part of the electrode, mm £ mm

[nvHa anekTpoga, mm / Electrode length, mm

[nvHa KoHTakKTa anektpoga, mm / Length of contact area, mm

MakcumanbHoe nogaBaeMoe MMKOBOE HanpsbkeHue, kB / RF
Voltage Rating, kV
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17,27
114,3
19.05
<5,0
17,27
69.85
19,05
<5,0
4.06

69.85

19.05

<5.0

4,32
345,9
19,05

<5,0



4.2 Howmep no katanory; 0021S

4.3 Homep 110 katanory: 0021L

4.4 Homep no katanory: 0021LS

5 3neKTpog nanapockonuyeckuii E-Z
Clean c b-06pa3unoii pexyLueii YacTbio,
B BapuaHTax UCMOHEHNA:

5.1 Homep no katanory: 0020

5,2 Homep no karanory: 0020S

MBCADYNE MEDICAL PRODUCTS, INC. 11506 Soulh State Street, Draper, U 154020, USA 1 pmonb (801) 576-3669 | pax (801) 576-9698 | =.=.mvwmei7i3vn".cop-n

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

MEGADYNE s

4.2 Reference number: 0021S

4.3 Reference number: 0021L

4.4 Reference number;
002ILS

5 E-Z Clean Laparoscopic L-
hook electrode, in variations:

5.1 Reference number; 0020

5.2 Reference number: 0020S

ical Authority
[nvHa paboueit yacTu anekTpoga, Mm = mm / Length of the
working part ofthe electrode, mm + mm

[nuHa anekTpoga, mm / Electrode length, mm

[JnnHa KoHTaKTa anekTpoga, MM / Length of contact area, mm

MakcuMmanbHoe NojaBaemoe NMKOBOe HarnpsxeHue, kB / RF
Voltage Rating kV
[nvHa paboyeii yacTu anekTpoga, MM = mm / Length of the
working part ofthe electrode, mm + mm

[nvHa anekTpoga, Mm / Electrode length, mm

[livHa KoHTaKr a anekTpofa, MM / Length of contact area, mm

MakcmmanbHoe nogaBaemMoe NMKOBOe HanpshkeHne, kKB / RF
Voltage Rating. kV
[nuHa pabouei yacTn anekTpoga, Mm + MM / Length of the
working part of the electrode, mm + mm

/fniiHa anekTpoga, mm / Electrode length, mm

[nvHa KoHTaKTa anekTpoga, MM / Length of contact area, mm

MakcumasibHOe NofaBaemMoe MUMKOBOe HarnpskeHue, kB / RF
Voltage Rating, kV

[nuHa paboueii yacTu anekTpoga, Mm / Length of the working
part of the electrode, mm

[nvHa anektpoga, mm / Electrode length, mm

[LnvHa KoHTaKTa anekTpoda, MM / Length of contact area, mm

MakcumanbHoe nojaBaeMoe NUKoBOe HanpsbxeHue. KB / RF
Voltage Rating, kV
[nvHa paboyeid yacTu anekTpoda, mm = mm / Length of the
working part of the electrode, mm + mm

2

4,32
345,9
15,24
<5,0

4,32
450,1
19,05
<5,0

4,32
450,1
15.24

<5,0

3,56
345,9
19,05
<5,0

3,56



5.3 Homep no karanory: 0020L

5.4 Homep no katanory: 002ULS

6 JNeKTpof nanapockonmyecknin b-Z
Clean ¢ npoHonoyHon L-06pa3Hoii
peXxyLueit YacTbio, B BapuaHTax
UCTO/HEHNS;

6.1 Homep no karanory: 0100

6.2 Homep no karanory: 0100S

MEGADYNE 3

The Electrosurgica! Authority

5.3 Reference number: 0020L

5.4 Reference number:
0020LS

6 E-Z Clean Laparoscopic L-
wirc hook eleelrode, in
variations:

6.1 Reference number: 0100

6.2 Reference number: OIOOS

[nvHa unektpoga. mm / Electrode length, mm

[nvHa KoHTakTa ynekTpoga. Mm / Length of contact area, mm

MakcumanbHoe nofasaemMoe NMKOBOE HanpskeHue, KB / RF
Voltage Rating, kV
[nuHa paboueii vacTu anekTpoga, Mm / Length of the working
part of the electrode, mm

[nvHa anektpoga, mm / Electrode length, mm

[nvHa KoHTakTa anekTpoga, mm / Length of contact area, mm

MakcumanbHoe nojasaeMoe MUKOBOe HanpsbkeHue. KB / RF
Voltage Rating, kV
[nuHa pabouein yactu anekTpoga, mm / Length of the working
part of the electrode, mm

[nvHa anekTpoga, mm / Electrode length, mm

[nnHa KoHTaKTa anekTpoga, MM / Length of contact area, mm

MakcrMmansHOe nojasaemMoe NMKOBOE HanpshxeHue, kKB / RF
Voltage Rating, kV

[nnHa pabouein yactn anekTpoga, mm + mm / Length of the
working Dart ofthe electrode, mm + mm

[nvHa anektpoga, mm / Electrode length, mm

[nvHa KoHTaKTa anektpoga, MM / Length of contact area, mm

MakcrmanbHOe nojasaemoe NMKOBOE HanpskeHue, kKB / RE
Voltage Rating, kV
[nuHa pabouein yacTu anekTpoga, MM i Mm / Length of the
working part of the electrode, mm £ mm

[nvHa anektpoga, mm / Eleelrode length, mm
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345,9
15,24
<5,0

3,56
450,1
19,05
<5,0

3,56
450,1
15,24

<5,0

2,41
345,9
19,05
<5,0

241

345,9



6.3 Homep no katanory: OIOOL

6.4 Homep no katanory: OIOOLS

7 SNeKTpOof NanapocKonn4eckuii
uronbyatblit K-Z Clean, B BapnaHTax
WCTONTHEHNSA:

7.1 Homep Ho kaTanory: 0022

7.2 Homep no karanory: 0022S

MEGADYNE s

The Electrosurgical Authority

6.3 Reference number: OIOOL

6.4 Reference number:
OloOoLS

7 E-Z Clean Laparoscopic

needle electrode, in variations:

7.1 Rcrcrence number: 0022

7.2 Reference number: 0022S

[nvHa koE!TakTa anektpoga, mm / Length of contact area, mm

MakcrManbHoe NoAaBaeMoe NMMKOBOE HanpshkeHue, Kb / Rf
Voltage Rating, kV
[nvHa paboyeli yacTu anekTpoga, mm + mm / Length of the
workpart of the electrode, mm + mm

[nvHa anekTpoga, mm / Electrode length, mm

[nvHa KoHTaKTa anekTpoga, Mm / Length of contact area, mm

MakcmMmanbHOe NojaBaemMoe NMKoBoe HanpsbkeHue. kB / RF
Voltage Rating, kV
[JnuHa pabouein vacTu anekTpoga, MM + MM / Length ofthe
working part of the electrode, mm + mm

[nvHa anekTpoga, mm / Electrode length, mm

[nnHa KOHTaKTa anekTpoda, MM / Length of contact area, mm

MakcumansHoe nofaBaeMoe NMKOBOe HanpsbkeHue, KB / RF
Voltage Rating, kV

[nuHa paboueii yacTu anekTpoga, Mm + MM / Length of the
ViOikine part of the electrode, mm + mm

[nvHa anektpoga, mm / Electrode length, mm

[nnHa KoHTakTa anekTpoga, mm / Length of contact area, mm

MakcumanbHoe nogaBaeMoe NMKOBOE HanpshkeHue, kKB / U’
Voltage Rating, kV
[nvHa paboueli yacTu anekTpoda, mm + mm / Length of the
working pan of the electrode, mm + mm

[nuvna anektpoga, Mm / Electrode length, mm

[nvHa KoHTaKTa anekTpoga, Mm / Length of contact area, mm
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15,24
<5,0
2,41
450,1
19,05
<5.0
2,41
450,1
15.24

<5,0

4,06
3459
19,05
<5,0
4,06
345,9

15,24



8 JNeKTPOZ NanapocKonMyecKuii
N30rHyTbIl E-Z Clean, B BapuaHTax
UCMOJTHEHUS;

8.1 Homep no karanory: 0019

8.2 Homep no katanory: 0019S

8.3 Homep no katanory: 0019L

8.4 Homep no katanory: 0019LS

MEGADYNE

|~The Eiectrosurgicai Authority

8 E-Z Clean Laparoscopic

curved electrode, in variations:

8.1 Reference number: 0019

8.2 Reference number: 0019S

8.3 Reference number: 0019L

8.4 Reference number:
0019LS

MakcumanbHoe nofgasae.Moc MMKOBOE HanpshkeHme, kB / RI-
Voltage Rating, kV

[nvHa paboueli yacTu anekTpoga, MM + mm / Length ofthe
working part of the electrode, mm £ mm

[nvHa anekTpoga, mm / Electrode length, mm

[avHa KoHTakTa anekTpoga, mm / Length of contact area, mm

MakcumanbHoe nogaBaeMoe NMKoBoe HanpshkeHue. kKB / RF
Voltage Rating, kV
[nvHa paboyeii yacTu anekTpoga, MM = mm / Length ofthe
working part ofthe electrode, mm = mm

[nvHa anekTpoga, mm/ Electrode length, mm

[nvHa KoHTakTa anekTpoga, Mm / Length of contact area, mm

Makcumanbitoe nojgaBaemMoe NMMKOBOe HanpskeHue, kB / RF
Voltage Rating, kV
[nnHa pabouein yactu anekTpoga, MM + mm / Length of the
working part of the electrode, mm £ mm

[nvHa anekTpoga, mm / Electrode length, mm

/1nnHa KoHTaKTa anekTpoga, Mm / Length of contact area, mm

MakcumanbHoe nogaBaeMoe NMKOBOe HanpshkeHue, KB / RF
Voltage Rating, kV
[nvHa paboyeit yacTun anekTpoga, Mm + mm / Length of the
working part ofthe electrode, mm + mm

[nvHa anekTpoga, mm / Electrode length, mm

/KNnuHa KoHTaKTa anekTpoga, MM / Length of contact area, mm

MakcumansbHOe NofaBaeMoe MMKOBOe HanpsbkeHue, KB / RF
Voltage Rating. kV
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<5.0

3,56
345,9
19,05
<5,0

3.56
345,9
15,24
<5.0

3,56
450,1
19,05
<5.0

3,56
450,1
15,24

<5,0
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9 2neKTpof, NanapoCKOMMYecKuii 9 E-Z Clean Laparoscopic [nuHa paboueT! yacTun '3nekTpoga, Mm £ Mm / Length ofthe 3.56
CTaHAapTHbIA pexyLmii E-Z Clean, 330  standard blade electrode, working part of the electrode, mm + mm
MM (Homep Mo Katanory; 0017); 13.5", sterile (reference 345,9

NHa anekdoaa, mvm / Electrode length, mm
number; 0017) A (hoA g

[nuHa KoHTakTa anekTpoga, Mm / Length of contact area, mm 19,05
MakcumanbHoe nofasaemoe NMKoBoe Hanpskexue, KB / RP <5,0
Voltage Rating, kV
10 SneKTpof, NanapoCcKonUyeckui 10 E-Z Clean Laparoscopic [nunHa paboyeit yacTu anekTpoga, mm = mm / Length of the 4,06
LwapoobpasHbiit E-Z Clean, 330 Mm ball electrode, 13.5", sterile working part of the electrode, mm + mm
(Homep no katanory: 0024); (reference number: 0024) [invHa anekTpoga, Mu / Electrode length, mm 3459
[JvHa KoHTaKTa anekTpoga, Mm / Length of contact area, mm 19,05
MakcrmanbHOe nogaBaemoe TTKOBOE HanpshkeHue, KB / RF <50
Voltage Rating, kV '
11 SnekTpog pexxyLmnii nnockuii H-Z 11 E-Z Clean Hat blade
Clean, B BapuaHTax UCMO/HEHWS: electrode, in variation.s:
11,1 Homep no katanory: 00141 11.1 Reference number; [nunHa paboueii yactn anektpoga, mm / Length of the working 207
0014n part of the electrode, mm !
[nvHa anekTpoga, mm / Electrode length, mm 101,6
[nuHa KoHTakTa anekTpofa, MM / Length of contact arca, mm 19.05
MakcvmanbHoe nogasaemoe NKoBoe HanpsXkeHue, kKB / RF
Voltage Rating, kV <5,0
12 Homep no katanory; 0014AM 11.2 Reference number; [JnuHa paboueii vacTv anekTpoga, MM = MM / Length of the
0014AM working paft ofthe electrode, mm + mm 4.06
[nvHa anek Tpoga, mm / Electrode length, mm 1016
[nnHa KoHTaKTa ;)nekTpoga, Mm / Length of contact area, mm 19.05
MakcrManbHOe nojaBaemoe NMKOBOe HanpskeHue, kB / RF
Voltage Rating, kV <5,0
11.3 Homep no katanory: 0014AMD 11.3 Reference number: [nunHa pabouei yacTu anekTpoga, Mm = mm / Length of the
0014AMD working part of the electrode, mm + mm 4.06
[nvHa ancktT)oga. mm / Electrode length, mm
101.6
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11.4Momcp no Katanory: 0014

11.5Momcp no katanory: 0014M

11.6 Homep no katanory: 0014M1)

11,7 Homep no karanory: 0012

11.8 Homep no katanory: 0012M
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11.4 Reference number: 0014

11.5 Reference number:
0014M

11.6 Reference number:
0014MD

11.7 Reference number; 0012

11.8 Reference number:
0012M

[JnuvHa KoHTakTa anekTpofa, MM / Length of contact area, mm

MakcvmanbHoe nofaBaeMoe NMKoBoe HanpskeHue, kB / RF
Voltage Rating, kV
[nvHa paboueli yactu anekTpoga, mm / Length of the working
part of the electrode, mm

[nviHa anekTpoga, mm / Hiectrode length, mm

[nunHa KoHTaKTa anekTpoga, MM i Length of contact area, mm

MakcumanbHOe NogaBaeMoe MMKOBOE HanpskeHue, kKB / RF
Voltage Rating, kV
[nuHa paboueit vyacTu anekTpoga, Mm £ MM / Length of the
working part of the electrode, mm + mm

[nwvHa anekTpoga, mm / Electrode length, mm

[NnHa KOHTaKTa anekTpoda, Mm / Length of contact area, mm

MakcumanbHoe nojasaeMoe NMKOBOe HanpshkeHue. kB / RF
Voltage Rating, kV
[nvHa paboyeii yactu anekTpoda, mm = mm / L.ength of the
working part of the electrode, mm + mm

[nvHa anektpoga, mm / Electrode length, mm e

[nvHa KoHTaKTa anekTpoga, MM / Length of contact area, mm

MakcrmanbHOe nojaBaemoe NMMKOBOe HanpshkeHue, kB / RF
Voltage Rating, kV
[nnHa paboueli yactu anekTpoga, mm / Length of the working
part of the electrode, mm

[nvHa anektpoga, MM / Electrode length, mm

[JnvHa KoHTakTa anekTpoaa, MM / Length of contact area, mm

MakcumanbHoe nojasaemMoe NMKOBOe HanpsbkeHue. kB / RF
Voltage Rating kV
[nuHa paboueii yactu anekTpoga, Mm i MM / Length ofthe
working part of the electrode, mm + mm

27
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19,05
<5.0
20,7
165,1
19,05
<5,0
4.06
165,1
19,05
<5.0
4,06
165,1
19,05
<5,0
20,7
63.5
19,05

<5.0

4,06



11,9 Homep no karanory: 0012MO

11.10 11omep no karanory: 0012A

11.11 Howmep no katanory: 0012/IM

11.12 Homep no katanory: 0012/IMO

MEGAENIrNE &

11,9 Reference number:
0012MD

11,10 Reference number:

0012A

11.11 Reference number:

0012AM

11.12 Reference number:

The Electrosurgical Authority

[nvHa anekrpoga, mm / Electrode length, mm

[NvHa KoHTaKTa anekTpoaa, MM / Length of contact area, mm

MakcumanbHoOe nogaBaeMoe NMKOBOE HanpspkeHue, KB / RF
Voltage Rating, kV
[nvHa paboueli yacTu anekTpoga, mm = mm / Length ofthe
working part of the electrode, mm + mm

[nvHa anekTpoga, mm / Electrode length, mm

[nvHa KoHTaKTa anekTpoga, MM / Length of contact area, mm

MakcumanbHoe nofaBaeMoe NUKOBOE HanpskeHue, KB ! RF
Voltage Rating. kV
[nuHa paboueii vyacTu anekTpoga, MM / Length of the working
part of the electrode, mm

[nuHa anekrpoga, mm / Electrode length, mm

[nnHa KoHTakTa anekTpoga, MM /1 .ength of contact area, mm

MakcumanbHoe nofaBaeMoe NMKOBOE HarpsXeHue, KB / Rf
Voltage Rating, kV
[nuHa paboueit yacTu anekTpoga, Mm = MM / Length of the
working part of the electrode, mm

[nnHa anektpoga, mm / Electrode length, mm

[vHa KoHTaKTa anekTpoga, MM / Length of contact area, mm

MakcumanbHOe NofaBaemMoe MMKOBOe HanpshkeHue, kKB / RF
Voltage Rating. kV
[nnHa paboueit yacTu anekTpoga, MM = Mm / Length of the

0012AMD working part of the electrode, mm £ mm
[nvHa anektpoga, mm / Electrode length, mm
[nnHa KoHTakTa anekTpofa, mm / Length of contact area, mm
MakcumanbHOe NofaBaemMoe NMKoBoe HanpshkeHne, KB / RF
Voltage Rating. kV
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63.5
19,05
<5,0
4,06
63.5
19,05
<5,0
20,7
69,85
19,05
<5.0
4,06
69.85
19.05
<5.0
4.06
69,85
19,05

<5.0



12 Snekipog WwWapoobpasHblii, B
BapuaHTax UCMOMHEHNA:
12,1 Homep no katanory: 0009

12.2 Homep no karanory; 0015

13 neKkTpoa cneymann3vpoBaHHbIi
WTbIKOBOW E-Z Clean, B BapnaHTax
UCTONHEHNS:

13.1 Homep no katanory; 0028

13.2 Homep no katasnory; 0028M
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12 Ball Electrode, in
variations:
12.1 Reference number: 0009

12.2 Reference number: 0015

13 E-Z Clean Specialized
bayonet electrode, in
variation.s:

13.1 Reference number: 0028

13.3 Reference number:
0028M

[JnvHa paboyeit yacTv anekTpoga, Mm + Mm / Length of the
working part ofthe electrode, mm £ mm

[nvHa anekTpopa, mm / Electrode length, ram

[J/MHa KOHT aKTa anekTpoga, MM / Length of contact area, ram

MakcumanbHOe nojaBaemMoe MUMKOBOe HanpskeHue, kB / RF
Voltage Ratine, kV
[nnHa paboueit yacTu anekTpoga, Mm + MM / Length of the
working part ofthe electrode, mm £ mm

[nuHa anektpoga, mm / Electrode length, mra

[nvHa KoHTaKTa anekTpoga, MM / Length of contact area, mm

MaKCHMEjJbHOC nogaBaemoe NMKoBOe HanpshkeHue, KB / RI-
Voltage Rating. kV

[nuHa paboueid yactn anektpoga, mm / Length of the working
part of the electrode, mm

[nvHa anekTpoga, mm / Electrode length, mm

[nvHa KoHTaKTa anekTpoAa, MM / Length of contact area, mm

MakcumanbHoe nojaBaeMoe NUKOBOe nanps>xeHHe, KB / RF
Voltage Rating, kV
[OnvHa paboueid yacTu anekTpoga, Mm + Mm / Length of the
working part ofthe electrode, mm £ mm

[nvHa anekTpoga, mm / Electrode length, mm

[JnnHa KoHTaKTa anekTpoga, MM / Length of contact area, ram

MakcumanbHoe nogaBaeMoe NMKOBOE HanpsbkeHue, KB / RE
Voltage Rating, kV
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4,06
127
19,05
<5,0
4,06
53,19
19,05

<5,0

27,94
148,34

19.05
<5,0
4,06
148,34
19,05

<5.0



13.3 Homep no katanory: 0029

13.4 Homep no karanory: 0029M

14 SneKkTpoa-wnaresb
NanapoCcKoNMYecKuid, B BapraHTax
UCNONTHEHUSA:

14,1 Homep no katanory: 0018

14.2 Homep no karanory: 0018C

14.3 Homep no katanory: 0018C5

MEGADYNE :s
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13.3 Rel'crence number: 0029

13.4 Reference number:
0029M

14 E-Z Clean Laparoscopic
spatula electrode, in
variations:

14.1 Reference number: 0018

14.2 Reference number:
0018C

14.3 Reference number:
0018CS

[nuHa pabouein yactu anekTpoga, Mm + Mm / Length of the
working part of the electrode, mmi mm

[nvHa anekTpoga, mm / Electrode length, mm

[nnHa KoHTaKTa anekTpoga, Mm / Length of contact area, mm

MakcvmanbHOe nojaBaemMoe NMMKOBOe HanpskenHe, kKB / RF
Voltage Rating, kV
[nvHa pa6oyeit yactu anekTpoga, Mm i Mm / Length of the
working part of the electrode, mm £ mm

[nvHa anekgopga, mm / Electrode length, mm

[nvHa KoHTaKTa anekTpoga, Mm / Length of contact area, mm

MakcumanbHoe nojasaemMoe NMKOBOe HampskenHe, kKB / RF
Voltage Rating, kV

[OnuHa paboyeli yacTv anekTpoga, Mm = MM / Length of the
working part of the electrode, mm £ mm

[nvHa anektpoga, mm / Electrode length, mm

[nvHa KoHiatcra 3n1ekTpoda, Mm / Length of contact area, mm

MakcmmanbHoe nogasaemoe NMKoBoe HanpshkeHne. KB / RF
Voltage Rating, kV
[nvHa paboueit yactu anekTpoaa, Mm i Mm ! Length of the
working part ofthe electrode, mm £ mm

[nuHa anekTpoga, mm / Electrode length, mm

[JNrTHa KOHTaKTa anekTpoga, MM / Length of contact area, mm

MakcumanbHoe nofaBaeMoe NMKoBoe HanpskeHue, kB / 1H
Voltage Rating. kV
[nvHa paboyeli yacTu anekTpoga, Mm = mm / Length of the
working part of the electrode, mm + mm
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20,7
161,04
19,05
<5.0
4.06
161,04
19,05

<5,0

4.32
345,9
19,05
<5,0

4,06
3449
19,05
<5,0

4,06
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[nvHa anekTpoga, Mm [ Electrode length, mm 344,9
[nvHa KOHTaKT anekTpoga, mm / Length of contact area, mni 15.24
MakcumanbHoe nogasaeMoe Nukosoe [[anpsikeHue, KB / RF <50

Voltage Rating, kV

AneKTpoabl MOTyT BblAEPXMBa3b ' NOC/eA0BaTeNIbHbIX U3rnba ¢ NPOTUBOMOMOXHbIX KOHLOB (90 ®/180 °/ 180 °) 6e3 paspyLueHns. dNeKTpoabl MOryT 6bITh
COrHYTbI NpuMepHO o 60 ° 6e3 paspyLlueHus. / Blade electrodes can withstand 3 consecutive opposing bends (90°/180°/180°) without breaking. Electrodes

can be bent up to approximately 60° without breaking.

6. MEPEYEHb MATEPUNANIOB MU

3genua nsrotaBnvMBaroTCcsa U3 CReAyroLmMX MaTepuasioB: HepXKaBeroLwas CTasb,
())ToponnacroBass  KMCNOTHasi FPYHTOBKa, (hTOPOMMACTOBbI  MoAMGUKaTop,
nonnonequH.

[na Homepos no katanory 0014AM, 0014M, 0012M, 0012AM [ONONHUTENLHO
ncnonb3yetcsa Toponnact.

Ons  HomepoB no kartasory 0012MO, 0012AMO, 0014MO, 0014AMO
[O0MOTHUTE/IHO UCMONbL3YHOTCA CUIMKOH Y PTOPOMNJIACT.

[ns Homepa no katanory ()013MO, A0NONHWUTENIbHO UCMOJb3YETCA CUNKOH.

7. MHCTPYKUWNA MO SKCNAYATALNN

AnekTpoabl E-Z Clean mmetoT nokpbitve PTFE (HonuTeTpadTOp3TUIEH) ANs
YMEHbLUEHMS] BEpPOATHOCTM 006pa3oBaHMsi Harapa, a TakKXe O06nervyeHus ero
yAaNeHNA C MOMOLLbI BNXKHBIX Map/eBbIX CangeTok Uam ryoku.
AneKkTpoxmpypruyecknc anektpofsl E-Z Clean pa3paboTaHbl 419 NPUMEHEHNS C
OONMbLUMHCTBOM  3/1IEKTPOXMPYPIUYECKUX  1€HEpPaToOpoB M C  ApYyrMMmu
3NeKTPOXMPYPrMYecKMN MHCTPyMeHTaMu. [epes MCNOMb30BaHUMEM 3M1EKTPoja
ybeautecb B €ro Hafnexallein COBMECTMMOCTN WM COOTBEFCIBUM UCMO/b3YEMbIM
VPUHALANCKHOC TAM.

[na  ycTaHOBKM  3/IeKrpoxupypruyeckoro  anektpoga E-Z Clean B
3/ICKTPOXUPYPIUUCCKNIA UHCTPYMEHT:
L Yb6epautecb, YTO MHCTPYMEHT He NPUCOEAMHEH K reHepartopy.
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6. LIST OF MD MATERIALS

Electrodes arc made from following materials: Stainless Steel, PTFE Acid
Primer, PTFE Modifier, Polyolefin.

For catalog numbers 0014AM. 0014M, 0012M, 0012AM, PTFE is
additionally used.

For catalog numbers 0012MD, 0012AMD, 0014MD, 0014AMD, silicone
and PTFE are additionally used.
For catalog number 0013MD, silicone is additionally used.

7. INSTRUCTIONS FOR USE

E-Z CLEAN electrosurgical electrodes are coated with PTFE to reduce
eschar build-up and aid in the easy removal of eschar with a damp gauze
or sponge. E-Z CLEAN electrosurgical electrodes are designed to fit most
elec-trosurgical pencils and other electrosurgical accessories. Prior to use,
ensure the electrode has the proper compatibility and fit with the
accessory. To place the E-Z CLEAN electrosurgical electrode into an
electrosurgi-cal accessory:

1 Ensure the accessory is not connected to the generator.

2. Fully insert the electrode into the accessory. Make sure the
insulating sleeve fits securely inside the accessory. If the electrode is
equipped with a protective nose cone, make sure the electrode is fully

e (801) 576-9669 | pax (801) 576-9698 <dy-
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2. BcTaBbTe '3M€KTPOA B MHCTPYMEHT A0 ynopa. Y6eautech, uto usonstop inserted into the accessory and the nose cone completely covers the
HafleXXHO pasMeLLleH BHYTPW WHCTpyMeHTa. Eciu anekrpog cHabxeH 3auiutbiMm  Opening of the accessory.

KOHyCOM, Y6eAnTecb, 4TO 3N1eKTPOJ BCTaBfieH MOSIHOCTBIO, WM KOHWYECKUI

HaKOHEYHWK MOMHOCTLIO 3aKPbIBaeT OTBEPCTME UHCTPYMEHTA.

c 3~ Oi)
21
CioO _ in
292 c3~o0 Oi
io O ij ) . . o
3. If the insulating sleeve does not fit securely inside the accessory,
do not use the electrode.
3 Ecim wnsonstop He OyAeT Haanexawm 06pa3om MoMmelleH BHyTpu 4. Some electrodes are supplied with a lip protector. Ifa lip protector
VHCTPYMEHTA, He UCMONb3yiiTe aneKdoga. IS present, remove prior to use.
4. HekoTopble 31eKTpoAbl MOCTaBAATCA C 3alMTOW KOHTaKTOB. Ypanute

3allTy KOHTaKTa nepen ncnosib3aoBaHUeEM, ec/in OHa NpUCyTCTBYET.

8. <nATFUNA TMMBOJNOB, YKA3AHHbIX N/TYTMAKOBKE / INTERPRETATION OF SYMBOLS USED ON THE PAC:KAGE

Cumson / Symbol 3HayeHune cumBoNa Symbol meaning
REF Homep no Katanory Catalog Number
LOT Kog napTun Batch Code
CpokK rogHocT Use by date
V4 | MpounssoanTeNb Manufacturer
32
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YNONHOMOYEHHBI NpeacTaBuTens B EBponelickom
coobulecTee*

CTepunn3oBaHo C UCMo/Ib30BaHNEM ramma-un3snyyeHus

CTepunn30BaHoO C 1CMO/b30BAHMEM TrUIEHOKCHAA

MakcrmManbHO LonyCcTUMOe HanpshkeHue (0cobble
yCnoBus)

Coortse'rctaue npoayKra TpeboBaHNAM rno
6e3onacHoCTV Ans NoTpebuTeneit, MeanKo-CaHUTapHbIM
TpeboBaHMAM W TpeboBaHMSAM Mo 6Ge3onacHOCTU Ans
OKpyXatoLeii cpeabl EBponeiickoro Corosa.™

CM. MHCTPYKLMIO MO NMPUMEHEHUIO

He ncnonb3oBatb NOBTOPHO
Hc cTepnnnsosaTb NOBTOPHO

He ucnonb3oBaTh, €CM YNaKoBKa NOBpeXaeHa

YKasblBaeT, 4YTO 3/IeKTPUYECKOE U 3NIEKTPOHHOE
obopygoBaHne (330) He COAEPXKUT TOKCUYHBLIX W
ONacHbIX BELLECTB WM 3MEMEHTOB B KOHLEHTpaLuu,
MpeBbIlaoLWeli MakCMManbHO AONYCTUMYHO, a Takxe,
YTO fAaHHbIi  MPOAYKT  ABNAETCS  3KONOTMYECKM
6e30nacHbIM 1 MPUrogHbIM ANs NepepaboTKu (CMMBON
KwuTaiickoin HapogHoit Pecny6nukn ans 0603Ha4eHns

33

Authorized Representative in the European Community*
Sterilized using gamma radiation
Sterilized using ethylene oxide

Voltage Rating (Specific Conditions)

Product compliance with consumer safety, health and
environmental requirements of the European Union.*

Consult Instructions For Use

Do not reuse

Do not resterilizc

Do not use if package is damaged

Indicates that the Electrical and Electronic Product (EEP)
docs not contain toxic and hazardous substances or elements
above the maximum concentration values, and that it is an
enviroment-friendly product which can be recycled
(People’s Republic of China symbol for Restriction of
Hazardous Substances (RoHS) in electrical and electronic
products).
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OrpaHWYeHns  UCMOMb:M)BAHWA  OMAacHbIX  BELLECTB
(RoOHYS) B 9/IEKTPUYECKOM N 3/1eKTPOHHOM
obopyfoBaHumn)*

KonunyecTBo eAnHWL, B ynakoBKe

®depfepelbHoe 3akoHodaTenscTBo CLLUA orpaHunumsaet

npofiaxy 3TOro YCTPOICTBa, MO3BONSAS NpofaBarb €ro
TONbKO BpayaM WK Mo 3aKasy Bpaya.*

XpaHUTb B CYXOM MeCTe
XpaHuUTb BAAIM OT UCTOYHWUKOB Tena

BnaxXHOCTb MpK YCNOBUAX XpaHEeHUs

Temnepatypa Npu YCNoBUSIX XPaHeHWs

perynupyemMble HallMoHaAbHbIMW CTaHAApTamu.

34

Packaging Unit

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

Keep dry

Keep away from heal

Humidity limitations

Temperature limit

*-packaging and labelling ofmedical devices may not contain noted symbols.
MOryT cogep>aThbcs cumsonbl, He Itmay also contain symbols thatare not regulated by national standards.
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9. CPOKTOAHOCTW, CPOK CNYXBbI
CpoK rofIHOCTV MCAUWLIMHCKOIO U3AENMS COCTaBNSET 5 neT.

10. POPMA NMOCTABKW

Kaxxgas j'pywioBas noTpebuTensCckas YnakoBKa MeAWUMHCKOro W3fenuns

COZlEPXWUT HEeo6XOoAMMOe KOMMYeCTBO (COrNacHO YKa3aHHOMY BapuaHTy

NCMOJTHEHNSA) VHAMBUAYaNbHbBIX YNaKOBOK MeLMLMHCKOrO WU3Lenus, a Takke

WHCTPYKLMIO MO NPUMEHEHWNIO MEAULIMHCKOTO M3Aenus.

BapuaHTbl ncnonHeHns (Homepa no kartanory): 0021,0021S, 0021L, 0021LS,

0020, 0020S, 0020L, 0020LS, 0100. 0100S, 0100L, 0100LS, 0022, 0022S.

0019, 0019S, 0019L, 0019LS, 0017, 0024, 0018, 0018C, 0018CS

Mo3pebuTCNbCKasa YnakoBKa COAEPXWT 6 W3gennii B UHAMBUAYaIbHbIX

ynakoBKax.

BapvaHTbl ncnosnHeHns (Homepa no Katasnory): 0016A, 0016AM, 0016,

0016M. 0013,0013M.0118, 0118A, 0119A, 0119,0120,0121,0113A. 0113,

Orns3M, 00141, 0014AM, 0014, 0014M, 0012, 0012M, 0012A. U012AM.

0009, 0015, 0028, 0028M, 0029, 0029M,

MoTpebutenbcKaa ynakoBKa COLEPXWT 12 wilenmid B WHAMBUZYaNbHbIX

YMaKoBKax.

BapvaHTbl uMcrnonHeHus (HOMepa HO Katanory):

0014MD, 0012MD, 0012AMD

MoTpebuTensckas ynakoBKa COAEPXUT 24 n3fenvs B WHAMBUAYaNbHbIX

ynakoBKax.

. MNEPEYEHb MATEPUANOB XWBOTHOIO
YE/TOBEYECKOIO NMPONCXOXAEHWA

HenpumeHnumo. [laHHoe MeAVMUMHCKOe W3fAenve He COAEPXWUT MaTepuansbl

YXVBOTHOIO 1 (M/IN) Ye/NIOBEYECKOTO MPOUCXOXKAEHMS.

0013MD, 0014AMD.

n  mnuny

12. H®OPMAULNA @ MPOBEAEHHbIX NCIMbITAHNAX,
MPOTOKONAX WCMbITAHWWN, AHANMN3E TMONYYEHHbIX
JAHHBIX

9. SHELF LIFE, USE BY HATE
The shclfTife of the medical product is 5 years.

10. HOW SUPPLIED

Each group consumer package of a medical device contains the required
number (according to the specified varialion) of individual packages of a
medical device, as well as a instruction for use of the medical device.

Variations of MD {reference number): 0021, 0021S, 0021L, 0021LS, 0020.
0020S, 0020L, 0020LS, 0100, OlIOQS, OIOOL, OIOOLS. 0022, 0022S, 0019,
0019S. 0019L, 0019LS,0017, 0024, 0018, 0018C, 0018CS

The customer package contains 6 items in the individual packages.

Variations of MD (reference number):0016A, 0016AM. 0016, 0016M, 0013,
0013M, 0118, 0118A, 0I19A, 0119, 0120, 0121, 0113A, 0113, 0113M.

0014A, 0014AM, 0014,0014M. 0012,0012M, 0012A, 0012AM. 0009, 0015.
0028, 0028M, 0029, 0029M,

The customer package contains 12 items in the individual packages.

Variations of MD (reference number): 0013MD, 0014AMD, 0014MD,
0012MD, 0012AMD

The customer package contains 24 items in the individual packages.

11. 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
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N3pgenna  coo’iBeTcTBytOT TpeboBaHusm EN  ISO 13485 W3penua
MeAuUMHCKMe. CUCTeMbl MeHeMXMeHTa KayecTBa. TpeboBaHMA ANA Leneii
PErynnpoBaHus.

MoAHLIA CNUCOK NPUMEHUMBIX CTaHAAPTOB JOCTYMNEH HO 3anpocy.

13. TPEBOBAHWA BE3OMACHOCTU N 3P DPEKTUBHOCTU MU

MpenynpexaeHuns

e XpaHute paboune aneklpoAbl
3/1eKTPOCTATMYECKOro pas3pasa.

e Ecnm oanerrpog E-Z Clean cHabXeH 3alWWTHbIM
HaKOHEYHVKOM, He yaanaiTe KOHUYeCKNiA HaKOHEYHUK

* AKTUBHas WM Harpetas B npouecce paboTbl paboyas YacTb 3/1eKTposa
MOXeT CcTaTb NPUYMHON noxapa. He pasmewwainte cé BOAK3M
BOCM/IAMEHSAIOLLMXCA MaTepuasioB W BeLLecTB (HarpuMep, 3aHaBecei,
roploumx rasoB, 3HAOTpaxcasbHbIX 3py60OK U Ap.) BO Wu3bexaHue
HenocpesCTBEHHOrO KOHTAKTa.

* Xupypruyeckue  npouegypbl,  NpefHONaralowmnc  NpoxXoXaeHune
BbICOKOYACTO3 HOrO TOKa Yepe3 YacTu Tena C OTHOCUTENbHO ManeHbKOM
MNOWAAbl0  MOMEPEYHOrO CeYeHWsl, PEKOMEHAYETCH  BbIMONHATL C
MCMONb30BaHNEM GUMNONAPHON METOAUKM BO U36eXaHVe HeXenaTcibTTbiX
MOBPEXAEHUIA TKaHMW.

o [lna [OCTMXKEHWUS XKenaemoro
BO3MO>XHOE 3HaYeHVe MOLLHOCTW.

Mepbl NPefoCTOPOXKHOCTK

* W3genve npefHa3HayeHO TONbKO [ANA OLHOPA30BOIO MCMOJb30BaHWUS.
YTnnnsupyinTte ero Haanexatwum o6pasom. OHKM He Mojanexat NoBTOPHONA
cTepunu3sauun. NMOBTOPHOE MCNONb30BaHNE MOXET MPUBECTU K TpaBme
naLyveH Ta BCNeACTBME HEUCNPABHOCTW AUANEKTPUKA.

e 3Jnektpogbl E-Z Clean Moryt 6bITb W30rHYTbl Ha yron fo 60°.
cnonb3oBaHve WMHCTPYMEHTOB A/ BUAOWU3MEHEHMS 3M1eKTpoda w/nnm
ype3MepHbI Neperné MoXeT NOBPeLUTb MOKPLITUE 3/1eK3poa.

B KOHTeilHepe, 3alUMLIEHHOM Or

KOHNYEeCKNM

‘K[)bekTa MCNONb3yinTe MUHUMANIbHO

Devices meet requirements EN 1SO 13485 Medical device - Quality
management system - Requirements for regulatory purposes.
A full list of applicable standards is available upon request.

13. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Warnings

« When not in use, store active electrodes in an electrically insulated
container.

« Ifthe E-Z Clean electrosurgical electrode is equipped with a protective
nose cone, do not remove the nose cone.

« Electrosurgical electrodes that are activated or hot from use can cause a
fire. Do not place them near or in contact with flammable materials and
substances (e.g. drapes, flammable gases, endotracheal tubes, etc.).

e For surgical procedures where the HF current could flow through parts of
the body having a relatively small cross sectional area (e.g.
circumcisions.), use of bipolar techniques may be desirable in order to
avoid unwanted tissue damage.

e Use the lowest possible power settings to achieve the desired effect.

Precautions

» These devices are intended for single use only. Properly discard after use.
Do not restcrilizc. Reuse may result in patient injury due to contamination
or dielectric failure.

e E-Z Clean blade electrodes can be bent up to approximately 60°. The use

of instruments to modify the electrode and/or excessive bending could
damage the coating or electrode.

36

MBOAOVN6 MEDICAL PRODUCTS, ?Nc. H506 South Stflre street. Draper, UT H4020. USA | phone (801) 576-9669 | pax (801) 576-9698 |

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



MEGADYNE

Est.
1985

|The Etectrosurgical Authority

He wvcnonb3yiiTe uncTAWyo rpybyto rybky wnv gpyive abpasviBHble
OQUUCTUTENN ONS YOANeHUs Harapa. OTO MOXEeT NOBPeauTb MOKpbITUe
PTPE.
Ecnn anekTpog nnm nokpbiTUE NOBPEXAeHO, 60/1ee He UCMONb3yTe 3TOT
3/1EKTPOS.
[na npasubHOr0 MCMO/MbL30BaHNA 3/ICKTPOXMPYPIMYECKOro reHeparopa
CM. PYKOBOZCTBO MO 3KCnJyarauun, npesocTas/ieHHOe U3roTOBUTENEM.
BkntoyaiiTe 3neKTpofAbl TOMBKO BO BPEMSA WX HEMOCPeACTBEHHOro
KOHTaKTa U1 MeCTOHaxX0oXAeHUs B6/IM3N OT Onepupyemoin TKaHm, YTOObI
He NoBpeanTL ee B pYroM MecTe.
ANEeKIPOXUPYPrnYecKUC Kabenn AomKHbI BbiTb PACNONOXeHbI Tak, YTOOLI
MWUHVMMU3NPOBATL KOHTAKT C NauMeHTOoM, ApYrMMu NpPOBOAHWKAMU W He
noBpesanTb PaboTe UHbIX 31eKTPUYECKUX MHCTPYMEHTOB.
14. NHOOPMALNA O NEKAPCTBEHHbBLIX MPEMAPATAX N (MNTN)
S®APMALEBTUYECKNX CYBCTAHUWNAX BCOCTABE MU
JTOT pasfen He NPUMeHMM K [aHHbIM  U3[enuaMm, TaK Kak W3fenusa He
cogepxa!' nekapcTBEHHbIX BELLECTB W HC ucnollb3ykoTca B coyeTaHun C
NEeKapCTBEHHbLIMW BELLLECTBAMMU.
15. ONMNCAHWE METO4A CTEPUTN3ALNU
W3penve CTepunmsyeTca MeTogoM ramma-usnydeHns 4o yposHa SAL 107 yto
COOTBETCTBYET  MWHUMaIbHOMY TPebyeMOMY YPOBHIO  CTEPU/ILHOCTY,
[OoMyCTMMble 03bl ANS CTEPUAU3ALUN ramma-usnydeHmem: ot 25 go 40 kIp.
3a VCKMOYEHMEM 3N1EeKTPOLOB pexywmx nnockux E-Z Clean, B BapuaHTax
ncnosiHeHns (Homepa no Karajiory): 0014AM; 0014AMD; 0014M; 0014MD;
0012M; 0U12MD; 0012AM; 0012AMD.
[aHHble 3neKTpoAbl CTEPUNU3YIOTCA C WCMO/b30BaHWEM 3TUNEHOKCKAA [0
ypoBHa SAL 10" (oT 140 2 UMKNOB), YTO COOTBETCTBYET MWHUMAa/IbHOMY
TpebyeMOMY YPOBHIO CTEPU/IbHOCTM.
16. TPEBOBAHNA K TEXHUWYECKOMY OBC/YXWBAHNIO W«
PEMOHTY MW

MECADVHt MEDICAL PRODUCTS. INC. 11506 South State Street. Drspcf, UT £H020. USA
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Do not use a scratch pad or other abrasive cleaner to remove eschar. This
may damage the PTFE coating.

If the electrode or coating is damaged, discard the electrode.

Refer to the generator manufacturer's operating manual for proper usage
of electrosurgical generator(s).

Activate electrodes when in contact, or in close proximity to target tissue
to avoid the possibility of unintended tissue damage.

Electrosurgical cables should be positioned to minimize contact with the
patient and avoid contact with other leads to avoid adversely influencing
the operation of other electronic equipment.

14. INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MI)
This section is not applicable to the product as the devices do not contain
medicinal substances and are not used in combination with medicinal
substances.
15. DESCRIPTION OF STERILIZATION METHOD
The product is sterilized by gamma radiation to the SAL 10" level, which
corresponds to the minimum required sterility level, pennissible doses for
sterilization by gamma radiation: from 25 to 40 kGy. Except E-Z Clean flat
blade electrodes in variations (reference numbers): 0014AM; 0014AMD;
0014M; 0014MD; 0012M; 0012MD; 0012AM; 0012AMD.
These electrodes are sterilized using ethylene oxide to the SAL level 107
(from 1to 2 cycles), which corresponds to the minimum required level of
sterility.

(OR)

16. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
OF MI)
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O6Lwme TpeboBaHUA K TEXHUYECKOMY 06C/TY)XUBAHUIO N PEMOHTY

N3genve  OQHOKpPAaTHOrO  MPUMEHeHMsi, WUC  rpebyer  TeXHUYECKOro
06CNy>KNBAHUA W HC NOANEXMWT PEMOHTY. B cnyyae nopuu, nsgenve noanexut
yTUIn3aumMmn B COOTBETCTBMU C TPebOBaHUAMMU 3aKOHOAATeNbCTBA B CTpaHe
NMPUMEHeHM.
17. YCNOBUA TBJIHCINOPTUPOBKWN N XPAHEHNA
. XpaHUTb B CYyXOM MecTe

. XpaHuTb BAANM OT UCTOYHUKOB Tenna
Tabnuua 3 - Ycnosms TPaHCNOPTUPOBKU N XPaHEHNS:

HanmeHoBaHue Jwnana3oH
Temnepatypa, °C OT 5 go 50
OTHOCUTENbHAS BNAXXHOCTb, % Ot 1500 95

ATMOCepHOC AaBneHue, rlla Ot 700 go 1060

18. MOPAOOK N YCNOBUA YTUNUIALUNN nnu
YHUYTOXEHNA M un

N3pgennsa  yTunmsupylotca  fleqebHbIM - yupexxieHuem B COO3BETCTBUMM C

rpe6osaHusamu CaHlMunH 2.1.3684-21. W:3menma nocne WCTeUeHWs Cpoka

FOLAHOCTM OTHOCATCA K 3MUAEMWUONOrMYeckn GesonacHbIM OTXof4aM WU

YTUIN3NPYIOTCS Kak O0TX0AbI to[acca A.

19. TAPAHTUVA N PEKTTAMALNA

FapaHTWIHbIA CPOK XpaHeHUs - W3rOTOBUTENb FapaHTUPYeT COXpaHeHue
CTEPUNIBHOCTU M3[enmns, a Takxke elo NpUrogHoc3b ;118 MUCMob30BaHWA MO
Ha3HAYEHWI0, MPY YCNI0BMM €ro NPaBW/IbHOTO TPAHCMOPTUPOBAHNMS 1 XpaHEHUS
B TEUEHME BCEro CpoKa rogHOCTM yKa3aHWoM) Ha MapKMPOBKE NPoayKTa.
MpounsBoaMTENb He HECET OTBETCTBEHHOCTY 3a MOBPEXAEHUS UM HECHYACTHbIE
C/lyyan B pe3y/ibTaTe HenpaBWibHOTO UCMO/b30BaHNSA, OLLNGKU NO/b30BaTeNs
WM BHELLHWX Ype3BblyaliHbiX cuTyauuid. Mo Bonpocam KayecTBa NPOAyKLWN
o6pallaiiTech K ynosHOMOYEHHOMY MPeACTaBUTENO MPOU3BOANTENS.

General requirements for technical support and repair of MD

The product is single-use, docs not require maintenance and is not subject to
repair. In case of damage, the product must be disposed of in accordance with
the requirements of the legislation in the countiy of application.

17. CONDITIONS OF TRANSPORTATION AND STORAGE
e Keep dry

e Keep away from heat

Table ' - Transportation and storage conditions:

Designation
Temperature, °C
Relative humidity, %
Barometric pressure, hPa

Range
From 5 to 50
From 15to 95
From 700 to 1060

18. MD DISPOSAL RULES AND CONDITIONS

The products are disposed of by the medical institution in accordance with the
requirements of SanPiN 2.1.3684-21. Products after the expiration date are
classified as epidemiologically safe waste and are disposed of as class a waste.

19. WARRANTY

A storage warranty period - the manufacturer guarantees the preservation of
the sterility of the product and its suitability for the intended use, subject to
the right transportation and storage within the shelf life as indicated on the
product labelling.

Manufacturer is not liable for any damage or accidents resulting from
improper use, human error or external emergencies. Regarding the product
quality, please contact an authorized manui'‘acturer’s representative.
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20. HAUMEHOBAHWE W IOPUAVNYECKWIA ALPEC
nPON3BOANTENA M N YTTONHOMOYEHHOT O
MPEACTABUTENA MPON3IBOAUTENA B POCCUNN

NMPON3BOAUTE/b:
Meragaiin Megukan Mpogakte, MHK., 11506 South State Street, Draper, Utah
84020, USA (CLUA).

YMNONMHOMOYEHHOW MPEACTABUTENbL MPOWU3BOAUTENSA B
POCCUI:

OO0 «[XoHCcoH & [xoHcoH», 121614, r. Mocksa, yn. Kpbinatckas, g. 17,
Kopu. 2.

Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878

DL-.INJRUMedical QA(I"¢)ITS.IJNJ.com.
DL-JNJRU-Medical-Keeulatorvrfl),ITS.JNJ.com

20. NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

MANUFACTURER:
Megadyne Medical Producl.s, Inc., 11506 South State Street, Draper, Utah
84020, USA.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson LLC,

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

Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878

DL-JNJRUMedical OAf«)ITS.JNJ.com.

DL-JNJRU-Medicul-Reaulatorvfa) TTS.JNJ.com
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llepesoo ¢ anc1uiickozo f3kd HA PYCCRUTE SI3HK

<Jlororun: «Merazain» (Megadyne)> Ocnogano ¢
I 985 (70())'
I [TpodeccHonan B cepe 21eKTPOXHPYPrHUCCKOTro 060py10BaHHAR)

CoraacoBano

) . «Mezaoaun Meduxa Ilpodaxkme, Huk.»

<prn'lau 1HeYaTh. HQ TAPHYC; Opraumanus
IUTAT OrAHO> 11506 Caym Cmeiam Cmpum, /Ipeinep, IOma, 84020 CLIA

Aapec

<MOAMHCANO> dupexmop omoe1a nopMamueno-npasosozo pezy.1uposanus

< 4 [11Taii Jloosnoc s
Lravu: Yuavam lliraituven Iuuau Hecoumm
Hotapuyc. wirar Oraiio, Damus, Hus
Cpok AciicTBHA MOCH JHIIEH3NK HCTEKACT 3 9173
20 anpens 2027 rona> 19-12-2022

. ~ Jlara JUL MM ITTT
<Haanucw or pyku: 19 oexkadps 2022 roda> ’

< NOANKHCAto >
Hoanucy

“HCprKl.lHﬂ no NPUMEHECHHIO ME/IHIIHHCKOI'0 H31€J1UsA
"JNCKTPOA MOHOMOAPHBIN OZHOPA30OBLIA K FreHepaTopy MICKTPOXHpyprudcckomy Megadyne ¢ npunaanexkHocTaMK:

Dnekrpoy uronsyathtii -Z Clean, 8 sapuantax ucnoanchiug; Jiektpoa uronbyareii MEGAfine E-Z Clean, B s8apHaHTax HCHo/IHEHHS;
ekTpojl Hroabuareiit Tynoi E-Z Clean, B sapuaniax ucnonaserua: Jnekrpoi hanapockonnyceckuit E-Z Clean c J-06pastoi pexyieit yactuio, 8 BapHaHTax
ucnoschus;, Inexrpos nanapockotindeckuit E-Z Clean ¢ L-o0pasHoii pexyuicii 4acThio, B BADHAHTAX MCIIONHEHNS; DJICKTPO/L aliapocKonuyeckuit E-Z
Clean ¢ npoBosiou1oit L-00pa3Hoii peKylei 4acTbio, B BAPHANTAX HCIIONHEHUS, DJICKTPOA Nanapockonuucckuit uronsiateiit E-Z Clean, s sapnanTax
MCTIOJIHEHHA; DNEKTPON nanapockonuyeckuit uiornyroiit E-7 Clean, 8 Bapuanrax HcnonHenua: DNEKTpo/1 1anapoCKOIHUECKHi CTaHAapTHBIA pexyiuni F-Z
Clean; Dnekrpo, nanapockonuycckui mapoodpasmsiit E-Z Clean; Dnextpoa pexyinii naockuii E-Z Clean, B Bapuanitax HCIONHEHHS; JNEKTPOL
NanapockoNYeckuii uzornytuiit E-7 Clean, B BapnanTax HCNoaHeHUA; INCKTpoa mapoodpasiuii, B BAPHAHTAX HCMOMHCHHA; DIEKTPOA
CNeUHATH3UPOBalItbIiL 1THKOBOMH L-Z Clean, B BapHaHTax HCNO:IHEHKHA; DIEKTPOI-UITIATE b JANAPOCKOIIMYECKHA, B BADHAHTAX HCIIONIHEHHUS

Crpaunna 1
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MepeBof fJaHH<  rekcTa BbIMOSIHEH NepeBoAUYMKOM [MaxTyHOoBbIM Anekceem BraaviMmMpoBuYyeM.

Poccuitckaa degepauns
Mopog Mocksa
[Baauatb WecToro Agekabps fBe TbiCAYM ABaALAaTb BTOPOro roga

A, Bepemuin KOnusa MropesHa, BPEMEHHO MCMOMHAOLLAA 0653aHHOCTM HOTapuyca ropoga Mocksbl Koperk
Mapurn AnekcaHApoBHbI, CBUAETE/NLCTBYIO MOLAIMHHOCTL MNOANUCK NepeBofunka MNaxTyHoBa Anekces
Bnagnmmposmya.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTL NognucaBLLero 4OKYMEHT YCbIHOB/IEHaA.

3aperucTpupoBaHo B peectpe: Ne 77/21 (9-H/77-2022-

YnnayeHo 3a CoBepLUeHMe HoTapuanbH« ro aelictems: 400 py6. 00 Kon.

HO.W. Bepemuii

Bcero npoLUHypoBaHo, MPOHYMEPOBaHO
1 cKpensieHo nevapto 40 nuct(axos)
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CornacosaHo/APPROVAL

Meeadvne Medical Products, Inc
OpraHHiatiMD/Organi~ation

11506 South State Street. Draper, Utah, 84020 USA
Anpcc/N<ure$s

Director ReQulatorv Affairs

AomxHocTOccupallon

Emily j\'eshitt

damunus, Nms/ Stmame. Name

[ata A4.MM.ITTT/Date DD.MM.YYYY
William Steinmetz 7
Notify Public. State of Ohio

My Contffitssion Expires 04*/2027
Tij>bCblL

Mognuch/Signature

NHCTPYKLUNA NO NPUMEHEHUIO MEAULUHCKOI0O U3genusa
ANeKTPOA MOHOMONAPHBIA OAHOPA30BbIA K reHepaTopy 3M1eKTPOXmUpypruyeckomy Megadyne ¢
MPUHAANEXHOCTAMKN: DNeKTPOoZ nanapockonunyecknii MegaTIP, B BapaHTax UCMO/IHEHWS

Instruction for use for the medical device
Monopolar disposable electrode for the Megadyne electrosurgical generator with accessories:
MegaTip Laparoscopic electrodes, in variations

Page 1
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Russian text English text

1. HAMUMEHOBAHWE MEOVLUWNHCKOIO U3LAENNA (M) 1. MEDICAL DEVICE (MD) NAME

SneKTpoa MOHONONAPHBIV 0OLHOPA30BbINA K reHepaTopy anekTpoxupypriuyeckomy Monopolar disposable electrodes for the Megadyne electrosurgical generator

Megadyne ¢ NpUHALNEXHOCTAMM. with accessories.

HaunmeHoBaHne MW, mogenv uav BapuaHTbl UCNOSHEHUSA MD name, models or variations of MD Howmep no katanory /
MU Reference number

1 3OnekTtpog nanapockonuyeckuii MeeaTTP, B BapuaHTax UCMOHEHNS; 1 MegaTip Laparoscopic electrode, in variations: -

1.1. 3nekTpog nanapockonuyecknin MegaTIP ¢ [1-06pa3Hoil pexyLueii 1.1. MegaTip, J-Hook, Top Assembly s pcs/box with IFU; 0621
4acTbiO. 6 LUT. B YNAKOBKe C MHCTPYKLMENR NO NPUMEHEHNIO;

1.2. 3JnekTtpog nanapockonuyeckuit MegaTIP ¢ npoBono4Hoii [-o6pasHoii 1.2. MegaTip, J-Wire, Top Assembly s pcs/box with IFU; 0605
PeXYLLEN YacTblo. 6 LUT. B YNaKOBKe C MHCTPYKLMEl MO NPUMEHEHUIO;

1.3. 3nekTpog nanapockonuyecknii MegaTIP ¢ ykopoueHHo 3-06pa3Hoii 1.3. MegaTip, J-Hook, Modified, Top Assembly s pcs/box with IFU; 0621M
peXXyLLei YacTbio. 6 LUT. B YNaKOBKe C MHCTPYKLMEN N0 NPUMEHEHWIO;

1.4. 3QnekTtpog nanapockonuueckunii Me§aT1P ¢ b-o6pa3Hoii pexyLueit 1.4. MegaTip, L-Hook, Top Assembly s pcs/box with IFU; 0620
4acTbi0. 6 LUT. B YNAKOBKE C MHCTPYKLUMEN NO NPUMEHEHWIO;

15. 3nekTpog nanapockonuyecknin MegaTIP ¢ n3orHyToi 1.5. MegaTip, Curved Blade, Top Assembly s pcs/box with IFU;
Ne3BreobpasHon pexxyLLelt YacTbio, 6 LUT. B YNMAKOBKE C MHCTPYKL et 0619
M0 NPYMEHEHMUIO;

le. dnekTpog nanapockonuyeckuit MegaT1P ¢ n3orHyTol 1.6. MegaTip, Spatula, Top Assembly s pcs/box with IFU;
LInaTeneo6pasHo pexyLLein 4yacTbio, 6 LUT. B YNaKOBKe C 0618
WHCTPYKLMEN N0 NPUMEHEHNIO;

1.7. OnekTpopg nanapockonuyeckuini MegaTIP ¢ NpoBON0YHONR b-06pa3Hoi 1.7. MegaTip, L-Wire, Top Assembly s pcs/box with IFU; 0600
pexxyLLei 4acTblo. 6 LIT. B YNaKOBKe C MHCTPYKLMEN M0 NPUMEHEHWIO;

1,8. dnekTpog nanapockonuuecknii McgaTIP ¢ ykopoyeHHo# L-o6pasHoii  1.8. MegaTip, L-Hook, Modified, Top Assembly s pcs/box with IFU; 0620M
pexKyLLei 4acTbio. 6 LUT. B YNAKOBKE C MHCTPYKLMEN MO MPUMEHEHMIO;

19. Onektpog nanapockonuyeckuii Me8aT1P ¢ yKopo4eHHOM 1.9. MegaTip, L-Wire, Modified, Top Assembly s pcs/box with IFU.
NpPOBO/IOYHON b-06pa3HON pexxyLLein YacTbto, 6 LUT. B YAKOBKE C 0600M
VHCTPYKLMel N0 NPUMEHEHWIO.

MNpuHaLNeXXHoCT / Accessories -

1 LWTuhT-uHAMKaTOp MHoropasosblii MegaTIP INDICATOR SHAFT, B 2. MegaTIP Indicator Shaft, in variations: .
BapuaHTax UCMOMIHEHMS;

2.1. WTtndT-nHankatop mHoropasosblii MegaTIP INDICATOR SHAFT co  2.1. Indicator Shaft, Non-Sterile, Pencil, Standard, Top Assy 32 cm; 0690

CTaHLAPTHbLIM pa3bemMoMm. 32 CM;

M6GAOVNB MEDICAL PRODUCTS, INC. 11506 South State Street, Draper. UT 84020, USA | phone (801) 576-9669 | fax (801) 576-9698 | .vwwri.-gfKjync-.com
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2.2. WtndT-nHankatop mHoropasosbiii MegaTIP INDICATOR SHAFT ¢

0a34BOEHHbLIM pa3bLeMOM. 32 CM;

LT T-nHanKaTop MHoropasosbiii MegaTIP INDICATOR SHAFT co
CTaHAapTHbIM pasbemoMm. 38 cm;

LUtudT-nHavkatop mHoropasosbiii MegaTIP INDICATOR SHAFT ¢
pa3gBOeHHbIM pa3beMoMm. 38 CM.

1.1. Knaccugukauma MU

Knacc B 3aBUCMMOCTW OT CTereHu NOTEHUMANIbHOTO pUCKa NPUMEHEHUA B
MEeONUNHCKNX UENAX B COOTBETCTBUM C HOMEHKMAATYPHbLIM K]'IaCCVI(bVIKaTOpOM
MeANLNHCKNX n3aenuia; 26.

Pexx1M paboTbl: He MPUMEHUMO (CM. PeXKUM paboTbl COBMECTUMOTIO reHepaTopa).
Tun paboyeir yactn: Tn CF c 3awmToin oT paspsga gedpubpunnatopa (Mpu
paboTe COBMECTHO C FeHepaTopOM 3/1EKTPOXMPYPIrMYECKUM 1 3BaKyaTOpOM AbiMa

Megadyne).

2.3.

24.

2. HASHAYEHVE MEONUNHCKOTIO N3QENVA N MPUHLIATI
NENCTBUS

21 HA3HAYEHWE

AneKTpos, MOHOMO/APHBIN 0LHOPA30BbIV K FeHepaTopy 3/1eKTPOXMPYPruyeckomy

Megadyne npegHasHayeH [15 MOHOMOMAPHOM Pe3KM M Koarynaumm MsArkmx

TKaHei BO BpeMs 3/1eKTPOXUPYPIrMYeCcKOoi onepawmu.

2.2 MPUHUWMN AEACTBUA

AnekTpoa nanopockonuueckuii MegaTip ¥ WTUPT-MHANKATOP MHOrOpPasoBblii

MegaTIP INDICATOR SHAFT npefHa3HayeHbl 4715 UCMOb30BaHNS BO BpPeMs

NanapocKOoMMUYecKnxX XMpypruyeckmx npoueayp, Korga tpebyerca paspesaHue u

vnn koarynaumsa. [laHHoe u3fenve NpUMEHSETCA B Ka4ecTBe MPUHaA/IeXXHOCTH

K 3/IEKTPOXMPYPryecKOMy reHepatopy 06LLero HasHauyeHus u npegHasHauyeHo

AN19 NpoBefeHNs paguovactoTHoro (PY) Toka npy peske v Koarynsuum, KoTopbii

[0CTaBNAETCA K LieNIeBOi TKaHW BO BPEMS /1anapoCKONMUYeCKUX XUPYPruyecknx

npouesyp, BO BCex 0651acTax, rAe MPUMEHAIOTCA O4HOpa30oBble WU

MHOropasoBble NanapoCcKOMNMYecKne 3NeKTPoabl.

MEGAOYNC MEDICAL PRODUCTS, INC. 11506 South Stdts Street. Draper, UT 84020
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2.2. Indicator Shaft, Non-Sterile, Split Stem, Standard, - Top Assy 32 cm;

0690S
2.3.1ndicator Shaft, Non-Sterile, Pencil, Extended, - Top Assy 38 cm; 0695
2.4.Indicator Shaft, Non-Sterile, Split Stem Extended, - Top Assy 38 cm. 06955

1.1. MD classiiication

The class, depending on the degree of potential risk of medical use in
according to the nomenclature classifier of medical devices: Ilb.

Operation mode: N/A (see applicable generator).

Applied part type: type CF with defibrillator discharge protection (When
working together with Megadyne Electrosurgical Generator and Megadyne
Smoke Evacuators).

2. INTENDED USE AND PRINCIPLE OF OPERATION
21 INTENDED USE

Monopolar disposable electrode for the Megadyne electrosurgical generator
are designed for monopolar incision and coagulation of soft tissues during
electrosurgical operation.

2.2 PRINCIPLE OF OPERATION

The assembled MegaTip and Indicator Shaft product and the is intended for
use during Laparoscopic surgical procedures whenever cutting and/or
coagulation are required. This product is intended as an accessory to a
general-purpose electrosurgical generator and is designed to conduct radio
frequency (RF) current for cutting and coagulation to be delivered to target
tissue during laparoscopic surgical procedures, for use in all applications
where current disposable or reusable Laparoscopic electrodes are used.

LUSA | phone (801)576-9669 | rax (SOI) 576-9698 | a'Wiv rn-o.jdyne.com
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3. MOKA3AHNA N MPOTUBOMOKA3AHWA K MPUMEHEHWIO MW
M BO3MOXHbBIE MOBOYHbIE 90 PEKTHI

3.1. Moka3aHus

MoHOMONSPHbLIA ~ paspe3 U Koarynsums

3NEKTPOXMPYPrUYECKOii onepawun.

MATKMUX  TKaHei BO BpemA

3.2. lpoTtuBonokasaHus

MpoTMBONOKa3aHNA K NPUMEHEHUIO MEANLIMHCKOTO U3eNNs He BbISB/EHbI.

3.3. T10604HbIe 3 (eKTbI

Mo6oYHbIe 3th(heKTbI NOCNe MPUMEHEHNSA MEAVULMHCKOIO U3LENNA He BbISIB/IEHDI.

4. NH®POPMALUWNA O MOTEHUWANBbHBLIX MOTPEBNTENAX MU W
YKA3AHWA MO NCIMOMNb3OBAHWIO

4.1, ¥YKaszaHuns no ncnosib3oBaHnio

3penus npefHasHayeHbl 48

3[paBOOXPaHEHUS.

M3genus pekoMeHAyeTca 1CMo/b30BaTh MpY YCMOBUAX, YKa3aHHbIX B HUXeE.

4.2. MoTeHUKnanbHble notTpedbutenn Mu

YCTPOINCTBO NpeAHasHa4YeHOo ANS UCMO/b30BaHWUA MESUUMHCKUM PaboTHUKOM,

npoweswmm MNoAroToBKY Y WMELWMM ONbIT MPOBeLeHNs ornepauuii ¢

MCMofb30BaHWEM 3nekTpoxmpyprun. Megadyne pekoMeHAYeT K/IMHUYECKUM

crneyuanucTaM 03HaKOMUTLCA C PaboTON 3NCKTPOXMPYPrUYeCKMX 3NMeKTPOLOB,

0TpabatbiBas UX TEXHWKY Ha COOTBETCTBYHOLMX TKAHEBbIX CUMYNALMSAX, YTOObI

OMpesfenuTb OXMUAaeMble XapaKTePUCTUKIM Pe3KU U Koarynaumu.

4.3. Ycnosug akcnayataunm MU

Mcnosib30BaHUA B yypexxaeHnax

Ycnosusa skcnayartauunm
Temnepartypa, °C OT1 10 80 40
Ot 15480 75

(6e3 KoHAeHcaLum)

Ot 700 go 1060

OTHOCUTENBHAS BAXHOCTb, %

ATMOcepnoe JaBneHue, rfla

MEGAOYNE MEDtcAL PRODUCTS, INC. 11506 South State Street. Ofaoer. UT 84020, USA 1 phone (601) 576-9669 | fax (801) 576-9698 1 -.vw.-., -
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3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

3.1 Indications

Monopolar cutting and coagulation of soft tissues during electrosurgicai

Procedure.

3.2 Contraindications

There are no contraindications for either subject device per the IFU.

3.3 Adverse effects

No side effects were detected after the use of the medical device.

4 INFORMATION ON POTENTIAL USERS OF MD AND
DIRECTIONS FOR USE

4.2 Directions for use
Devices are intended for use in healthcare facilities.
Devices are recommended for use under operation conditions indicated below.
4.3 Potential users of MD
The device is intended to be used by a healthcare professional trained and
experienced in performing surgeries involving the use of electrosurgery.
Megadyne recommends clinicians familiarize themselves with the
performance of the electrosurgicai electrodes by practicing their technigue on
appropriate tissue simulations to determine the anticipated cutting and
coagulation characteristics.
4.4 Use conditions of MD
Table 1- Use conditions of MD
Environmental conditions
Temperature, °C From 10to 40
From 15to 75
(non-condensing)
From 700 to 1060

Relative humidity, %

Barometric pressure, hPa

ilauyrit-corr
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5. ONNCAHWNE OCHOBHbBIX ®YHKUWOHANBbHbBIX QNEMEHTOB
M I
5/1. O6bwee onncaHne PYHKLNOHANbHbLIX 31IEMEHTOB M U
AnekTpof nanapockonuyecknin MegaTIP - 3T0 nanapocKONUYECKUIA 3NEKTPOS
(LE), B KOTOPOM 4acTb M3[eNUs MOXeT MCMo/b30BaTbCA MOBTOPHO, a 4acTb
ABNAETCA U3LEeNMEM OLHOPA30BOro UCMo/b30BaHUA. OJHOPA30BbIA KOMMOHEHT -
3TO HAaKOHEYHWK, KOTOPbIA MMEeT OnpeAeneHHY TFeOMeTPU AN Peskn Uu
Koarynauuu. KoMNoHeHT MHOropasoBoro Ucnonb3oBaHUA - 3T0 paboyas 4vacTb,
obecneumsaroLas Heobxoanmyto aiHy LE 1 KpenneHvue K HOXHOMY Kabento
nnu pepxarento. MHoropasosas pabouyas u4acCTb TakXKe COLEPXWT BHELLHIOK
n30nAuUMIo, KoTopaa 3aliuliaeT OT HeXenaTeflbHbIX TOKOB MPW 3Kcnsyatauuu.
HakoHeuHnkn MegaTips NPUMKPensoT K AUCTaNbHOMY KOHLY paboumx yacTeit
NHAMKATOPa NPOCTbIM, HO HAZEXHbIM COCO60M.
[OucTanbHble  KOHUbI  WITKM(Ta-MHAMKaTopa  MHoropasosoro  MegaTIP
INDICATOR SHAFT nNoOKpbITbl aHTUMNpUrapHsiM MnokpbiTvem u3 MT®I, a
HaKOHEYHWKM  W3rOTOBMEHbl U3  HEepXaBelolwein cTaim  6e3  NOKPbITUSA.
NHavkaTopHble paboune 4acTW cogepXkaT 3anaTeHTOBaHHbIA WHAMKATOPHbIN
C/IOM, KOTOpbIV NO3BONSET ONPeAeNsiTb CPOK CNY>KObI paboyein yacTu.
N3genve B cbope VMeEeT aHaliorMyHy 061acTb MPUMEHEHUS, 4YTO U
CYLLIECTBYIOLLME HA PbIHKE 04HOPa30Bble U MHOrOpa3oBble WTUPTbI-MHANKATOPbI
MegaTIP INDICATOR SHAFT. M3genne B c6ope COBMECTUMO C KaHKNAMU
pasmepomM 5 mm.

5 DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD

5.2 General description of functional elements of M D
The assembled MegaTip and Indicator Shaft is a Resposable Laparoscopic
Electrode (RLE). The RLE is a Laparoscopic Electrode (LE) where part ofthe
product is reusable and part of the product is disposable. The disposable
component is the tip, which has the intended geometry for cutting and
coagulating. The reusable component is the shaft, which provides the
necessary length of the LE and attachment to foot cable or pencil. The
reusable shaft also holds outer insulation that protects from unwanted current
paths during use. The MegaTips attach to the distal end of the Indicator Shafts
in a simple, but secure manner.
The distal ends of the MegaTips are coated with a PTFE non-stick coating.
The Indicator Shafts have a patented indication layer that aids in determining
the shaft's end-of-life.
The assembled device is used in a manner identical to current disposable and
reusable LEs that are on the market. The assembled device is compatible with
a 5 mm cannula.

Puc. 1 BHelwHWin BUA: DneKTpoa nanapockonuyeckuini MegaTIP ¢ J-o6pasHoii pexxylueit vacTbto, 6 wt.\yn. / Fig. 1 MegaTip, J-Hook, Top Assembly, 6 pcs/box;

Puc.2 BHelwHWiA BuA: SneKTpog nanapockonuyecknin MegaTIP ¢ npoBosioYHOM J-06pa3Hoii pexyLueii yacTbto, 6 wt\yn / Fig. 2 MegaTip, J-Wire, Top

Assembly, 6 pcs/box;

MEGAOYNE MEDICAL PRODUCTS. INC. 11506 South State Street, Draper, UT 84020, USA | phone (801)576-9669 i fax (801) 576-9698 1 -vw.v.rTit,.ci,i(,iyn.'OciM
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C MEOADYNE

Puc.3 BHewwHuiA Bua: dnektpog nanapockonuyeckuii MegaTIP ¢ ykopoyeHHOM J-06pa3Hoii pexxyLueid YacTbto, 6 wr\yn / Fig. 3 MegaTip, J-Hook, Modified,
Top Assembly, 6 pcs/box;

Puc.4 BHewHWn BUA: dnekTpog nanapockonumyeckuii MegaTIP ¢ L-06pa3Hoii pexxyLein yacTtoto, 6 wt\yn / Fig. 4 MegaTip, L-Hook, Top Assembly, 6 pcs/box;
MEGADYNE

Puc.5 BHelHWIA BUA: DNeKTpo nanapockonuyecknin MegaTIP ¢ nsorHyTon ne3sneobpasHoit pexxylieid yactbto, 6 wr\yn / Fig. 5 MegaTip, Curved Blade, Top
Assembly, 6 pcs/box;

VECADYNE

Puc.6 BHewwHWin Bua: dnekTpog nanapockonuyecknini MegaTIP ¢ n3orHyToit wnateneobpasHoii pexxylei YacTbto, 6 wt\yn / Fig. 6 MegaTip, Spatula, Top
Assembly, 6 pcs/box;

MECADYNE

Puc.7 BHewwHWA B1g: dnekTpoa nanapockonuyecknin MegaTIP ¢ npoBonoyHol L-06pa3Hoit pexxyluein vyactbto, 6 wt\yn / Fig. 7 MegaTip, L-Wire, Top
Assembly, 6 pcs™ox;

Puc.8 BHelwHWiA BUA: dnekTpog nanapockonuyeckuin MegaTIP ¢ ykopoyeHHoI L-06pa3Hoi pexxyLeid YacTbto, 6 w\yn / Fig. 8 MegaTip, L-Hook, Modified,
Top Assembly, 6 pcs/box;

MECADYNE

Prc.9 BHewWHWiA BUA: INeKTpog nanapockonunyecknini MegaTIP ¢ ykopoyeHHOW NpoBO/IOYHON L-06pa3Hoii pexkyLeit yactbto, 6 wr\yn / Fig. 9 MegaTip, L-
Wire, Modified, Top Assembly, 6 pcs/box;

MCGAOYNE MEOICAt. PRODUCTS, INC. 11506 South State Street. Draper, UT 84020, USA | phone (801) 576-9669 ! fax (801)576-9698 i svww {T.ii.cjfliynt-.corr
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Puc. 10 BHewHwuid Bug: LTugT-nHaMkaTop mHoropasosblii MegaTIP INDICATOR SHAFT co cTtaHgapTHbIM pasbemoM, 32 cm / Fig. 10 INDICATOR SHAFT
Non-Sterile, Pencil, Standard, 32cm;

Puc. 11 BHewHuin Bua; LUTMdT-nHANKaTOp MHOropa3oBblii MegaTIP INDICATOR SHAFT c pa3aBoeHHbIM pasbemom, 32 cm / Fig. 11 INDICATOR SHAFT
Non-Sterile, Split Stem, Standard, 32cm;

Puc.12 BHewHwuid Bug: LUTUGT-nHAMKaTop MHOropasosblii MegaTIP INDICATOR SHAFT co cTtaHfapTHbIM pa3bemom, 38 cm / Fig. 12 INDICATOR SHAFT
Non-Sterile, Pencil, Extended, 38 cm;

Puc.13 BHewHuin Bug: LUTUGT-nHAMKaTop MHoropasosbii MegaTIP INDICATOR SHAFT c pa3aBoeHHbIM pasbemom, 38 cM / Fig. 13 INDICATOR SHAFT
Non-Sterile, Split Stem Extended, 38 cm;

5.2. BO3MOXHOCTbL M MeTOfbl WHTerpauuum c apyrumu meauumHckumu 5.3 The possibility and ways of integrating with other medical devices
n3genuamm

KomnaHus, Megadyne pekoMeHAyeT WCMonb3oBaTh MeauuuHcKoe wsgenve ¢ Megadyne recommends the use of Megadyne electrosurgical electrodes with
reHepaTopoM  a/eKTpoxmpypriuueckum  Megadyne u  npuHagnexHoctamu the Megapower electrosurgical generator and Megadyne accessory devices,

Megadyne (Hanpumep, C [epxaTensmu 3nekTpogoB U BosBpatHbiMK  (i.e. electrosurgical pencils and return electrodes.).
anekTpogamu).

MEGADYNE M6D.CAL PRODUCTS. INC. 11506 South state street, D-apor.UT 84020. USA | p«ONE (801) 576-9669 | fax (801) 576-9698 | .vw.v,rr.i.y.,,j,,u.com
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5.3. TexHnueckune xap aktepuctuku MW / Technical characteristics of MD

Tabnunua 2 - OCHOBHbIe TEXHWYECKME XapaKTEPUCTUKN MEAVNLMCHKOIO U3aenns
Table 2 - The main tec inical characteristics of medical device

HanmeHoBaHMe

1 OnekTpoa
NanapocKOoMMuecKuii
MegaTIP, B BapnaHTax
UCMOJTHEHNS;

1.1 Homep no kartasnory:
0621

1.2 Homep no Karasnory:
0605

1.3 Homep no katasnory:
0621M

1.4 Homep no katanory;
0620

1.5 Homep no Katasory:
0619

Name of MD

1 MegaTip Laparoscopic
electrode, in variations:

1.1 Reference number:
0621

1.2 Reference number:
0605

1.3 Reference number:
062IM

1.4 Reference number:
0620

1.5 Reference number:
0619

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

TexHuueckue xapaktepuctuku / Technical characteristics

[nuHa paboueii vacTu anekTpoga, Mm / Length of the working part of the
electrode, mm

[LnvHa KoHTaKTa anekTpoaa, MM / Length of contact area, mm

MakcrMmanbHoe nofaBaemMoe NUKOBOe HanpshkeHne, KB / RF voltage rating, kV

[nvHa paboueli yactu anekTpoga, mm / Length of the working part of the electrode,
mm

[JvHa KoHTaKTa anekTpoda, MM / Length of contact area, mm

MakcmMmanbHOe NojaBaeMoe NMKOBOe HanpshkeHne, KB / RF voltage rating, kV

[nvHa pabouein yactu anektpoga, Mm / Length of the working part of the electrode,
mm

[nvnHa KoHTakTa anekTpoga, Mm / Length of contact area, mm

MakcumanbHoe nojasaemoe NUMKOBOe HanpskeHue, kKB / RF voltage rating kV

[nvHa pabouelt yactu anektpoga, Mm / Length of the working part of the
electrode, mm

[JivMHa KOHTaKTa 3anekTpoda, MM / Length of contact area, mm

MakcumanbHoe nojaBaeMoe NMKoBoe HanpskeHue, KB / RF voltage rating, kV

[nunHa paboyeli yactu anekTpoda, Mmm / Length of the working part of the
electrode, mm

[nvnHa KoHTakTa anektpoga, mm / Length of contact area, mm

3HayeHue / Value *

3,81
5,6
<5,0
381
5,6
<5,0
2,16
5,6
<5,0
3,81
5,6
<5,0
3.56

5,6
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MakcmmanbHoe nogaBaemoe NMKoBoe HanpshkeHue, KB / RF voltage rating, kV <5,0
1.6 Homep no Karasnory: 1.6 Reference number: [nnHa pabouein vactu anektpoga, mm / Length of the working part of the 356
0618 0618 electrode, mm '
[nnHa KoHTakTa anektpoga, mm / Length of contact area, mm 5,6
MakcumanbHoe nogaBaemMoe NMKoBoe HanpshkeHue, KB / RF voltage rating, kV <5,0
1.7 Homep no Karanory: 1.7 Reference number: [nuHa pabouein vactu anektpoga, mm / Length of the working part of the 381
0600 0600 electrode, mm '
[nuHa koHTakTa anekTpoga, MM / Length of contact area, mm 5,6
MakcumanbHoe nojaBaemoe NUKOBOe HanpsbkeHue, KB / RF voltage rating kV <5,0
1.8 Homep no katanory: 1.8 Reference number: [nvHa pabouein yactu anektpoga, mm / Length of the working part of the electrode, 14
0620M 0620M mm '
[nvHa KoHTakTa anektpoga, MM / Length of contact area, mm 5,6
MakcmMmanbHoe nojaBaemoe NMKOBOe HanpsbkeHue, KB / RF voltage rating, kV <5,0
1.9 Homep no Karasnory: 1.9 Reference number: [nnHa pa6oueit yacTu anekTpoga, MM + MM / Length of the working part of the 114
0600M 0600M electrode, mm = mrh '
[nvHa KoHTaKTa anekTpoda, MM / Length of contact area, mm 5,6
MakcumManbHoe nojaBaeMoe NUKoBoe HanpsxeHue, KB / RF voltage rating, kV <5,0

MpuHagnexHocTun / Accessories

1 WTndT-nHauKaTop 1 MegaTIP Indicalor
MHoropasoBblii MegaTIP  Shaft, in variations:
INDICATOR SHAFT, B

BapmaHTax UCMOJHeHNs:

Olélg(l)-mmep no Karanory: 3_619(|J?eference number: Nvka, v / Length mm 320
[unameTtp, mm / Diameter, mm <5
[nvHa KoHHekTOpa pykosaTku, MM / Handle connector length, mm 19,05

MEGADYNE MEDICAL PRODUCTS. INC. 11506 South State Street. Draper, UT 84020, USA i phone C801)576-9669 | fax (801) 576-9698 | .vww fX'Oadynfi.com
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[OnunHa HakoHeuyHuKa, MM / Tip length, mm

16,76
()16290HSOM6p no Karanory: gézgggference number: [lnnHa, MM/ Length mm 320
[OunameTtp, mm / Diameter, mm <5
[nnHa KoHHekTOpa pykoaTku, Mm / Handle connector length, mm 16,26
[nvHa HakoHeuHuKa, MM / Tip length, mm 16,76
353;; 5Howlep no katanory: 363;§eference number: [lnvHa, MM/ Length mm 380
[OunameTtp, mm / Diameter, mm <5
[OnnHa KoHHekTOpa pykosTku, MM / Handle connector length, mm 19,05
[JnvHa HakoHeyHUKa, MM / Tip length, mm 16,76
éé‘;g'SOMep Mo Karanory: ééz;SRSeference number: [OnuHa, MM/ Length mm 380
OunameTtp, mm / Diameter, mm <5
[nnHa KoHHekTOopa pykoaTku, MM / Handle connector length, mm 16,26
[nnHa HakoHeuyHVKa, Mm / Tip length, mm 16,76

3NeKTpoAbl MOryT BblgepXXunBatb 3 NocnefoBaTeslbHbIX U3rnbéa ¢ NPOTUBOMONOXKHBLIX KOHLOB (90 °/ 180 °/ 180 °) 6e3 pa3pyLlueHuns. DneKTpoabl MOryT ObITb
COrHyTbI NpumepHOo A0 60 ° 6e3 paspyLueHns. / Blade electrodes can withstand 3 consecutive opposing bends (907180°/180°) without breaking. Electrodes can

be bent up to approximately 60° without breaking.

10
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6. MEPEYEHb MATEPVANOB MU

AnekTpog nanapockonuuyecknin MegaTIP un3rotaBnMBaeTcs W3 CregytoLmx
MaTepuaoB: HepXKaBeroLLas CTasib, NOAN3MUPUMNL, PTOPONIACTOBAA KUCNIOTHAS
FPYHTOBKa, (PTOPONAACTOBLIA MOAM(UKATOP, NOAMONEDUH.

LUTnMpT-mHAMKaTOp  MHoropasoBbli  MegaTIP  INDICATOR  SHAFT
W3roTaB/IMBaeTCA U3  C/eAyHLWMX  MaTepuasioB:  Hep)KaBewwas  CTasb,
MoJINONEUH.

7. MHCTPYKUWA no SKCMAYATALNU

AnekTpogbl nanapockonuyeckne MegaTIP pa3paboTaHbl AN UCMOMb30BaHUSA C
MHOropa3oBbIMU UHCTPyMeHTamu. OfHopa3oBble 3nekTpofbl MegaTIP vmetoT
nokpbiTve PTFE (monuteTpadTopaTuieH) AN YMEeHbTEHUS BEpPOATHOCTM
06pa3oBaHMA Harapa, a TakXKe 06/1eryatoT ero yaaneHvie ¢ NMoMOLLbHO BIaXHbIX
MapneBbIX caneTok uam ryoku. LUTndT-nHankKaTop MHoropa3sosbiii MegaTIP
INDICATOR SHAFT umeeT aBa Cnos M30n[UMn - BHELLHWI YepHblli CMoin u
BHY TPEHHWIA XXEeNTbliA CMOi. MosBAEHNE XENTOro CNos yKasblBaeT U fBNsSeTCA
MPU3HaKOM  3aBeplUeHWs Ccpoka Ccnyxbbel. B cobpaHHOM  COCTOAHUU
NnanapocKonuyecKuii anekTpos npefHasHayeH Jilpis obLuero
3IEKTPOXUPYPrUYECKOro npuMeHeHus.

W TndT-nHAnKaTop MHoropasoBbii MegaTIP INDICATOR SHAFT
MoCTaBNAETCA HeCTepuUIM30BaHHbIM, LO/DKEH ObiTb OYWLLEH W CTepuM30BaH
nepes NepebIM M KaXbIM NOCAeAYOLWMM UCNOMb30BAHUEM.

[nsa npucoefmHeHns anekTposa nanapockonuyeckoro MegaTIP K wWtngTy-
nuankaTopy MHoropasosomy MegaTIP INDICATOR SHAFT:

1 Mepep KaxAbIM KCNOMb30BaHWEM NPOBEPANTE WTUPT-UHANKATOP Ha HalMuune
noBpexaeHuit. MNpekpaTnTe UCNONb30BaTb W 3aMeHNUTe LWTU(DT-MHANKATOP, eCnn
CTaHET BUANM XXENTbIA CNOM M301AUMN UAN Bbl 0GHAPYXXMTE ero MNOBPEeXAEHNS.
2. Ybegutecb, 4TO LWTUPT-UHOMKATOP He TMNPUCOEAVMHEH K aKTUBHOMY
060py/10BaHNIO.

1

6. LIST OF MD MATERIALS

MegaTip Laparoscopic electrode are made from following materials: Stainless
Steel, Polyetherimide, PTFE Acid Primer, PTFE Modifier, Polyolefin.
MegaTip Indicator Shaft is made from following materials: Stainless Steel,
Polyolefin.

7. INSTRUCTIONS FOR USE

Disposable MegaTIPs are designed to fit on reusable Indicator Shafts. The
disposable MegaTIPs are coated with PTFE to reduce eschar build-up and aid
in the easy removal of eschar with a damp gauze or sponge. The Indicator
Shaft has two layers of insulation, a black outer layer and a yellow inner layer.
Visibility of the yellow inner layer indicates end of shaft life. When
assembled, the Resposable Laparoscopic Electrode is intended for general
electrosurgical use.

Shafts are supplied non-sterile and must be cleaned and sterilized prior to the
first and subsequent uses.

To attach the MegaTIP to the Indicator Shaft:

1 Inspect the shaft before and after each use for damage. Discard and replace
the shaft if any yellow insulation is visible or other damage is apparent.

2. Ensure the Indicator Shaft is not connected to the active accessory.

3. Attach the disposable MegaTIP to the reusable Indicator Shaft by holding
the gray portion of the tip and rotating clockwise until finger tight and secure.
See Figure 14.

The Indicator Shafts are designed to fit most electrosurgical pencils and other
electrosurgical accessories. Prior to use, ensure the electrode has the proper
compatibility and fit with the accessory.

To place the assembled MegaTIP and
electrosurgical accessory:

1 Ensure the accessory is not connected to the generator.

Indicator Shaft in the

MEOAOYNE MEDICAL PRODUCTS, INC. 11506 South State Street, Draper, UT 84020, USA | phone (801) 576-9669 1FAX (801) S76-9698 1 .vww.mi.-cjcjUuyMt-cori-
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3. MpucoeamHnte ofHOpasoBblil anekTpos MegaTIP K WTUPTY-MHAMKATOPY,
YIEepPXMBas Cepyro 4acTb 3/1EKTPOJA M NOBOpayuBas Mo 4acoBOW CTpenke A0
MJIOTHOMN (hUKcaLuu.

Cwm. puc. 14.

TN ThI-MHAMKATOPLI  pa3paboTaHbl Anf  MPUMEHeHUs C  GOJbLUMHCTBOM
3NEKTPOXMPYPrUYECKUX TEHEepaTopoB N C APYTMMU 3MEKTPOXMPYPrUYeCKUMU

MHCTpyMeHTamu. [eped  MCMoNMb3oBaHWEM  3neKTpofa yb6eamTecb B €ero
Hag/iexalL el COBMECTMMOCTM " COOTBETCTBUM 1CMONb3YeMbIM
MPUHAANEXHOCTAM.

[Ona Bknro4veHns cobpaHHOro afnekTpofa nanapockonumyeckoro MegaTIP u
WwTndTra-nHgmKatopa mHoropasosoro MegaTIP INDICATOR SHAFT B
ANEKTPOXMPYPrNUYECKUIA KOMMEKT:

1 Y6enmTech, UTO MHCTPYMEHT He NPUCOELMHEH K reHepaTopy.

2. BcTaBbTe 3/71eKTPOL B MHCTPYMEHT [0 OTKasa. Y6eauTech, 4TO M301ATOP
HafeXXHOo pasMeLLeH BHYTPU UHCTPYMEHTA.

3. He ncnonb3yiTe 3nekTpod, ecnv n3onatop He OyfeT Hagnexawum obpasom
MOMELLEH BHYTPU UHCTPYMEHTA.

4. HekoTopble 31eKTPOAbl MOCTABASKOTCA C 3aWMTOM KOHTAKTOB. YpfanuTe
3alMUTY KOHTaKTa Mepes Ucrnosib30BaHWEM, eC/iv OHa MPUCYTCTBYeET.

[Ona pasbefuHeHns afnekTpoga nanapockonuyeckoro MegaTIP u wtugTa-
nugunkatopa mHoropasosoro MegaTIP INDICATOR SHAFT:

1 Y6eanTecb, YTO UHCTPYMEHT HEe NMPUCOEAMHEH K FreHepaTopy.

2. Y annte snekTpos 13 MHCTPYMEHTA.

3. YpepxuBaiite WTUHT-MHANKATOP OJHOW PYKO M MOBEPHUTE CEPYHD 4acTb
HaKOHeYHMKa MPOTMB YacoBOW CTPeNikM, Moka OH He OyJeT W3BNeYeH U3
3MeKTpoa.

4. YTUnusunpyiTte ogHopasoBsblii anekTposd MegaTIP fomkHbIM 06pa3om.

5. LUTU(T-MHAMKATOP MOXET MCNOJb30BaTLCA MOBTOPHO. CM. pa3gen “OuncTka
1 CTepuin3auma” Ansg npaBuibHOIO 06CNYXXNBaHNA MHAMKATOPA.

MBGAOYNE MEOICAt PBOOUCTS. INC. 11506 South state Street. Draper, UT 84020, USA i phone (801) 576-9669 1 fax (801) 576-9698 i
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2. Fully insert the electrode into the accessory. Make sure the insulating sleeve
fits securely inside the accessory.

3. Ifthe insulating sleeve does not fit securely inside the accessory, do not use
the electrode.

4. Some electrodes are supplied with a tip protector. If a tip protector is
present, remove prior to use.

To disassemble the MegaTIP and Indicator Shaft:

1 Ensure the accessory is not connected to the generator.

2. Remove the electrode from the accessory.

3. Hold the shaft in one hand and rotate the gray portion of the tip
counterclockwise until the tip releases from the shaft.

4. Properly discard the disposable MegaTIP.

5. Retain the Indicator Shaft for reuse. See Cleaning and Sterilization for
handling of shaft.
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INDICATOR SHAFT MEGATIP

PucyHok 14 - TMpucoeanHeHne 3neKTpoaa nanapockonmyeckoro MegaTIP K wWTugTy-nHaMkatopy mHoropasosomy MegaTIP INDICATOR SHAFT /Figure 14
- Attaching the MegaTIP to the Indicator Shaft
8. SHAYEHWNA CUMBOJIOEi. YKA3AHHbIX HA YINTAKOBKE /INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

Cumson / Symbol 3HayeHne cumBoOsa Symbol meaning
REF Homep no katanory Catalog Number
||_OT| Kop naptum Batch Code
S CpoK rogHocTu Use by date
M | I Mpown3soanTenb Manufacturer
IEC 1REP YMONHOMOHHbIN NPeACTaBNTEN: B Authorized Representative in the European Community*

EBponeiickom coobLuecTee*
CTepun30BaHo C UCNOb30BaHMEM FraMma-
N3NyYeHns

MakcumaibHO LOMYCTUMOe Hanps>KeHne
(ocobble ycnosus)

CooTBeTCcTBME NpoAyKTa TpeGosaHusm no Product compliance with consumer safety, health and environmental
CC 6e3onacHOCTW AN notpebuteneid, meauko- requirements ofthe European Union.*

STERILE R Sterilized using gamma radiation

Vmax < XX KkVp| Voltage Rating (Specific Conditions)

13
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caHWTapHbIM Tpe6oBaHUAM W TpeboBaHUAM
no 6e30nacHoOCTN A1 OKpYXatoLLei cpesbl
Esponelickoro Coto3a.

P I CM. VHCTPYKLVIO MO NPUMEHEHNIO Consult Instructions For Use

He ncnonb3oBatb NOBTOPHO Do not reuse
He cTepunnsosaTb NOBTOPHO Do not resterilize

He vcnonb3oBatb, eCnm ynakoska . .
§ y Do not use if package is damaged

noBpeXxeHa

YKa3blBaeT,  4TO  3MeKTpUYeckoe

3NEeKTPOHHOe o6opynoBaHue (330) He

COLEPXUT TOKCUYHbIX ¥ ONACHbLIX BELLECTB

WM 3MeMEHTOB B KOHLEHTpauum,

npeBbILLaLOLLEN makcumansHo  Indicates that the Electrical and Electronic Product (EEP) does not contain toxic

[ONyCcTUMYI0, a Takxke, uTo faHHblii  and hazardous substances or elements above the maximum concentration values,
O NPOAYKT ABNSETCA akonornyecky and that it is an enviroment-friendly product which can be recycled (People’s

6e30MacHbIM " MPUIoAHbLIM ana  Republic of China symbol for Restriction of Hazardous Substances (RoHS) in

nepepaboTkm (cumBon Kutaiickoii  electrical and electronic products). *

HapopgHoii Pecny6nvmkn ans 0603Ha4eHus

OrpaHNYeHNss  WCMONb30BaHWA  OMacHbIX

Bewecte (KoH3) B anekTpuyeckoMm K

3M1EKTPOHHOM 060pYyA0BaHMK).*

KonnyecTBo eanHML, B yNakoBKe Packaging Unit

14
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lat7 |i

QefepanbHoe  3akoHogatensctso  CLUA
OrpaHvM4YMBaeT MPOLaXy 3TOro YCTPOMCTBA,
Mo3B0JIAA NPOLaBaTh ero To/IbKO Bpayam uiu
no 3akasy Bpaya.*

C” only

XpaHUTb B CyXOM MecTe

XpaHI/ITb BAA/IN OT NICTOYHUKOB Temnna

BnaxHocTb npn yCnoBmnax XpaHeHUs

iS i

Q-50X
n 1
* - ynakKoBka W MapKupoBKa MeAWUWHCKOIo mnmspgenma MO>KET HE coAep>XaThb
OTMEYEHHbIE CUMBONbI. Tak>e MOTyT cogep>KaThbCA
perynupyemMble HalMOHaNbHbLIMW CTaHLapTamu.
9. CPOKTOAHOCTW, CPOK CJ/TYXbBbI
CpoK rogHocT1 MefuWULMHCKOTO M3fenns COCTaBNAeT 5 NeT (3a UCK/IHYeHneM
LLTugpToB-nHanKaTopos MHoropas3obix MegaTIP INDICATOR SHAFT, T.k.
OHW NOCTaBNAKTCA HECTEPUIBbHBIMU UX CPOK FOLHOCTU HEOTPaHWUYEH).

10. POPMA NOCTABKWU
MoTpebuTenbckan

TemnepaTypa Npv yCNoBMsX XpaHeHus

CUMBObI, He

ynakoBKa  3/1eKTPOAOB  COAePXUT 6  u3genuini B
WHAMBUAYANbHbLIX YMaKOBKAaX, a TakKke WHCTPYKUMIO MO MNPUMEHEHMHO
MeAMLMHCKOro n3aenus.

15
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Federal (USA) law restricts this device to sale by or on the order of a physician.*

Keep dry

Keep away from heat

Humidity limitations

Temperature limit

*-packaging and labelling o fmedical devices may not contain noted symbols.
It may also contain symbols that are not regulated by national standards.

9. SHELF LIFE, USE BY DATE

The shelf life of the medical product is 5 years (with the exception of the
MegaTIP Indicator Shafts, they have no specified shelf-life since they are
provided non-sterile).

10. HOW SUPPLIED

The customer package of Megatip contains 6 items in the individual packages,
as well as instruction for the use of a medical device.
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MoTpebuTenbckas ynakoBka MPUHAANEXHOCTEN coaepXkuT 2 u3genvs B

VHAMBMAYANbHbIX YNaKoBKaXx.

11. MEPEYEHDb MATEPMANOB XMNBOTHOIO 7
UEJTOBEYECKOI O NMPONCXOXAEHNA

HenpumeHumo. [laHHOe MeAaMUMHCKOe W3Aenne He COAePXUT MaTepuasbl

YKUBOTHOIO 1 (11M) YeNOBEYECKOTO MPOUCXOXAEHNS.

mnn)

12. NH®OPMAL WA 0 MPOBEAEHHDbIX NCTMBbITAHUAX,
MPOTOKONAX WCNbITAHUN, AHANN3E MONYUYEHHbIX
OAHHBIX

M3penns cooTBeTCTBYHOT TpeboBaHuaM Ebl 180 13485 M3penuna meamuMHCKMe.

CuctemMbl MeHeKMeHTa KadecTBa. TpeboBaHWA ANs Lienei perynmpoBaHus.

MONHbIA CIMCOK NPUMEHNMbIX CTaHAAPTOB AOCTYMEH MO 3anpocy.

13. TPEBOBAHUWA BE3OMACHOCTUN N 3P DPEKTUBHOCTU MU

MpegynpexaeHuns

»  XpaHuTe 3N1eKTPOoAbl B KOHTENHEPE, 3aLLMLLEHHOM OT 3/1eKTPOCTaTUYECKOro
paspsga.

e AKTMBHaf WM Harpetas B npouecce paboTbl paboyas 4acTb 3M1eKTpofa

MOXET CTaTb MpUYMHON noxapa. He paswvelwante eid B6AM3N wam B
HernocpefcTBeHHOM KOHTaKTe C BOCMNJaMEHAKOLWUMKUCA MaTtepuanaMmv u

BeLecTBamu (Hanpuwmep, 3aHaBecsMM, roproummn rasamm,
3HJOTpaxeabHbIMU TPyOKaMu 1 ap.)
*  Xupypruyeckue npoLeaypsl, npegnonararoLyme MPOXOXAeHNe

BbICOKOYACTOTHOr0 TOKa 4epe3 4acTu Tefa C OTHOCUTENbHO MasieHbKOWA
NaoWaabto . NMOMNepeyHoro  CevyeHusi, PeKoOMeHAyeTcs  BbIMOMHATbL C
1CMosib30BaHMEM BMNONAPHON METOLUKN.

e [N [OCTMXEHMS Kenaemoro adpekTa MCNONb3yinTe
BO3MOXHOE 3HayeHne MOLLHOCTW.

Mepbl NPeAoCTOPOXHOCTH

e OnekTpoAbl NpeAHasHayeHbl TOMLKO ANS O4HOPa30BOr0 MCMO/b30BaHMS.
YTunnsnpyiite nx Hagnexawum obpasom. INeKTPoAbl Nanapockonnyeckme

MWHUMaJTIbHO
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The customer package of Indicator shaft contains 2 items in the individual
packages.
11. 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

Devices meet requirements EN I1SO 13485 Medical device - Quality

management system - Requirements for regulatory purposes.

A full list of applicable standards is available upon request.

13. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Warnings

* When not in use, store electrode in an electrically insulated container.

e Cautery tips that are activated or hot from use can cause a fire. Do not
place them near or in contact with flammable material and substances (e.g.
drapes, flammable gases, endotracheal tubes, etc.)

» For surgical procedures where the HF current could flow through parts of
the body having a relatively small cross sectional area (e.g. circumcisions),
the use ofbipolar techniques may be desirable in order to avoid unwanted
tissue damage.

» Use the lowest possible power setting to achieve the desired effect.

Precautions

-'wvv.nH.-gaUy'iocorr
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MegaTIP He nognexar MNOBTOPHOM  cTepuausaumu.  OBTOpPHOE
NCMoMb30BaHWE MOXeT nNpUMBECTM K TpaBMme MauuweHTa BCeACTBUE
HeMCnpaBHOCTU OU3NEKTPUKA.

Mepea ncnonb3oBaHMEM 3M1EKTPOA Nanapockonuueckuii MegaTIP gonkeH
ObITb HAAEXHO 3aKpeneH Ha WTUMT-UHANKATOpe MHOoropasosom MegaTIP
INDICATOR SHAFT. He npucoeanHsinTe BTOpOli pas.

He oTcoeguHsaliTe U He MPUKPENNsAinTe HOBbI 3MEKTPOL BO Bpems
MCMOMb30BaHNA APYroro 3/IeKTpoja nanapockonuyeckoro MegaTIP.

He ncnosb3yinTe MHCTPYMEHTBI UM YCTPOCTBA AN COOPKM UK pa3bopKu
KOMMAeKTa 3nekTpoda nanapockonuyeckoro MegaTIP un  wndra-
nHankaTopa mHoropasosoro MegaTIP INDICATOR SHAFT.

He nepernbaitTe, He paspesaiTe WAM He BUAOU3MEHAITE 3NEKTPOA
nanapockonuyeckuin  MegaTIP unm  WTUPT-UHANKATOP MHOroOpasoBblii
MegaTIP INDICATOR SHAFT.

MoBpexaeHne n3onauMmn (HanpyumMep, Nopesbl, TPewWMHbI, LapanvHbl) 6yayT
3aMeTHbl Ha WTU(MT-UHAMKaTope MHoropasosom MegaTIP INDICATOR
SHAFT, Koraa yepes ero YepHblii CNovi 6yAeT BUAEH XKENTbIi BHYTPEHHWIA
cnoin m3onaumn. Ecnm Ha wTugT-MHAMKaTOpe MHoropasoBom MegaTIP
INDICATOR SHAFT cTan 3amMeTeH XeNTblii BHYTPEHHWI CNOIA, NpekpaTnTe
MCNoMb30BaTb W 3aMeHWTe €ero Ha [ApYroi, HajeXHO W30/MpPOBaHHbIV
LWTUPT-MHAMKATOPP MHOropa3osbli MegaTIP INDICATOR SHAFT.

He ncnonb3ayiite WTUdT-nHAMKaTOP MHOropasosbli MegaTIP INDICATOR
SHAFT B cnyyae ero nospexaeHus.

MpekpaTnTe MCMOMb30BaTh 3NEKTPOA Nanapockonunyeckuini MegaTIP, ecnu
OH MOBPEX[EH.

He wcnonb3yiite rpybyto 4mcTAWYy0 ryokKy wnvm gpyrve abpasvBHble
OUYNCTUTENW AN YaNeHns Harapa. 3T0 MOXeT NOBPeAnTb NokpbiTne PTFE.
[na npaBUNLHOIO UCMOMb30BaHUSA 3/IEKTPOXUPYPr1YecKoro 06opynoBaHus
CM. PYKOBOZCTBO MO 3KCnayatauun, npefocTaBieHHOe U3roTOBUTENEM.

The disposable tip is intended for single use only. Properly discard after
use. Do not resterilize the MegaTIP. Reuse may result in patient injury due
to contamination or dielectric failure.

The MegaTIP must be securely attached to the Indicator Shaft prior to use.
Do not re-apply if detached.

Do not detach and apply new MegaTIPs onto a shaft in use.

Do not use tools or other devices to assemble or disassemble the MegaTIP
and the Indicator Shaft.

Do not bend, cut or modify either the MegaTIP or the Indicator shaft.
Insulation damage (e.g. cuts, nicks, scrapes) will be evident on the
Indicator Shaft when yellow color shows through the black layer of
insulation. Ifyellow is visible on the reusable shaft, discard the electrode,
and replace it with a fully insulated Indicator Shaft.

Discard the electrode if the Indicator Shaft is damaged.

Discard the MegaTIP if damaged.

Do not use a scratch pad or other abrasive cleaner to remove eschar. This
may damage the PTFE coating.

Refer to the generator manufacturer’s operating manual for proper usage
of electrosurgical equipment.

Activate electrodes when in contact, or in close proximity to target tissue
to avoid the possibility of unintended tissue damage.

Electrosurgical cables should be positioned to minimize contact with the
patient and avoid contact with other leads to avoid adversely influencing
the operation of other electronic equipment.
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* BkntovaliTe anekTpofpl TONIbKO BO BPEMS UX HEMOCPeACTBEHHOIO KOHTaKTa
AWM MeCTOHaxOXAeHWs BO6/M3UM OT OnepupyeMol TKaHW, 4ToObl He
MoBpefuTb ee B 4pYrom MecTe.

*  OnekTpoxupypruyeckme Kabenu [O/MKHbI ObITb PACMONOXEHbl Tak, YTO6bI
MWHUMU3NPOBATbL KOHTAKT C MauMeHTOM, APYrMMU MPOBOLHWKAMU U He
MOBPEANTL MHbIE 3/IEKTPUYECKINE MHCTPYMEHTBI.

14. NTH®OPMAULWMA O IEKAPCTBEHHbIX TMPEMAPATAX W (UTN)
®APMALEBTUYECKNX CYBCTAHLUNAX BCOCTABE MU

JTOT pasfen He NPUMEHUM K JaHHbIM U3AENNaM, TakK Kak U3[enuna He copepxkar

NEeKapCTBeHHbIX BELLECTB Y HE UCMOMb3YHTCA B COUETAHUN C NIEKAPCTBEHHbLIMM

BeLecTBamm.

15. OYNCTKA N CTEPNNN3ALNA

3genve ctepunnsyetca MeTOLOM ramMmma-usnyyeHus go yposHs SAL 10, yto

COOTBETCTBYeT  MUWHUMaTbHOMY  TpebyeMOMY  YPOBHIO  CTEpPWUIbHOCTH,

JonycTuMble A03bl A5 CTEPUU3ALUN raMMa-usnydeHunem: ot 25 fo 40 kIp.

LLTMdThI-nHauKaTOpbl  MHOropasosble  MegaTIP  INDICATOR  SHAFT

MOCTaB/IATCA HECTEPU/IbHBIMU U CTEPUNN3YIOTCA Mepes NMPUMEHEHNEM MapoM.

Hwke npeActaBieHbl  CrOCOObI  OYACTKM W CTepuiM3auuyv  LITUAQTOB-
WNHANKATOPOB.

Ounctka LWTUPTOB-UHAMKATOPOB MHoropasoeblx MegaTIP INDICATOR
SHAFT:

1 O6s3atensHo ypanute
yTUAN3NpYiiTe ero.

2. BbINOMHANTE YUCTKY C NOMOLUbIO HEMETAIIMYECKMX LLETOK N (hePMEHTHbIX

YUCTALMX CpeAcTB (Ha OCHOBe npoTeasbl, amwnasbl, iMnasbl TakK, Kak

YKa3aHO B UX MHCTPYKLUUAX). TakKe MOXHO UCMO0/b30BaTh YbTPa3ByKOBbIe

BaHHbI.

TwaTenbHO NPOMOTE B NPOTOYHOM BOAE B TEYEHWNE OLHON MUHYTLI.

4. Tlepef MNOBTOPHbIM WCMONbL30BaHMEM faliTe 3N1eKTpody OCTbITb A0
KOMHaTHOI TeMnepaTypsbl.

aneKTpog nanapockonuuyeckmin  MegaTIP nu

w
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14. INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

This section is not applicable to the product as the devices do not contain

medicinal substances and are not used in combination with medicinal

substances.

15. CLEANING AND STERILIZATION

The product is sterilized by gamma radiation to the SAL 10" level, which

corresponds to the minimum required sterility level, permissible doses for

sterilization by gamma radiation: from 25 to 40 kGy.

MegaTIP Indicator Shafts supplied non-sterile and sterilized before use with

steam. Below are the methods for cleaning and sterilizing Indicator Shafts.

(OR)

Cleaning MegaTIP Indicator Shafts:

1. Ensure the MegaTIP has been removed and discarded.

2. Clean the Indicator Shaft using non-metal brushes and enzymatic
cleaners (Protease, Amylase, Lipase-based per their instructions).
Ultrasonic baths may be used.

Thoroughly rinse in running tap water for one minute.

Allow shaft to cool to room temperature prior to handling or
reprocessing.

5. Sterilize the Indicator Shaft using one of the following methods:

~w
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5. Ctepunuayiite WITU(HTOB-UHANKATOP C MOMOLLbHD OAHOTO U3 CefyHLLMX

Crnoco6oB:
Tabnumua 3 - Cnocobbl cTepuAn3auun WTUPTOB-MHANKATOPOB Table 3 - Methods for sterilizing Indicator Shafts
BapuaHt 1 Variation 1
Limkn Bocxogdwmm  Cycle Grayity-displacement
NMOTOKOM
Ycnosust B 06epTKe Condition Wrapped
TemnepaTypa MuHUMYM Temperature ~ 132° C minimum
132° C
Bpewms 15 MuH. Exposure 15 minutes
Time
Bpems cyLiku 20 MUH. Dry Time 20 minutes
BapuaHTt 2 Variation 2
Livkn Bocxogawmm  Cycle Gravity-displacement
MOTOKOM
Ycnosus Bes o6eptkn Condition Unwrapped
(“chnawwu”-
LKn)
Temnepatypa MuHUMYM Temperature 132° C minimum
132° ¢
Bpewms 10 MYH. Exposure 10 minutes
Time
Bpems cyLuku 20 MUH. Dry Time 20 minutes
BapuaHTt 3 Variation 3
Linkn rnpesakyym Cycle Prevacuum
Ycnosust B 06epTKe Condition Wrapped
VimnynbCbl NpeaBapuTensHON NoAroTOBKM 3 Preconditioni 3
ng Pulses
Temnepatypa MuH1MYM Temperature  132° C minimum
132° C
19
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Bpems 4 MUH. Exposure 4 minutes
Time
Bpems cyLikn 20 MUH. Dry Time 20 minutes
16. TPEBOBAHNA K TEXHWYECKOMY OBCNYXWNBAHNKO W 16.REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR
PEMOHTY M OF MD
O6uime TpeboBaHMS K TEXHUYECKOMY OOCNYXMBaHUIO N PEMOHTY General requirements for technical support and repair of MD

W3penve ofHOKPaTHOIO NpUMeHeHUs, He TpebyeT TeXHUYeckoro o6enyxmsadna  The product, does not require maintenance and is not subject to repair. In case
N He NOAJNIEXWT PeMOHTY. B cnyyae nopuw, m3genve noanexxut ytunmsaumm B of damage, the product must be disposed of in accordance with the

COOTBETCTBUM C TPe6OBaHNAMY 3aKOHOAATENbCTBA B CTPaHe NPUMEHEHNS. requirements of the legislation in the country of application.
17.YCNOBUNA TPAHCMNOPTUPOBKWN N XPAHEHWA 17.CONDITIONS OF TRANSPORTATION AND STORAGE
. XpaHuTb B CyXOM MecTe *  Keepdry
. XpaHuTb BLaNM OT UCTOYHWKOB Tena » Keep away from heat
4 - Transportation and storage conditions:
HavnmeHoBaHMe Jwvana3oH Desisnation Range
Temneparypa, °C Ot 51050 Temperature, °C From 5to 50
OTHOCUTe/IbHAsA BIaXKHOCTb, % Ot 150 95 Relative humidity, % From 15 to 95
ATMOCEPHOE AaBneHue, rfla Ot 700 go 1060 Barometric pressure, hPa From 700 to 1060
18. MOPAAOK N YCNOBUA YTUNUSAUWNWN nnn YHUUTOXEHUNA 18. MD DISPOSAL RULES AND CONDITIONS
M 1

M3pgenus  yTUNU3MPYIOTCA  NevyebHbIM  yupexaeHneM B cooTBeTcTBUM ¢ The products are disposed of by the medical institution in accordance with the
TpeboBaHusmMu CaHlnH 2.1.3684-21. WN3genua nocne uUCTevyeHUs cpoka requirements of SanPiN 2.1.3684-21. Products after the expiration date are
rofHOCTM OTHOCATCA K anugemuonoruyeckn 6esonacHbiM  oTxogam U classified as epidemiologically safe waste and are disposed of as class a waste.
YTUAN3NPYIOTCS KaK 0TX0AbI Knacca A.
19.TAPAHTUNA N PEKNTAMAULWNA 19. WARRANTY

[apaHTWUIAHLIA CPOK XpaHeHWs - W3roTOBWTENb rapaHTUPYeT CoxpaHeHue A storage warranty period - the manufacturer guarantees the preservation of
CTEPUNILHOCTN M3AeNns, a TakXKe ero npurogHocTb Ans ucnonb3osaHus no the sterility of the product and its suitability for the intended use, subject to
Ha3HayeHWIo, NpW YCIOBMM €ro NpasBnIbHOr0 TPaHCMOPTMPOBaHNA N XpaHeHua B the right transportation and storage within the shelf life as indicated on the
TeyeHue BCEro CPOKa rogHOCTMN YKa3saHHOro Ha MapK1POBKE NPOAYKTA. product labelling.

Mpon3BoanTENb He HECeT OTBETCTBEHHOCTW 3a MOBPEXAEHUA WU HeCYaCTHble

cflydau B pe3yfibTaTe HenpaBW/IbHOTO WCMO/b30BaHWSA, OWNOKM NONb30BaTeNs

20
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WM BHELIHMX 4pe3BblyaiHbIX cuTyaumii. Mo Bompocam kadvecTBa npogykumm Manufacturer is not liable for any damage or accidents resulting from

obpalLaiTecb K ynoHOMOYEHHOMY NpeACTaBUTENO NPOMU3BOAUTENS. improper use, human error or external emergencies. Regarding the product

quality, please contact an authorized manufacturer’s representative.

20. HAUMEHOBAHWE U IOPUANYECKWN AAPEC 20. NAME AND LEGAL ADDRESS OF MANUFACTURER AND
nPON3BOAUTENA MN N YMTONTHOMOYEHHOT O AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION
NPEACTABUTENA NMPON3BOANTENA B POCCUN

MANUFACTURER:
MPON3BOAVNTEND: Megadyne Medical Products, Inc., 11506 South State Street, Draper, Utah

MeragaiiH Megukan MpogakTe, WHK., 11506 South Slate Street, Draper, Utah 84020, USA.

84020, USA (CLLA).
AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN

YMNONHOMOYEHHOW MPEACTABWUTENb MPOU3BOAWNTENA B RUSSIA:

POCCUI: Johnson & Johnson LLC,

OO0 «[l0oHCOoH & [IXOHCOH», 121614, r. Mocksa, yn. Kpbinatckas, 4. 17, kopn. 121614, Moscow, Krylatskaya str., 17/2.

2 Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
Ten. +7(495)580-7777, dakc: +7 (495) 580-7878 DL-JNJRUMedical OA@ITS.JNJ.com.
DL-INJRUMedical OA@ITS.JNJ.com. DL-JNJRU-Medical-Regulatorv@ITS.JNJ.com

DL-JNJRU-Medical-Regulatorv@ITS.JNJ.com
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<Jlorotun: «<Meraaaiie» (Megadyne)> Ocnoeano ¢

| 1985 200y

| Mpodeccronan B chepe nexTpoxupypruveckoro obopysopanua®
CoraacoBaHo

<Kpyrnas nevars: HOTAPHYC;
WITAT OTAHO>
<NOANHCAHO> =
<Ilitamn: Yuneam [Uraiinmeny Iaeseru Hecoumm
Horapnyc. wrar Oraiio, [ —
Cpox geiicTaua Moeii IMLCH3NH HCTEKAST
20 anpens 2027 ropa> 1&%
<Haanwucs ot pyku: 19 dexalips 2022 aooa>

«< NOANHCAHO >
TMoanwucs

HuHeTpyknss no npHMeHeHHI0 MEIHUHHCKOr0 H3AeAHSN
OneKTpoA MOHONOIAPHLIH OXHOPa30BHIit K reHepaTopy MeKTpoXspyprudeckoMy Megadyne ¢ NpHHAIVIEXHOCTAMK:
IneKkTpoA nanapockonnyeckuit MegaTIP, B BapHaHTax HCMOMHEHHUS

Crpanvua |
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Mepesos eKCTa BbIMNO/IHEH NepeBoAYMKOM MaxTyHOBbIM AfekceeM Bnagummnposmyem.

Poccuiickaa depepaums
"opog MockBa
[BajuaThb LLECTOro fekabps ABe TbiCAYM [BajLaTh BTOPOro roga

A, Bepemuii KOnusa MropesHa, BpeMeHHO MCMOHAOWas 0653aHHOCTM HOTapuyca ropoga Mockebl Kopcnk
Mapurn AnekcaHApOBHbI, CBUAETENLCTBYH NOAJIMHHOCTL NOAMNMUCK NepeBofUunKa MNaxTtyHoBa Anekces
Bnagummposnya.

Mognuck caenada B MOeM NPUCYTCTBUAN.A

JInyHocTb NognucasLUero JOKYMEHT YC7 LLIOB/IEHa.

3aperuncTpupoBaHo B peectpe: No 77/2” 39-H/77-2022-

YnnayeHo 3a coBepLUeHne oro geicteus: 400 py6. 00 kon.

tO.N. Bepemuii

Bcero npolwHypoBaHo, NPoHYMepoBaHO
t0 22 nucT(aXoB)
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