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INSTRUCTION FOR USE
MEONUMNHCKOIO U3OENNA

OF THE MEDICAL DEVICE

AneKTpoabl BO3BPATHbIE 3NEKTPOXMPYPrYECcKme, MHOrOpa3oBoro
MCNOMb30BaHNS C NPUHAAIEXXHOCTAMMU:
3AnekTpog Bo3sparHblii Mega 2000; 3nekTpoa Bo3BpaTHbIii Mega 2000,
obpasell;

Reusable Electrosurgical Return Electrodes, with accessories:
Mega 2000 Pad Top Assy; Mega 2000 Pad Top Assy (sample);
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Russian text English text
1. HAMMEHOBAHUWE MEAVNLUMHCKOIO N3AENNA (MWN) 1. MEDICAL DEVICE (MD) NAME
1 3JnekTpoApl  BO3BpaTHble  3NEKTPOXMPYPrUYeckne,  MHOroOpasoBOro 1 Electrosurgical return electrodes, reusable, in variations:
MCNONb30BaHNA B BapuaHTax UCMONHEHUS: 1.1. Mega 2000 Pad Top Assy, included:
1.1. 3nekTpos Bo3BpaTHbIA Mega 2000, B cocTase: 1.1.1. Mega 2000 Pad Top Assy;
1.1.1. OnekTpog Bo3BpaTHbIi Mega 2000, 1 wT./yn. 1.1.2. Pad cable;

1.1.3. Instruction for use;
1.1.4. Warranty;,
1.2. Mega 2000 Pad Top Assy (sample), included:

1.1.2. Kabenb coefuHUTENbHbIA, 1 wWwT./yn.
1.1.3. WHCTpyKuMa no npuMeHeHuto, 1wt./yn.

1.1.4. TapaHTUs  MOA/IMHHOCTM  Ha A3blke opurnHane  (nNpu 1.2.1. Mega 2000 Pad Top Assy (sample):
HeobxoaumocTu), 1wT./yn. 1.2.2. Pad cable: '
1.2. OnekTpoy Bo3BpaTHbIi Mega 2000, obpaseLl, B cocTase: 1.2.3. Instruction for use;
1.2.1. 9OnekTpog Bo3BpaTHbIN Mega 2000, o6pasew, 1wT./yn. 1.2.4. Warranty;

1.2.2. Kabenb coefnHUTENbHbIN, 1 wWT./yn.

1.2.3. VIHCTpyKUMA NO NpUMeHeHuto, 1wT./yn.

1.2.4. TapaHTUA  MOAJIMHHOCTM  HA  A3blke  opurnHane  (nNpu
Heob6xogmmocTn), 1wT./yn.

Tabnuua 1 Homepa no Katanory BapuMHAaTOB UCMNOMHEHUA MeauumnHeKoro ngenusa / Table 1—Reference numbers of MD variations
[Haumenosanne M, mogenu nnu

BapuaHTbl ucnonHenns MA.n " |
1, SnekTpogbl Bo3BpaTHbIE 3NEKTPOXMPYPIUUCKKME, MHOTOPA30BOr0 CMONb30BAHUS B BapuaHTax ucnonHenus: /  f y,. A

MD name, models or variations of MD f A Homep no katanoly / Reference number

Electrosurgical return electrodes, reusable, in‘variations: n n f m
1.1. 3nekTtpop Bo3BpaTHbI Mega 2000 1.1. Mega 2000 Pad Top Assy; 0800
1.2. 3nekTtpog BO3BpaTHbIn Mega 2000,
o6pasel 1.2. Mega 2000 Pad Top Assy (sample); 0800S
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1. HABHAYEHME MEJULIHUHCKOI'O U3AEJIUSA H NTPHHLIMUIIBI
JEHCTBHUA

1.1. Ha3zHa4yeHHe MEAHUHHCKOrO H3AEIHA

JlaHHO€E yCTPOHCTBO MpeAHa3HAa4YEHO JUIA Nepeaadyl SHEPTHH OT LEeNeBOH TKAHH

nauHeHTa obpaTHO K ORHOH WM ABYM 3JIEKTPOXMPYPIHYECKMM YCTAHOBKaM

(electrosurgical units, ESU) unu reneparopam.

2. INTENDED USE AND PRINCIPLE OF OPERATION

2.1. Intended use of medical device

The intended use of this device is to conduct monopolar electrosurgical energy
from target tissue of a patient back to one or two electrosurgical units (ESU), or
generators.

2.2 IIpunuunsi aeHcTBHSA

AnekTpoabl BO3BpaTHbIE 3NEKTPOXHUPYPrUYECKHeE, MHOropa3oBoro
MCMOJIL30BAHUS MPEAHA3HAYEHBI I MPUMEHEHHS B KayecTBe BO3BPATHBIX
anekTponoB 6e3 cuctemel REM (cucTeMbl KOHTPONS BO3BPAaTHOTO 3/IEKTPOAA)
H pa3pabGoTaHHBIX VI €EMKOCTHOIO COEJMHEHHS C MALUEHTOM, B OTJIMYHME OT
BO3BPATHBIX JEKTPOJOB OT CTOPOHHHX KOMMaHHH, KOTOpbie HaXOAATCA B
HEMOCPEACTBEHHOM KOHTaKTe ¢ KOxXeil maumeHta. Tok, MoAaBaeMslii
reHEpaTOpOM, OrpaHHYeH EAHHWYHON MIOWAAbI0 E€MKOCTHOH IUIaCTHHBEI,
YCTaHOBJICHHOH MEXIYy NaLMEHTOM W HAKIaaKoW anekrpoaa. BepxHuit cnoit
BO3BPaTHOrO 3/€KTpoAa Obln pa3paGoTaH ¢ MCMONBL30BAHMEM MAaTEPHAJIOB,
KOTOpbi€ MMEIOT HH3KYIO EMKOCTb Ha €AWHHULY MIOLIAAH, 3 3TO O3HAYAET, YTO
I1s  nojavd TaKoro Xe KONMHYeCTBAa TOKa, KaKk M C OAHOPa3OBBIMH
npoknajaxamu, Tpebyerca Oonbwas niomaab KOHTakTa. Bepxuuit cnoit
OrpaHHYMBaEeT Nojavyy ToKa 0 Ge3onacHbIX YpoBHei, 0COOEHHO Koraa Mexay
CJI0EM H MALMEHTOM clabblii KOHTAKT.

2.2. Principle of operations

The Reusable Electrosurgical Return Electrodes are intended to be used as a non-
REM (return electrode monitoring) return electrode that is designed to be
capacitively coupled with the patient, unlike competitors’ return electrodes which
are in direct contact with the patient’s skin. The current delivered by the generator
is limited by the unit area of the capacitive plate as established by the patient and
the pad overlap. The Reusable Return Electrode pads have been designed using
materials that have a low capacitance per area, meaning that a larger contact area
is required to deliver the same amount of current as with the disposable pads.
The pad limits the current flow to safe levels, particularly when there is little
contact between the pad and the patient.

2. IIOKA3AHHUS H IIPOTHBOIIOKA3ZAHHUS K NNPUMEHEHHIO
MH U BO3MOXHBIE IIOBOYHBIE YOOEKTHI

2.1. INoka3anus

JlaHHOe yCcTpOICTBO NpeaHa3HaueHO Ul NIEPEAAYH SHEPTHH OT LENEBO TKaAHH

nauueHTa o6paTHO K dNEKTPOXHPYprudeckoii yeraHoeke (electrosurgical units,

ESU) nnu redeparopy.

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

3.1. Indications
The intended use of this device is to conduct monopolar electrosurgical energy
from target tissue of a patient back to an electrosurgical unit (ESU), or generator.

2.2. IIpoTuBONOKa3aHHA
[IpoTHBOMOKa3aHHs K NPUMEHEHHIO MEAUUMHCKOTO W3JE/IUs HE BbIABICHDI.

3.2. Contraindications
Contraindications to the use of the medical device were not identified.

2.3. ITob6ounsbie 3¢pdexTnl
[Mobounsie >¢pdexTsl MOCNe NPUMEHEHHA MEAMUMHCKOTO M3IENUS He
BbIAABJIEHEI.

3.3. Adverse effects
No adverse effects were detected after using the medical device.
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3. MH®OPMALNA O MOTEHLUWMANBHBLIX MOTPEBUTENAX MU
N YKA3SAHWA T1O NCIOJ/Ib3OBAHWIO

3/1. ¥YKa3aHus no ucnosib3oBaHWIo

N3penua npegHasHavyeHol  Ang

3paBOOXpaHeHUs.

N3nenns pekomeHgyeTcs MCNOAb30BATh MPW YCNOBUAX, YKa3aHHbIX B HUXE.

3.2. ToTeHUmManbHble noTpebutenn M

K akcnnyatayum 3Toro yCTPONCTBA AO/MKHbI AO0NYCKAaTbCA TOMbKO Bpauu,

3HAKOMbIe C 3N1eKTPOXMPYPrUYECKUM LeACTBMEM Ha ONePUPYEMbIX NaLMeHTOB.

ncnosb3oBaHUA B yypexaeHnax

3.3. Ycnosua skcnnyatauun MU

A YcnoBuA skenayaTtaumm
Temnepatypa, °C Ot 10 po 40
Ot 15030 75
(6e3 KOHAEHCcaL M)
Ot 700 go 1060

OTHOCUTEeNbHasa BNaXXHOCTb, %

ATmochepHOe gaBneHue, rfa

4. INFORMATION ON
DIRECTIONS FOR USE

POTENTIAL USERS OF MD AND

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

Only physicians familiar with electrosurgical effects on surgical patients should
operate this device.

4.3. Use conditions of MD
Table 2. Use conditions of MD
Environmental conditions”
Temperature, °C From 10 to 40
From 15to 75
(non-condensing)
From 700 to 1060

Relative humidity, %

Barometric pressure, hPa
MD

4.1. ObLee onncaHne PyHKUMOHaNbHbIX 3anemeHToB MW / General description of functional elements of MD

3nekTpoy Bo3BpaTHbIN Mega 2000
3nekTpoy Bo3BpaTHbIN Mega 2000 npumMeHsieTcs 415 NauMeHToB, BECOM

6onee 25 (pyHTOB (11,3 KI).
4.2. BO3MOXHOCTb W MeTOAbl WHTerpauuMm ¢ gpyrumuv MeguuMHCKUMU
n3aennsamn

KomnaHusa Megadyne pekOMeHAyeT UCMO0/b30BaTb BO3BPATHbLIE 3/IEKTPOLbI C
3NEKTPOXMPYPruyecknm reHepatopom MegaPower, reHepatopoMm Ethicon
Megadyne © [ONONHWUTENbHbIMK YyCTpolicTBaMu Megadyne (Hanpumep,
anekTpogamun v gepxatenavmu E-Z CLEAN)

4.3. TexHnueckune xapaktepuctukn MW / Technical characteristics of MD

Tabnuua 3 - OCHOBHbIE TEXHUYECKME XapPaKTEPUCTUKN MeAULMCHKOTO U3Aenns

Table 3 - The main technical characteristics of medical device

HavmeHoBaHme™! Name of MD

Mega 2000 Pad Top Assy
Mega 2000 Pad function with the patient population over 25 Ibs. (11.3 kg).

5.2. The possibility and ways of integrating with other medical devices
Megadyne recommends the use of return electrodes with the Megapower
electrosurgical generator, Ethicon Megadyne electrosurgical generator and
Megadyne accessory devices, (i.e. E-Z CLEAN electrodes and pencils.)

TexHUYeCKMe XapaKTePUCTUKN
/ Technical characteristics

3HaueHune / Value *

1 OnekTpofbl BO3BpaTHbIE 3/1EKTPOXUPYPrUYecKme, MHOropasoBoro UCrnonb30BaHNA B BapuaHTax UCMONHEHNS:
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1. Electrosurgical return electrodes, reusable, in variations:

1.1 SneKkTpop Bo3BpaTHbIii Mega 2000;  1.1. Mega 2000 Pad Top Assy;

1.2. OnekTpog Bo3BpaTHbI Mega 2000, 1.2. Mega 2000 Pad Top Assy (sample);
obpasel,

HoMmuHanbHoe HanpsxxeHue, KB
nuk / Rated voltage, kVp
[unana3oH vactoT, Ky /

Frequency range, kHz

<55
300 - 1000

5. MEPEYEHb MATEPVMANIOB MW/ LIST OF MD MATERIALS

AnekTpos Bo3BpaTHbIi Mega 2000 n SnekTpof Bo3BpaTHbIi Mega 2000 Pad Top Assy and Mega 2000 Pad Top Assy (sample) are made from following

Mega 2000, o6paseu um3roTaBAMBaroTca u3  cnegywowmx materials: PVC Gray; ABS Gray;

maTepuanos: MNMBX (nonusuHunxnopua) (cepbiin); ABC-nnactuk  Urethane Gray; Brass Alloy; Thermoplastic Polyurethane Film;

(cepbiin); YpetaH (cepbiit); MegHbili cnnaB; TepmonnactuyHas Brass; Nickel/Copper Taffeta Fabric; Polyurethane;

nonuypetaHoeas nneHka, Megb; Hukenb / MegHad Tadrta; Beryllium.

MonuypetaH; bepunnuesas mefp.

6. MHCTPYKLWNA NO SKCIMNYATAUNN / INSTRUCTIONS FOR USE

YcTaHOBKa BO3BPaTHOI0 3/1eKTpoja Installing the Patient Return Electrode

1 OcmoTpuTe  BO3BpaTHbIA  3nekTpod  Ha  npeamer 1 Inspect the Patient Return Electrode for damage to the outer skin, cable(s), or connector(s)
NOBPEXAEHNI Hapy>XHOI 060/104KK, Kabens (Kabenei) Unm (e.g. holes, tears, peeling, damaged insulation). Replace the Patient Return Electrode or
pasbema (pa3bemoB) (Hanpumep, OTBEPCTWUIA, pPa3pblBOB, cable(s) before using if electrical components or cable insulation are damaged or if the
paccnoeHuns, MOBpeXAeHwid  usonaumm). B cnydae month of expiration is reached. Properly discard after use per institution’s policy for

NOBPEXAEHNA N30NALNN 3NEKTPUYECKMX KOMIMOHEHTOB WK
Kabenen, a TakXKe eCc/iM HacTynua Mecsil, OKOHYaHUS cpoka
aKcnnyatauum, 3ameHWTe BO3BPATHbLIA 3NEKTPOL WM
Kabenb (kabenu) [0 Havana akcnnyatauuu. [ocne
MCMONb30BaHMS YTUAU3MPYITE Hagnexawum o6pa3om B
COOTBETCTBUM C MOSIMTUKON YUpexaeHWs Mo yTuansauum
OMOMeANLMHCKNX OTXOLOB.

MomecTnTe BO3BPATHbLIV 31€KTPOA B 3aLMTHbIA Y4exon.
MoaBepHUTE OTKPbITbIA Kpail 3alMTHOrO 4exna noj
BO3BPATHbIV 3M1EKTPOL,.

MomecTuUTe BO3BPATHbIA 3MEKTPOA Ha OMepaLyoHHYH

disposal of biomedical waste.

Place the Patient Return Electrode into the Sheath

Fold the Sheath opening under the Patient Return Electrode.

Place the Patient Return Electrode on the operating surface, either side up. Do not place the
Patient Return Electrode directly onto a metal surface. The Patient Return Electrode may
be placed over positioning devices and frames.

Position the patient directly on the Patient Return Electrode to maximize patient contact
area. The Patient Return Electrode should not be used on top of the patient. Make sure the
electrode remains smooth and prevent wrinkles or folding of electrode under patient.

If the Patient Return Electrode requires repositioning under the patient, please use care to
not cause undue stress or stretching which may result in splitting or damage of the electrode.

noBepxHOCTb NOGOW cTopoHoi BBepx. He knagute 7. Do not place excessive amounts of linens or other materials between the patient and the
BO3BpaTHblIl 3NEKTPOL, HenocpeACTBEHHO Ha Patient Return Electrode. The use of excessive material between the patient and the
MeTa/I/INYEeCKy0 MOBEPXHOCTb. Bo03BpaTHbI  31eKTpos, electrode assembly may result in a diminished electrosurgical effect. A sheet and draw sheet
MOXHO pasMecTuTb Hag MO3ULMOHVPY MMM may be placed over the Patient Return Electrode; however, this reduces the shear relieving

YyCTPOCTBaMU UAN paMaMMm.
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and free of wrinkles or folds.




Pacnonoxnte MalMeHTa HeMOCPeACTBEHHO HA BO3BPAaTHOM
3NeKTpoje  TakMM  0bpasom, ytobbl  0becrneyunTb
MaKCUMa/ibHyH0 TMJOWaAb KOHTaKTa C nauueHTom. He
KnaguTe BO3BpaTHbIA 3MEKTPOA Ha NauueHTa CBepxy.
O6s3aTenlbHO pasrnafgbTe 3N1eKTPoS W He JonyckaiiTe
06pa3oBaHnA MeNKnX Uan KPYMHbIX CKAA0K 3/1eKTPOAa Noj
nalmeHToM.

Ecnn notpebyetcd WM3MEHUTb MOJIOXKEHWE BO3BPATHOrO
anekTpoda MNOA NauMeHTOM, MoXanyiicta, cobnwogaite
OCTOPOXHOCTb BO M36exaHue 4Ype3MepHOro HanpsxeHus
WA pacTsXXeHWs,  KOTOPOe  MOXET  NpuBecTM K
paccnavBaHuio UK MOBPEXAEHNIO 3N1EKTPOa.

He nomewante Mexay nayuMeHTOM W BO3BPAaTHbIM
3/1eKTPOLOM C/IMLLUKOM MHOr0 MNPOCTbIHEA WAM  ApYrux
maTepunanos. Hannume  uypes3mepHoro KonnyecTsa
maTepuana Mexgy naumeHTOM W 31eKTPOAOM  MOXeT
MPUBECTU K CHVDKEHWNIO 3/IEKTPOXUPYPTUYECKOro apdeKTa.
Ha 3nekTpog MOXKHO MOMIOXUTb NMPOCTbIHb WA NOACTUIIKY,
0L HaKO 3TO CHMXKAeT XapaKTepUCTUKN CHATUS HanpsKeHWs
casura. py MCnofb30BaHMM MPOCTbIHUM €€ HeobXxoaumo
cBOOOAHO MOJSIOXKMTbL Ha 3nekTpoh. OHa He A0/MKHA ObiTb
HaKpaxMasieHHOM ¥ He fO/KHA UMETb 3arnboB N CKNafoKk.
[na ycTaHOBKM BO3BPATHOrO 3/IEKTPOLA BCTaBbTe Kabenb
coefuHUTeNbHbIA (HoMepa no Katanory: M2KO01, M2KO02,
M2KO03, M2K04, M2K05, M2K06, M2K08 nnn M2K09),
COOTBETCTBYHOLLMIA NCrosib3yeMomy reHeparopy.
MpocneanTte 3a Tem, 4TO6bI Kabenb He pacnonarancs Hafg
nauMeHTOM 1 TaMm, rae OH MOXKET NOBPEeAUTLCS.

Ecnun reHepatop no3sosifeT BbiOpaTb OLHY MAACTUHY WK
[Be NAacTuHbl, BbibepuTe ONuUMKO C O4HOM NnacTMHOW. B
C/lyyae NpaBWIbHOIO MOAK/OYEHUS Kabens WHAMKaTop Ha
reHepatope CMEHMT LBET C KpPacHOro Ha 3eneHbli WM
nmoracHeT, B 3aBWCMMOCTW OT MOJenn reHepatopa. Ecnm
COCTOAHME uHAMKaTopa He wuameHutcd, NMPOLAOJIKATDL
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8.

10.

To install the Patient Return Electrode, insert the correct cable connector (reference
numbers: M2K01, M2K02, M2K03, M2K04, M2K05, M2K06, M2K08 or M2K09) for the
generator being used. Ensure cable is not located under patient or where it could be
damaged.

If the generator allows for a single or dual plate selection, select the single plate option. If
the cable is installed correctly, the generator light will change from red to either no light or
a green light depending on the model of generator. If the light does not change, DO NOT
PROCEED. Contact your Megadyne customer service representative.

To install the Patient Return Electrode in a contact quality monitoring (CQM) dedicated
generator, insert the blue cable connector (reference numbers: M2K08 or M2KQ09) end into
the patient return electrode receptacle on the generator. The CQM light should go green,
indicating that the electrode has been recognized by the generator and allowing for the use
of electrosurgery. Ifthe CQM light of the generator does not illuminate after connecting the
electrode to the generator, DO NOT PROCEED. Contact your Megadyne customer service
representative. Note: The Patient Return Electrode utilizes current limiting technology
which has been determined to be safer than the contact quality monitoring system regarding
pad site burns.



HE/Nb34A. CBAXMUTeCH c npeLcTaBuTenem oTaena
o6cnyxunsaHns knueHtos komnawun Megadyne.

10. YTo06bI NOAKMUYNTb BO3BpaTHbIN ANEKTpOS K
creunanbHoOMy  reHepatopy [N KOHTPONAA — KayecTsa
KOHTakTa (contact quality monitoring, CQM), BCTaBbTe
KOHeL, CUHero kabens ¢ pasbeMoM (HOMepa MO KaTanory:
M2K08  wmm M2K09) B  rHe3go  reHepatopa,
npegHa3HauyeHHoe 4514 BO3BPaTHOro anekTpoda. HaMKaTop
CQM pomkeH cTaTb 3€MeHblM, YKasbliBag Ha TO, 4TO
3NeKTPOS pacrno3HaH TreHepatopoM U BbINO/HEHMWE
3NEKTPOXMPYPrMYECKOn mpoueaypbl  paspewweHo. Ecnu
nHgunkatop CQM reHepaTopa He BK/IKOYUTCA MoOCne
NoAKNHOYEHNA anekTposa K reHeparopy, TO
MPOAOCJ/DKATDL HEMb3A. CeaXntecb C npeactaBuUTeNiem
oThena 06Cny>XuMBaHWUA KIMEHTOB KOoMMaHun Megadyne.
lMpumeyaHue. B KOHCTPYKLMU BO3BPATHOrO 3/1eKTpoja
NPUMEHSAETCA  TeXHONMOrMA  orpaHuyeHns Toka. Kak
nokasana  npakTuka, OHa  0esonacHee  CUCTeMbl
MOHUTOPUHIA KayecTBa KOHTAKTa C TOYKW 3peHUs pucka
0XX0ra B MecTe Ha/IOXKeHNs 3NeKTpoja.

OTcoeanHeHNe BO3BPATHOIO 3/1eKTpoAa To disassemble the Patient Return Electrode
1 TlepeBeauTe BbIKMKOYaTENb TreHepaTopa B nonoxeHue 1. Turn the generator to the “OFF” position, or “STANDBY™ position.
«OFF» (Bblkn.) uin «STANDBY» (pexxum 0XugaHus). 2. Disconnect the cable from the generator by unplugging it. Store the cables when not in use
2. OTknounTte Kabenb OT reHepatopa, OTCOEAMHMB pPasbeM. to prevent a tripping hazard or damage to the cables.
UTo6bl WUCKMYMTBL Yrpo3y cnoTbikaHus 06 kabenb mnm 3. The electrode should be stored either on the operating room table or in an area away from
noBpexaeHus Kabenei, nocnefHne cneayeT youpatb, Koraa heavy or sharp objects when not in use.

OHM He UCMOMb3YHTCS.
3. ECnn 3neKTpoA He WCMOMb3yeTcs, TO ero crefyeT XpaHUTb
Ha CTO/le B OMEPALMOHHON WM B MeCTe, TAe HET TSXKeNbIX
WK OCTPbIX NPeaMeToB.

Moporpes 1 oxnaxaeHue Heating and Cooling
1 lMauymeHTa MOXHO pa3MecTUTb Ha npeaBapuTenbHo 1 The patient may be placed on a pre-warmed Patient Return Electrode in order to minimize
nogorpeToM BO3BPAaTHOM 3MIEKTPOAE, 4TOObI CBECTU K patient heat loss. The Patient Return Electrode may be pre-warmed by placing it under or
MUHUMYMY MOTeplo Tenmna Tefa MnauueHTta. YToObl over a patient warming device. The Patient Return Electrode is NOT intended to be used in
NoJorpeTb BO3BPATHbIA 3NEKTPOA, MOXHO MONOXUTb €ro place of a patient warming device.
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NOA YCTPOIACTBO 0BOrpeBa MaumMeHTa WM Ha  HEro. 2. Follow patient warming deyice manufacturer’s instructions for use to preyent patient

Bo3gpaTHblii  anekTpog  HE  npefHasHayeH — Ans hyperthermia or thermal insult.
NCMONb30BaHMA B KayecTBe  ycTpoiicTBa 06orpesa
nauneHTa.

2. UT06bl He [ONYCTUTb TUMEPTEPMUN WU TEPMUYECKOWA
TpaBMbl NauueHTa, cnegyimTe NpefoCTaBNeHHON 3aBOAOM-
M3roTOBUTENEM MHCTPYKLUMM MO 3KCMayaTauumn ycTponcTea
o6oroeBa naymeHTa.
7. BHAYEHNA CMMBO0OB, YKA3AHHbIX HA YNMAKOBKE / INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

Ta6nuna 4 3Ha4YeHWUs CMMBOJIOB, YKa3aHHbIX Ha ynakoBke / Table 4 - Interpretation of symbols used on the package
Cumson / Symbol «3HayeHne cMMBONa ‘ -, N Symbol meaning [

Mi I MpounssoguTens Manufacturer

YNONHOMOYEHHbIA  npefcTaBuTens B EBponeickom

Authorized Representatiye in the European Community*
EC REP coobLecTee*
REF Homep no karanory Catalog Number
tot] Kog naptum Lot Number

2 VMcnonb3oBatb [0 Use By Date

Serial Number CepuiiHblii Homep
Vimax A XX Kvp MakcumanbHO  JonycTMMoe — HanpsbkeHue  (ocobble Voltage Rating (Specific Conditions)
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BnaXKHOCTb MpW YCNOBUSIX XPaHEHWS
TemnepaTypa Npu YCNOBUSAX XpaHeHUs

EAMHML, B yNaKOBKe

CooTBeTCcTBME MNpoAyKTa TpeboBaHMAM MO 6Ge30nacHoOCTH
Ana notpebutenein, MeanKo-caHUTapHbIM TPebOBaHWUAM W
Tpe6oBaHUAM M0 6e30MacHOCTU ANA OKpYXXatoLlel cpegbl
EBponeiickoro Coto3a.*

BHumaHune! ®depepancHbiM 3akoHoMm CLUA npogaxka 3Toro
YyCTpPONCTBa  paspelleHa TOMbKO  INLEH3MPOBAHHOMY
NPaKTUKYLWeMy MeapaboTHUKY WK MO ero 3akasy.--------

Cm. MHCTPYKLMIO NO NPUMEHEHMIO

YKa3blBaeT Ha TO, UTO 3N1EKTPUYECKOE W 3NeKTPOHHOE
nigenne (O3U) COLEPXKUT TOKCUYHbIE U  OMacHbIe
BewlecTBa WM 3/IEMEHTHI B KOHL,eHTpaumsXx,
MPEeBbILLIAKLWMX MaKCUMabHble 3HauyeHus. Has3BaHus u
CoAepXaHne TOKCUYHbIX W OMAacHbIX BELLECTB WK
3/IEMEHTOB YKa3aHbl B PYKOBOACTBE MO 3KCM/yaTauum
U3LeNnA Ha KATaCKOM a3blke. Yncno «10» B 0603Ha4eHNUM
OTHOCWTCA K CPOKY 6€30MacHOro A1 OKpyXXatoLLlein cpepl
1CMNOMb30BaHNSA; NOCNe UCTeYeHUs cpoka 6e30MacHoro ans
OKPY>KaloLLein cpefpl WUCMOMb30BAHUA OHWU [OXKHbI 6bITb
nMoMeLleHbl B CcUCTEMY  yTunmsaumm  (0603HaYeHue,
npuHatoe B Kutaiickolr HapogHoii Pecny6nuke ans
orpaHuyYeHns cofepxxaHus onacHbix BewecTB (RoHS) B
ANEKTPUYECKNX U 3NEKTPOHHBIX U3aenmsx).*
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Humidity under storage conditions
Temperature under storage conditions
Packaging Unit

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

Caution: Federal (USA) law restricts this device to sale by or on the order of
a Licensed Healthcare Practitioner.*

Consult Instructions For Use

Indicates that the Electrical and Electronic Product (EEP) contains toxic and
hazardous substances or elements over the defined maximum concentration
values. The names and content of the toxic and hazardous substances or
elements shall be provided in the Chinese product instruction manual. The
number “10” in the symbol refers to the enviroment-friendly use period; after
their environment-friendly use period expires, they shall be put into the
recycling system (People’s Republic of China symbol for Restriction of
Hazardous Substances (RoHS) in electrical and electronic products).



YKasblBaeT Ha TO, YTO 3/IeKTPUYECKOE U 3/IEKTPOHHOE

nsgenne (33MN) copepXXUT TOKCUYHbIE W OMacHble
BellecTBa nnn 3/1IEMEHTHI B KOHLeHTpaumsx,
MPeBbIWAKLWNX MaKCUMalibHble 3HayeHWsd. HasBaHuA W

COAepXXaHMe TOKCUMYHbIX W OMaCHbIX BELIECTB UK
3/IEMEHTOB YyKasaHbl B PYKOBOACTBE MO 3KCMyaTauum
M34enns Ha KUTanckom fAsbike. Uncno «10» B 0603HaYeHUN
o OTHOCUTCS K CPOKY 6€30MacHOro A1s OKpy>KaroLlein cpefbl
MCNONb30BaHMS; NOC/e UCTEYEHUS CpoKa 6e3onacHoro ans
OKpY>XatoLel cpefbl MCNONb30BaHUA OHWU [LO/MKHbI 6biTb
MOMELLeHbl B CUCTEMY yTunmsaumm  (0603HaYeHMUe,
npuHaToe B KwuTtailickoin HapogHoit Pecny6nuke Aans
OrpaHU4YeHns cogepxxaHns onacHbix BewectB (RoHS) B
3NEKTPUYECKNX U 3NEKTPOHHBIX U3AeNnsx).*
* - ynakoBKa W MapKWpoOBKa MEeAULMWUHCKOro Wu3genns

Indicates that the Electrical and Electronic Product (EEP) contains toxic and
hazardous substances or elements over the defined maximum concentration
values. The names and content of the toxic and hazardous substances or
elements shall be provided in the Chinese product instruction manual. The
number “ 10” in the symbol refers to the enviroment-friendly use period; after
their environment-friendly use period expires, they shall be put into the
recycling system (People’s Republic of China symbol for Restriction of
Hazardous Substances (RoHS) in electrical and electronic products).*

* - packaging and labelling of medical devices may not contain noted

MO>XeT He cogep>aTb OTMe4YeHHble CUMMBO/bI.
MOTyT cogep>aThbCA CUMBO/1bI, He
HannmoHanbHbIMW CTaHaapTamMun.
7.1. CpOK rogHoCTH, CPOK CNyX06bl
CpoK roanocrn 3NEKTPOAOB BO3BpaTHLIX Mega 2000 —18 mecALes.
8.2.®opma nocTtaBKK
Kaxpaasa ynakoBka MefWLMHCKOrO W3LeNNs COLEPXWUT 3NeKTPOL BO3BPATHbIN
3N1EKTPOXMPYPrUYECKNIA, MHOrOpa3oBoro MCNob30BaHWUsA C OAHUM WX ABYMS
npesycTaHOBNEHHbIMW  COeAVMHUTENIbHBIMU  Kabenamu (B 3aBUCUMOCTU  OT
BapvaHTa WCMOJIHEHWA), a TakKXKe WHCTPYKUMIO MO  3Kcryarauuu
MeAVLMHCKOrO U3L4eNns N rapaHTUAHBIA BKNaAbILL.
MprHagNeXXHOCTU NOCTaBNATCA B UHAUBUAYANIbHBIX YaKoBKaxX npu
Heo6X0aUMOCTMN.
9. MNMEPEYEHb MATEPVANOB >XXMBOTHOIO n
UE/TOBEYECKOI'O NMPONCXOXAEHWNA
HenprvmeHnnmo. [laHHOe MeAMUMHCKOE W3LeNnne He COLEepPXWUT MaTepuansl
YXMBOTHOTIO 1 (M/11) Ye/IOBEYECKOTO NPOUCXOXAEHNS.
10. NUH®OPMALINA @] MPOBEAEHHDbLIX NCIMbITAHNAX,
MPOTOKOJIAX WCMbITAHUA, AHANM3E TMONYYEHHbIX
OAHHbBIX

(NNN)
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symbols. It may also contain symbols that are not regulated by national
standards.

8.1 . Shelf life, use by date

Shelf life of the Mega 2000 Pads —18 months.

8.2 How supplied

Each package of a medical device contains a reusable electrosurgical return
electrode with one or two pre-installed connectors (depending on the variation
of medical device), instruction for using the medical device and insert warranty.

Accessories are supplied in individual packs as required.

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

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

10



MeguunHckoe

W3denvie BblAEPXKanM UCMbITaHUS MO  BepuduKauum U

BaMjaumMm u YLOBETBOPAIOT TpeboBaHMAM cnefylowmx craHgaptos: 1SO
10993-1, ISO 10993-5, ISO 10993-10, ISO 10993-12, EN 60601-1, EN 60601-
2-2, 1SO 14971, I1ISO 13485, EN 62366, EN 1041, ISO 15223-1, MEDDEV
2.7N, ISO/TR 14969,

11. TPEBOBAHWA BE3OMNACHOCTUN N SPPEKTUBHOCTU M
11.1. TMpegynpexieHNsa v Mepbl NPeJoCTOPOXKHOCTU

MpeaynpexxneHua

B BO3BpaTHOM 3/1eKTPOAe MNPMMEHEHa TEXHOMOrMA OrpaHUYeHns TOKa,
KOTOpas aBTOMaTMyeCcKn OrpaHNYMBaET TOK B LiENW B C/lyYae YMeHbLUEHNA
NAOWAaAM KOHTaKTa MeXJy 3/IEKTPOAOM W MauueHTOM A0 YPOBHSA HUXKe
YCTaHOBNEHHOI0 3HayeHns. Mo3aToMy curHan Tpeeorn reHepatopa CQM
He OGyfeT 3By4aTb NPV OTCYTCTBUWM KOHTaKTa MauueHTa C 3/1eKTPOAOM.
BcTpoeHHas B 3M1€KTPOL TEXHOMOMMA OrpaHUYeHns Toka npefHa3HavyeHa
ANA TOro, u4ToObl M36eXaTb O0XOroB B MeCTax HakK/iafoK 3a cuyeT
aBTOMAaTMYEeCKOro OrpaHW4YeHUs TOKa B LENM B C/yyae COKpaweHus
nnowagn KOHTaKTa nauuveHTa W 3/1eKTPoLa HWXKEe YCTaHOB/IEHHOTO
3HayeHwus, B pesynbTaTe yero 3HauYUTENbHO CHWKaeTcs
3NEKTPOXUPYPruyecKuii atheKT.

[na nocTmkeHns Heo6XoANMOro ahdeKTa NCNOMb3YNTe Kak MOXHO 6onee
HWU3KNe HACTPONKN MOLLHOCTW.

Vcnonb3yiiTe TONbKO M30MPOBaHHbIE reHEpaTopbl.

Bo3BpaTHbI 31eKTPO4 MOXHO MCMO/b30BaTb A4/ MaUMEHTOB C Maccow
Tena ot 11,3 kr (25 (yHTOB). MakcmMManbHas Macca Tena nayueHta He
orpaHuyeHa.

He Knagute BO3BPaTHbIN 3M1€KTPOL HEMOCPEACTBEHHO Ha METaI/IMYECKYHO
MOBEPXHOCTb.

He wncnonb3yinTe BO3BPaTHbIA 3/IEKTPOS, CO CreuuanbHbIMU  pexnMamn
reHepaTopos, Hanpumep, pexxmumamu pesku HIGH CuT
(BblcOKO3(hhekTUBHBIA) nnn ENDO CUT (hpakunMoHMPOBaHHLIA) npu
MCNONb30BaHUN 3NIEKTPOXUPYpPruyecknx redHepatopos ERBE ICC 200,
300, 350 u VIO. 370 MOXET TnpuMBECTM K Hexenate/lbHOMY
3NIEKTPOXUPYPrNYECKOMY IPPEKTY.
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The medical device has passed the verification and validation tests and meet the
requirements of the following standards: I1ISO 10993-1, ISO 10993-5, ISO 10993-
10, 1ISO 10993-12, EN 60601-1, EN 60601-2-2, 1SO 14971, ISO 13485, EN
62366, EN 1041, ISO 15223-1, MEDDEYV 2.7.1, ISO/TR 149609.

11. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

111

. Warnings and precautions

Warnings

The Return Electrode utilizes current limiting technology that automatically
limits the circuit current in the event the area of contact between the
electrode and the patient drops below predetermined levels. Therefore, a
CQM generator alarm will not sound if the patient is not in contact with the
electrode. The current limiting technology built into the electrode is
designed to prevent pad site burns by automatically limiting the circuit
current in the event the area of contact between the patient and the electrode
drops below predetermined levels, resulting in a noticeable reduction in the
electrosurgical effect.

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

Use only with isolated generators.

The Return Electrode may be used with patients weighing from 11.3 kg (25
Ibs). There is no maximum weight restriction.

Do not place the Return Electrode directly onto a metal surface.

Do not use the Return Electrode with specialty modes on generators. For
example, HIGH CUT or ENDO CUT modes when using the ERBE ICC
200, 300, 350, or VIO series of electrosurgical generator(s). Doing so may
result in a different electrosurgical effect than intended.

When the generator is operational, keep active accessories away from the
patient and the Return Electrode, when not in use, or store in an electrically
isolated container.

The risk of igniting flammable gases or other materials is inherent in
electrosurgery and cannot be eliminated by device design. Precautions must
be taken to avoid contact of flammable materials and substances with
electrosurgical electrodes, whether they are in the form of an anesthetic or
skin preparation agent, are produced by natural processes within body
cavities, or originate in surgical drapes, tracheal tubes, or other materials.



Korga reHepaTop paGoTaeT, [EepXWUTe HEWCnonb3yeMoe aKTMBHOE
BCroMoraTesibHOe 060py/oBaHMe nojanblie OT MayueHTa U BO3BPaTHOMO
3N1EKTPO/A UM XPaHUTE ero B 31EKTPUYECKN 130/IMPOBAHHOM KOHTeliHepe.
PUCK BO3ropaHusi OFHeoMacHbIX rasoB W ApYr1x MaTepuranoB XapaKTepeH
AN 3NeKTPOXMPYPrUYECKMX NPOLEAYP M He MOXET 6blTb UCK/HOYEH 3a

CYeT KOHCTPYKUMM ycTpoiicTBa. Heobxogumo cobnogaTb  Mepsbl
MPefoCTOPOXHOCTM,  M3Geras  KOHTaKTa  JIerKOBOCM/IaMeHSOLLMXCS
MaTepuanoB UM BELECTB C 3NEKTPOXMPYPrUUYECKUMU  3NEKTPOAAMM,

He3aBMCUMO OT TOro, MPUCYTCTBYIOT OHM B (POpPMEe aHecTeTMKa Wan
npenapaTta Ans NOAroTOBKM KOXW, 00pa3oBa/iuCb B XOAe €CTECTBEHHbIX
MpoLeccoB B MNONOCTAX OpraHM3amMa WAM WX WUCTOYHWMKOM SIBNsETCA
orepaunoHHasa NPOCTbIHSA, TpaxeanbHasa TpPyoKa Wan apyrve marepuasibl.
UT06b!I M36EXaTb pUCKa BO3ropaHns B Tpaxee, 3anpeLiaeTcs 1Cnonb3oBaTb
3NEKTPOXMPYPrUYECKYO MNpoUeaypy A0S BXOXAEHWA B Tpaxew npu
BbIMO/IHEHNMN TPaxeoCTOMUMN.

[na npoBefeHns XUpPYpruyveckux npouesyp, npy BbIMOSHEHUN KOTOPbIX
BbICOKOYACTOTHbIA 31EKTPUYECKMIA TOK MOXET NPOXOAWUTbL Yepe3 4acTu
TeNa, WUMelWMe OTHOCUTENIbHO HebOoMbLY NowWaabs MonepeyHoro
ceyeHns (Hanpumep, B cfydvae obpesaHus), MOXHO PEKOMEHA0BaTb
MCMoMb30BaHWe  [BYXMOMIIOCHON  METOAMKM, YTOObI n36exatb
HeXenaTeNbHOro NOBPEXAEHUS TKaHEN.

Mepbl NpesocTOPoOXKHOCTHU

CsefleHNs 0 HagnexawieMm WCNoOMb30BaHUW  3NEKTPOXMPYPrUYecKoro
060pyA0BaHUA NMpuBeAeHbl B PYKOBOACTBE MO 3KCNyaTauun reHeparopa.
Kak n B cnyyae [pyrux MeAWMUMHCKUX YCTPOMCTB, cnefyeT u3beratb
CKOMMEHNS XUMWUYECKMX BELLECTB WM XKWUAKOCTeW, KOTOopble MOryT
CNoco6CTBOBATb HAPYLLEHNIO KOXHOIO NOKPOBa NauueHTa unn npusoauThb
K 06pa3oBaHuMIO NPOJIEXKHEBLIX A3B.

He ponyckaiTe, 4T0Obl MauWeHT pacnonaranca HernocpeAcTBEHHO Ha
XXECTKOM Yrny wnu kabene BO3BPAaTHOrO 3/1EKTPOAR, UTOObI M36exarb
CO3[aHNA BO3MOXHbIX TOYEK [aB/IEHNS.

Ana 3awmnTbl nauveHTa OT 06pa30BaHMs MPONIEXHEBbIX f3B CrefyinTe
HagnexawMm MeToAuKam 1 npouesypam yxoga.
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To avoid the risk of tracheal fires, never use electrosurgery to enter the
trachea during tracheostomy procedures.

For surgical procedures where the high frequency 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.

Precautions

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

As with other medical devices, avoid pooling of chemicals or fluids that
may contribute to patient skin breakdown or pressure ulcer formation.
Avoid placing the patient directly on the rigid corner or cable of the Return
Electrode to avoid possible pressure points. Universal Mega Soft Pads and
Universal Dual Mega Soft Pads does not have the same level of pressure
reduction capabilities of other thicker Return Electrodes.

Follow proper nursing practices and procedures to protect the patient from
pressure ulcers.

Do not sterilize the Return Electrode.




CTepunn3oBaTtb BO3BpaTHbIE 3/1EKTPOLbI He CneayerT.

M36eraiiTe KOHTaKTa C OCTPbIMU NpesMeTaMmn U KPOMKaMu.

Hun B Koem cnyyae He MCMONb3yiiTe ANA YUCTKM BO3BPATHOMO 3/1€KTPOLa
JesnHpuUMpylowme cpefctsa, cogepxalime 6onee 70% cnuprta. 3710
MOXEeT NMPUBOAUTL K 3aTBEPAEHMNIO BHELLHER 060/104KMN.

K akcnnyatauuy 3aToro ycTpoincTsa LO/MKHbI AONYCKATbCA TOMLKO Bpayu,
3HAKOMble C 3/1eKTPOXMPYPrUYeCKNUM [LeACTBMEM Ha OnepupyeMbix
naLMeHTOoB.

Vcnonb3oBaHve W Hagniexallee pacrnosiodXeHne BO3BPATHOMO 3/eKTpoaa
ABNAOTCS onpefenstowmMm (pakTopom 6e30MacHOro n 3PgeKTUBHOro
NPUMEHEHUS  OAHOMOMIOCHOW  3MEKTPOXMPYPIrUYECKO MeTOAMKM, B
4aCTHOCTM B NaHe NpeAoTBpaLLeHUs 0Xoros. CnepyiTe ykasaHWsM K
PEKOMEH[0BaHHbIM MeTOAMKaM MOAFOTOBKM, pasMeLleHusl, KOHTPoNs u
1CNONb30BaHWSA BO3BPATHOMO 3/1EKTPOAA.

[ns  CHWXKeHWA pucka OXOroB ApPYrMx Yy4yacTKOB Tefla  WK3-3a
aNbTEPHATUBHbLIX NyTel MPOXOXAEHWUS TOKa, CrefyeT Nno BO3MOXHOCTU
n3beratb KOHTaKTa MNauuMeHTa C 3a3eMJIEHHbIMU  MeTalInYeCKUMM
npegmetamun. PasymeeTcs, aTa peKOMeHAauns MOXET BblTb NMPaKTUYeCcKn
HeoCyLLeCTBMMOIN NPU BbIMOSIHEHUN HEKOTOPbIX NPOLEeAYp; O4HaKo Ans
obecneyeHuns MaKCc/UMasbHOW 6e3onacHocTn naymeHTa npu
NCMOMb30BaHUN  3MIEKTPOXUPYPIrUYECKUX  YCTPOWCTB,  MPUMEHeHUe
NOA06HbIX METOAMK JO/MKHO OblTb CBEAEHO K MUHUMYMY.
ANeKTPOXnpypruyeckne Kabenu A[O/MKHbI pacnonaratbCs TakK, YTOObI
KOHTaKT C nNauueHTOM Obll MUHUMaSIbHbIM, & COMPUKOCHOBEHME C
ApYrMMU  NpoBofamn ObiN0  UCKIOYEHO BO M36eXaHWe HeraTMBHOIoO
BIMAHMSA Ha paboTy 31eKTPOHHOro 060pyL0BaHNA.

Ha6nogaemas Hu3Kas BbIXOAHAS MOLLHOCTb WU HeucnpaBHas paboTta
3N1EKTPOXMUPYPIrMYECKOro 060pyA0BaHNS NPU 00bIYHbIX HACTPOKaX MOryT
yKa3blBaTb Ha HenpasW/ibHOe PacnosioXKeHne BO3BPATHOr0 3/1IEKTPOAa UIn
NOBPEXAEHNe 3/MeKTPUYECKOro nposofa. He yBennunBainTe BbIXO4HYHO
MOLLHOCTb, He YyO6eAMBLUMCL B OTCYTCTBUM O4YEBUAHbLIX AeEKTOB W
NPaBU/IbHOCTW PAacMo/IOXXeHUs 3nekTpoga. B cnyvae OAHOMOJMIOCHOM
XVPYPrun 3MMeKTUBHBIA KOHTaKT MeXAy MauueHTOM W BO3BPaTHbIM
3N1EKTPOLOM HEO6X0AMMO NPOBEPATb NPY KaXKAOM N3MEHEHUW NMONOXKEHNS
nauueHTa.
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Avoid sharp objects and edges at all times.

Never use disinfectant containing more than 70% alcohol to clean the
Return Electrode. It may cause hardening of the outer skin.

Only physicians familiar with electrosurgical effects on surgical patients
should operate this device.

The use and proper placement of a return electrode is a key element in the
safe and effective use of monopolar electrosurgery, particularly in the
prevention of burns. Follow directions and recommended practices for the
preparation, placement, surveillance, and use of this return electrode.

To reduce the chance of alternate site burns due to alternate current
pathways, the patient, when practical should not be allowed to come into
contact with metal parts that are grounded. It is recognized that this
recommendation may not be practical during certain procedures; however,
to maximize patient safety during the use of electrosurgical devices, such
practices should be minimized.

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.

Apparent low power output or failure of the electrosurgical equipment to
function correctly at normal settings may indicate faulty application of the
return electrode or failure of an electrical lead. Do not increase power output
before checking for obvious defects or misapplication. For monopolar
surgery, effective contact between the patient and the return electrode must
be verified whenever the patient is repositioned.

Use of electrosurgical devices can cause severe electromagnetic
interference in other devices, for patients with cardiac pacemakers,
electrically conductive or other active implants, a possible hazard exists due
to the concentration or re-direction of HF currents. The pacemaker or other
active implant may be damaged due to the interference of HF currents. In
case of doubt, approved qualified advice should be optained from the device
manufacturer.

As with any return electrode, skin-to-skin contact (for example between the
arms and body of the patient) should be avoided, for example by insertion
of dry gauze.
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e DeKTPOXHPYPrHYeCKME YCTPOHCTBA MOTYT CO31aBaTb MOMEXH IUiA
apyroro o6opyaoBanus. J{nd NauMeHTOB C KapAHOCTUMYJATOpaMH,
3JIEKTPONpPOBOAAIMMMH M JIDyTHMH  aKTHBHbIMH  MMIUIAHTaTaMH
CYLIECTBYET MOTEHLMAIbHASA ONACHOCTD, CBA3aHHAs ¢ KOHUEHTPALUEH HIH
nepeHanpaBNeHHEM BbICOKOYACTOTHLIX TOKOB. BBICOKOYACTOTHBIE TOKH
NoMeX MOTyT MOBPEAUTH KapAHOCTHUMYJATOP MIH JpYrod aKTHBHbIH
uMnnaHTat. B cnyyae comuenuii obparurech 3a KBanMUUUPOBAHHBIMH
peEKOMEHIAUMAMH K NPOH3BOUTENIO 000pYIOBAHHUA.

e Kak ¥ B cnyuae moObiXx BO3BpaTHBIX 3/IEKTPOAOB, CleayeT u3beraTsb
KOHTAaKTa Pa3sfiIM4HBIX YYAaCTKOB KOXHK MauMeHTa (HanpuMep, pyK W Tea
NalMeHTa), HaNPUMEP, NPONOKHUB MEXLY HUMH CYXYIO Mapmo.

e [lpu OJHOBPEMEHHOM  WCMOJNL3OBAaHMM [UIA  OJHOTO  MAlMHEHTa
BBICOKOYACTOTHOTO XHPYPrH4ecKoro o6opyaoBaH1s U CPEACTB KOHTPONS
GHU3HONOrHYECKHX TOKa3aTeNeH, BCE HCMOJb3yeMble JUI  KOHTpons
3MEKTPOALI CllefyeT PacnonaraTh Kak MOXHO JaJibule OT XHPYpPruvecKux.

Hcnonb3oBaHHE  MrOBYATHIX  KOHTPOJBLHBIX  3JIEKTPOAOB  HE
pekomeHayetcs. B n106oM cnyyae pexoMeHIyeTcs HCNONb30BATh CHCTEMBE
KOHTpONS co BCTPOEHHbIMH yCTpoiicTBaMH OrpaHHYeHUs

BbICOKOYACTOTHBIX TOKOB.

e When high frequency surgical equipment and physiological monitoring
equipment are used simultaneously on the same patient, any monitoring
electrodes should be placed as far as possible from the surgical electrodes.
Needle monitoring electrodes are not recommended. In all cases,
monitoring systems incorporating high frequency current limiting devices
are recommended.

12. HHOOPMAIIUA O JEKAPCTBEHHBIX ITPEMNAPATAX U (UJIH)

®APMAIEBTHYECKHX CYBCTAHIIUAX B COCTABE MH
DTOT pa3aesn He MPUMEHHM K NaHHbIM H3JIENHSAM, TaK KaK U3JCNHA HE coaepxat
NIeKapCTBEHHBIX BELUECTB H HE UCTONb3YIOTCA B COYETAHHHU C JIEKAPCTBEHHBIMH
BELIECCTBAMH.

12. 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.

(OR)

13. AHCTPYKIMUA 110 OYUCTKE H YXOAY

1) TIlo 3aBeplieHHH XHPYpPruuecKoii ONEPaLMH OCMOTPHTE 3aLIMTHBIA YeXo
Mega 2000 Ha npeaMeT nNOBpeXACHHH. Ecnin OH noBpexiaeH WM
3arpA3HeH, 3aMeHuTe ero. 3awuTHbli yexon Mega 2000 cieayer MeHATH
He pexe OJHOrO pa3a B IeHb.

2) TMpou3BoaUTb YMCTKY M (MnM) Ae3uH(EKUMIO BO3IBPATHOrO JJEKTPOAA,
KOMILIEKTA 3]IEMEHTOB 3alUMTHOrO uexna U kabens crneayer oAHHUM W3
CNeAylouiMX  pactBopoB: caabeiM  pacTBopom  xjopku  (10:1);
rnoTapaibAernaoM; o-peHun-peHonoM; o-6eHsun-n-xnoppeHonom; mn-
TpeT-amundenonoM. TuwarenbHo NPOMOWTE BO3BPATHLIH 3MEKTPOA H
KOMIUIEKT 3€MEHTOB 3alUMTHOrO0 4exjla YHUCTOW BOAOW if YHajieHHA

13. CLEANING AND CARE INSTRUCTIONS

1) Following the surgical procedure, inspect the Mega 2000 Sheath for
damage. If damaged or contaminated, replace. Replace Mega 2000 Sheath
at least once per day.

2) Clean/disinfect the Return Electrode, sheath assembly and cable with any of
the following solutions: mild bleach solution (10:1); glutaraldehyde; o-
phenylphenol; o-benzyl-p-chlorophenol; p-tertiary amylphenol. Thoroughly
rinse the Return Electrode and sheath assembly with clear water to remove
any residue from cleaning solutions. Failure to remove chemical build up
may cause premature failure of the outer skin. Alcohol and other strong
disinfectants may cause staining or hardening of the electrode’s outer skin.
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ocagka, oOpasoBaBuierocs B pe3ynbTaTeé MPUMEHEHHA UMCTALMX
pactBopoB. HeynaneHHe XHMMMUYECKOrO OCaaKa MOXET MPUBOAMTH K
NpexAeBPEMEHHOMY Pa3pylLEHUIO HapyXHo# 06o04kH. CupT u apyrue
CHJIbHbIE N€3HHPHUMPYIOLIHE CPEACTBA MOTYT MPHUBOJAHTH K 00pa3oBaHuUIO
NATEH WK 3aTBEPAEBAHHIO BHELIHEH 060/104KH NEKTPOOB.

3) He ponyckaiite KOHTaKTa YHCTAIMX PaCTBOPOB MJIK NPOMBIBOYHON BOJIbI
€ METAJUIHYECKHMH Pa3beMaMH.

4) TMpocywuTe BO3BPATHBIH 3NEKTPOA M KOMIUIEKT 3/EMEHTOB 3aLMTHOrO
yex/a BO3BPATHOrO 3IEKTPOAa Nepefl HCMNONb30BaHHEM B CAEAYIOLUMA pas3.

3) Do not allow cleaning solutions or rinse water to come in contact with metal

connectors.
4) Dry the Return Electrode and sheath assembly prior to next use.

14. TPEBOBAHHSI K TEXHHYECKOMY OBCIYXHBAHHIO H
PEMOHTY MH

Obuiue ceeaeHus

e Ecnu Bo3BpaTHbI 31€KTPOA He paboTaeT NOWKHBIM 06pa3oM, TO TEXHHK
no 6HOMEAULIMHCKOMY O0OPYI0BaHHIO MOXET H3MEPHTh COMPOTHBIEHHE
kabeneii u yrnosoro coequHeHus. Ecnv pesynstupytolliee conpoTHBieHne
Mexay koHuamu kabeneii Gombwe 3 Om (kpome kabened «Kabennb
COCIMHHUTENBHBIN, MEPeXoaHUK, 2.4 M» u «Kabenp coeauHHUTENbHDII,
NEPEXOAHHUK, 4.4 M»), BLIBEAUTE JNIEKTPOA H Kabenu U3 IKCIUTyaTalUH H
CBAXKHMTECH C OTIENOM OBCIY>KHBaHUS KIIHEHTOB KOMIIaHHKH Megadyne ans
3aMEHBI BO3BPATHOr'O 3/1EKTPOAa MK Kabens B COOTBETCTBHHU C YCIIOBHUAMH
rapaHTHH.

e B cnyuyae kabeneii «Kabenb coeqMHHTENbHbIH, NEPEXOAHHK, 2.4 M» H
«Kabenb coenMHHUTENBHBIA, NepexoAHUK, 4.4 M», €ciu H3MepeHHas
€MKOCTb MEXy KOHLIAMK Kabens BbIXOAMT 3a npejeibl Ananasona 90-110
HD, HeoOXOAMMO BLIBECTH Kabenb W3 JKCIUIyaTauMH W CBS3aTbCA C
NpeaCTaBUTENleM OTAeNa OOCNY>KHBAHHA KIIHEHTOB U 3aMEHbl B
COOTBETCTBHM C YCIOBUAMH FapaHTHH.

14. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
MD
General information

e If the Return Electrode is not functioning as expected, a biomedical
technician may measure the resistance of the cables and corner connection.
If the resulting resistance is greater than 3 ohms end to end for all cables
except «CQM Compatibility Cable, reusable standard connector 2.4 m» and
«CQM Compatibility Cable, reusable standard connector 4.4 m», please
remove the electrode and cables from service and contact Megadyne
customer service for Return Electrode or cable replacement according to the
terms of the warranty.

e For the «CQM Compatibility Cable, reusable standard connector 2.4 m» and
«CQM Compatibility Cable, reusable standard connector 4.4 m» cables, a
capacitive reading outside a range of 90 nF and 110 nF, end to end, remove
the cable from service and contact your customer service representative for
a replacement according to the terms of the warranty.

15. YCJIOBUSA TPAHCIIOPTHPOBKHM U XPAHEHMUSA

TpaHcnopTHpoBKa

e He TsHUTE, He NOAHMMANTE M HE HOCHTE BNEKTPOJ 3a IUHYpP. ITO MOXET
NPHUBECTH K AEKTPHUECKOMN MOJIOMKE.

e Bcerga cobniomaiite OCTOPOXHOCTh NpH oOpawieHWH C BO3BPaTHBIM
anekrpoaoM. OCTOPOXXHO CHHMMANTE 3MEKTPOA €O CTONa WK JAPYroro
XHpYpruyeckoro o6opyIoBaHHs.

15. CONDITIONS OF TRANSPORTATION AND STORAGE
Transportation
e Do not pull, lift, or carry by the cord. This may cause electrical failure.
e Always handle the Return Electrode with care. Carefully remove it from the
table or other surgical equipment.
e The Return Electrode should be loosely rolled or folded and cradled (like a
baby) when carried.
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e Bo3pparHbliii 3nekTpol Heobxoaumo CcBODOAHO CBOpaYMBAaTL MM

CKaabiBaTh K NEPEHOCHTDL HAa pyKax (KaK Mﬂa)leHua).

Tabnuua 5. YcjioBUS TPaHCMOPTHPOBKH:

HaumenoBanue Jumanazon

Temneparypa, °C Ot - 34 no 65
OTHOCHTEIbHAS BIAXKHOCTh, Yo Ot 15 10 95
AtmocdepHoe nasnenue, rila Ot 700 no 1060

Table 5. Transportation conditions:
Designation
Temperature, °C
Relative humidity, %
Barometric pressure, hPa

Range
From — 34 to 65
From 15 to 95
From 700 to 1060

XpaHenue
e XpaHUTb B CYXOM MecCTe

L Xpanrb BA3aNAH OT UCTOYHHUKOB TENNA

Tabauua 6. Yca0BUS XpaHEHHA:

HaumenoBanue Jluanason

Temneparypa, °C Ot 5 po 50
OTtHOCHTENIbHAA BIAXHOCTh, % Ot 15 no 95
ATMocepHoe nasneuue, rlla Ot 700 no 1060

Storage
e Keepdry
e Keep away from heat

Table 6. Storage conditions:
Designation
Temperature, °C
Relative humidity, % From 15 to 95
Barometric pressure, hPa From 700 to 1060

Range
From 5 to 50

16. MOPSAIOK U YCJIOBHUA YTHJIIN3ALMHU NJIH
YHUUYTOXEHHUS MH

Uszgenus yTUnu3WpyioTcs JIeyeOHBIM YUPEXJIEHHEM B COOTBETCTBHH C

tpeboBaunamu CaulluH 2.1.3684-21 . H3penua nocne ucTeyeHus cpokxa

FOJHOCTH OTHOCATCA K 3MHAEMHONOrHYeckH Oe3omacHeIM OTXOAaM H

YTHAU3HPYIOTCA KaK OTXOAbI Kj1acca A.

16. 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.

17. TAPAHTHUSA H PEKJIAMALIUA

Komnanus «Meragaiin Meaukan [popakre, UHk.» (manee «Meranaiin»)
rapaHTHpyeT NepBOHAYaNbHOMY MOKYMATENO OTCYTCTBHE NPOH3BOACTBEHHBIX
nedekroB, a Tawke AedeKTOB B MaTepHaIaX IJNEKTPUUECKHUX KOMIIOHEHTOB
MHOFOpa3oBbIX BO3BPATHHIX 3/IEKTPOXHPYPrHYECKHUX 3NIEKTPOIOB MPH YCIOBHH
MX HOpPMaJIbHOro Mcnonb3oBaHua. Obs3aTenscTBa KOMMaHHWM «Meraaaiiny,
BbITEKAIOLME H3 HACTOALUEH rapaHTHH, OrPaHMYHBAIOTCA KPEIAMTOM Ha
3aKynKy cleaylowei napTid 31ekTpoaoB B pasmepe 1/24 (1/18 nans
aNMeKTpoAoB Bo3BpaTHhIX Mega 2000) 3akyno4HOH LEHBI BO3BpAILEHHOroO
3MIEKTPOJA 32 KaX/bIH MeCsl, OCTaBIIMHACA 10 HCTEYEHHS CPOKa rOJHOCTH

17. WARRANTY

Megadyne Medical Products, Inc. (Megadyne) warrants to the original purchaser
that the electrical components of the Reusable Electrosurgical Return Electrodes
are free from defect in material and workmanship under normal use. Megadyne’s
obligation under this warranty is limited to a credit on the next pad purchase of
1/18" of the purchase price of the returned pad for each month remaining before
expiration of the returned pad if upon examination Megadyne determines the
electrical components of the returned pad are defective*. This warranty does not
apply to any product that has been: (1) adversely affected due to use with devices
manufactured or distributed by parties not authorized by Megadyne, (2) repaired
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BO3BpALICHHOTO JNEKTPOJa, €C/IH (aKT HEHCNPAaBHOCTH JIEKTPHYECKHX
KOMIMOHEHTOB BO3BPALLEHHOr0 3eKTpoaa OyaeT NOATBEPXKAEH pe3y/ibTaraMi
SKCMEpPTH3bl, MpoBeeHHON KoMnaHHeH «Meragaiin»*. Hactoswas rapaHTus
He pacnpocTpaHseTcas Ha moboe u3aenue, kortopoe: (1) mnoasepriaock
HeGAaronpUATHOMY BO3ACHCTBHIO B pe3ybTare UCMONB30BaHHA COBMECTHO C
M3JENUAMH, M3rOTOBJIEHHBIMM HWNH TNpPOJABaEMbLIMH  CTOPOHaMH, HE
YNOAHOMOYEHHbIMH Ha TO KOMNaHHeH «Merajaiit»; (2) noaBepriock pEMOHTY
MJIH M3MEHEHHIO KOHCTPYKUMH MpPH OTCYTCTBHM Ha TO YKa3aHWH KOMIaHHH
«Meranaiii», 4TO, M0 MHEHMIO KoMmmaHuWM «MeraaakH», MOrJo oOka3aTh
HEraTUBHOE BJIMSIHHE HA €ro CTaOUIEHOCTD WIIM HAIIEXHOCTS; (3) noaBeprioch
HEHANIeXAIIEMY  HCIOJIb30BaHHIO,  HeOpexxHoMy  ofpauleHHIO MM
CyuaiiHOMY TOBpEXAEHHIO; MM (4) Hcnonbsosanoch 6e3 cobmoneHus
KOHCTPYKTHBHBIX M OKCIUIyaTaUHOHHBIX  NapameTpoB,  TpeGoBaHuit
PYKOBOIAWMX [OKYMEHTOB M WHCTPYKUMH TO npuMeHenwio, nubo
(QYHKUHOHANBHBIX, 9KCIUTYaTaUHOHHBIX HIJIH 9KOJIOTHYECKHX CTaHAapToB,
YCTAHOBJEHHBIX 1S aHANIOTHYHBIX H3/IE/TH, ABAAIOWMXCH OOWENPUHATBIMY B
COOTBETCTBYIOLICH OTPAC/iy NPOMbILUIEHHOCTH.

3A UCKJIFOMEHUEM CJIYYAEB, KOI'IA AEACTBYIOLIEE MECTHOE
3AKOHOJIATEJIbCTBO TPEBAJIMPYET. HACTOSILLASI TAPAHTHA
3AMEHSET COBOM BCE TMPOYUE T'APAHTUU WIKU YCJIOBUA,
ABHBIE WIM TIOAPA3YMEBAEMBIE, BKJIIOUAS, TIOMHUMO
MPOYEI0, BCE NMOJAPA3YMEBAEMbBIE TAPAHTHH WJIH YCJIOBUA
KOMMEPYECKO#M MPHUIOAHOCTU WJIM COOTBETCTBUA KAKOW-
JIMBO KOHKPETHOM UEJIM, A TAIKXKE JIIOBbIE [JPYIHE
OBS3ATEJILCTBA WJIM OTBETCTBEHHOCTb CO CTOPOHbBI
KOMIIAHUM «MEFAJAWH» U SABJIIETCA EJAWHCTBEHHBIM H
UCKJIIOYUTEJIbHBIM ~ CPEJICTBOM  CYAEBHOW  3ALLMTBI
MOKVYIMATEJISA. HH ITPU KAKHUX OBCTOATEJIbCTBAX KOMITAHHUA
«METAJAMH» HE HECET OTBETCTBEHHOCTH 3A JItOBBbIE
MOHECEHHLIE TPSIMBIE, KOCBEHHbBIE, CINEUU®HUYECKUE WJIU
CJIYYAMHBIE YBbITKH, BKJIIOYAS, BE3 OTPAHUMEHUWIH, VBBITKH,
BO3HUKAIOLUUE B CBSA3H C UCIOJIb3OBAHUEM EE INMPOJIYKLIUH,
[MOTEPU BCJIENCTBUE HEJIOIOJIYYEHHOH MPUBLUIY,
MPEPBIBAHUE KOMMEPYECKOI WJM TTPOU3BOJICTBEHHOM

or altered outside of direction of Megadyne in a way as to, in Megadyne’s
judgement, affect it’s stability or reliability, (3) subjected to improper use,
negligence or accident, or (4) used other than in accordance with the design and
use parameters, instructions and guidelines for the product or with functional,
operational or environmental standards for similar products generally accepted in
the industry.

UNLESS SUPERSEDED BY APPLICABLE LOCAL LAW, THIS
WARRANTY IN LIEU OF ALL OTHER WARRANTIES, EXPRESS OR
IMPLIED, INCLUDING THE WARRANTIES OF MERCHANTABILITY
AND FITNESS FOR A PARTICULAR PURPOSE, AND OF ALL OTHER
OBLIGATIONS OR LIABILITIES ON THE PART OF MEGADYNE AND IS
A PURCHASER’S EXCLUSIVE REMEDY. IN NO EVENT SHALL
MEGADYNE BE LIABLE FOR SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES INCLUDING, WITHOUT LIMITATION,
DAMAGES RESULTING FROM LOSS OF USE, PROFITS, BUSINESS OR
GOODWILL, OTHER THAN AS EXPRESSLY PROVIDED BY A SPECIFIC
LAW.

Megadyne neither assumes nor authorizes any other person to assume for it any
other liability in connection with the sale or use of any of Megadyne product.
Megadyne may make changes to its products at any time without incurring any
obligation to make the same or similar changes on Megadyne products previously
built and/or sold.

Statements marked with "*" are not applicable when handling a medical device
on the territory of the Russian Federation.
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JAEATEJIBHOCTH WM B CBSI3W C TOTEPEW BU3HECA WJIH
JIEJIOBOM PEITYTALIMH, 3A UCKIIOYEHUEM CIIVHAEB, MPAMO
[MPEYCMOTPEHHbIX COOTBETCTBYIOUMM 3AKOHOM.

Komnauus «Meranaii» He NPUHUMAET HA cebs W HE YMOIHOMOYHBAET Kakoe-
nu6o apyroe nuuo 6parh Ha cebs mobyio Apyrylo OTBETCTBEHHOCTD B CBA3H C
nponaxeil MM HCMOJNBb30BaHKEM Moboro usaenua «Meranaiit». Komnanus
«Meranaiin» ocTaBnAer 3a coboil NpaBO Ha BHECEHME W3MEHCHHH B
KOHCTPYKLIMIO CBOMX M3aenuii B noboe Bpems 6e3 Kakux-1u6o o6a3aTensCcTB
10 BHECEHHMIO TAKMX >X€ WM aHAIOTHYHbIX H3MEHEHHH B KOHCTPYKLHIO
u3nenuii «MeraaaiH», H3roTOBAEHHbIX H/HITH NPOJAHHBIX paHee.

3aneneHus OmMedennble «*» AGNAIOMCA He NMpUMEHUMBIMU npu obpaujeruu
MEOUYUHCKO20 U30eaUA Ha meppumopuu Poccuiickuit Pedepayuu.

18. HAUMEHOBAHME Y IOPUJAMMECKHH AIPEC
NPOU3BOJAMTEJISI MU 1 YIIOJIHOMOYEHHOI'O
MPEJICTABUTEJISA ITIPOU3BOAUTEJISI B POCCHH

PA3BPABOTYHK:
Meranaiin Meaukan [lponaxtc, Unk., 11506 South State Street, Draper, Utah
84020, USA (CUIA).

MPOU3BOJIUTEJDb:
Meranaiin Meaukan Ipoaakre, Unk., 11506 South State Street, Draper, Utah
84020, USA (CLLA).

YIIOJJHOMOYEHHOM NPEJACTABUTEJIb INNPOU3BOAUTEISA B

POCCHUHU:

000 «Jlxoncon & JhxoHcon», 121614, r. Mocksa, yi. Kpbinarckas, a. 17,

Kopnm. 2.

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

DL-JNJRUMedicalQA@ITS.INJ.com,
DL-JNJRU-Medical-Regulatory@ITS.JNJ.com

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

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

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-JNJRUMedicalQA@ITS.INJ.com,

DL-INJRU-Medical-Regulatory@ITS.JNJ.com
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Iepesoo ¢ anznuiick020 A36IKA HA PYCCKULT A3bIK

<Jlorotun: «Meraaaitt» | Ocnosano 6 1985 200y
(Megadyne)>
[ pogeccuonan B chepe 3MeKTPOXHpypruteckoro o6opyaoBaHHA®

<Kpyrnas neyars: [IEHATb HOTAPUYCA;
LUTAT OTAHO>
<noAMHCaHo>
<Hadnuce om pyxu: 08 oexabpa 2021 z00a>
<lliramn: MEJIUCCA UBY;
Horapuyc, wrat Oraiio,
Cpok aeHCTBHA MOEH JIHLICH3WH HCTEKACT
24 anpens 2024 rona>

«Meraaaiin Meaukan IMpoaakrc, Huk.»,
11506 Cayt Crefit CTpmT,
Npeitnep, HOTa 84020, CLLA

«YTBEPXIAIO»
«Meranaiin Meaukan [1poaakrc, Huk.», CLLA

3amecTUTENb JMPEKTOPA OTAENA HOPMATHBHO-NIPABOBOIO PEryIMPOBAHHA
(AOMKHOCTD)

_bpaiian Py6a

(ums)

< NoANHCaHO >
(moanucs)

«07» 12 2021r.
«aeHb» Mecal (uuppamu)

M.IL

HHCTPYKLMUA 11O NIPUMEHEHHIO
MEAULIMHCKOI'O U3JEJIUA

DeKTPOALI BO3BPATHBIE INEKTPOXHPYPrHYECKHE, MHOTOPAa30BOro
MCMONb30BAHHUA, C MPHHALIEKHOCTAMM:
DnexTpoa Bo3spaTHbiii Mega 2000;

DnekTpoA Bo3spaTHbiii Mega 2000, obpaseu;

<Kpyrnas ne4ats: [IEHATb HOTAPHYCA;
ILITAT OFAHO>

NMpoOHU3BOACTBA KOMMAaHHH

Merapaiin Meaukan I[Nponakrc, UHk.
(Megadyne Medical Products, Inc.),
11506 Cayt Creiit Ctput, dpeiinep, HOra 84020, CLLIA
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<MOAMNHCaHO>
<Haonuce om pyxu: 08 dexabpsa 2021 200a>
<Illtamn: MEJIUCCA HUBY;
HoTtapuyc, wirat Oraiio,
Cpok AeHCTBHA MOE# NTHLICH3WH HCTEKAET
24 anpensa 2024 roaa>
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MepeBof, AaHHOTO TEKCTA BbIMOHEH NepeBoAYMKOM AlinosH Jasmaom MeopryeBmyem.

MnoAnnch

Poccuiickas ®efepauyums
Nopog MockBa
[ecaTtoro gekabpsa gBe TbicAYM gBajLaTb NEPBOro roja

A, Mowuceesa Jlunna BnagummnposHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
NOANMHHOCTbL MoAgnNMcK nepesogumnka AinosH fasuaa Meopruesmnya.

Mopnuceb caenaHa B MOEM MPUCYTCTBUN.

JInyHoCcTb NnognucasLwero JOKYMEHT YCTaHOB/EHA.

3apeructpupoBaHo B peectpe: Ne 50/995-H/77-2021- J

YnnayeHo 3a COBepLIEHNEe HoTapuanbHOro aenctens: 400 py6.

noAnNnChH epboBas nevartb lep6oBas neyaTb
HoTapuyca r. Mocksbl HoTapuyca r. MockBbl
Mowceesoi J1.B. Mowuceesoii J1.B.

J1.B.MowuceeBa

Bcero npoluHypoBaHo, NPOHYMEPOBAHO M CKPenieHo nevatbto 19 nnucT(-a,-0B).

noAanunchb N.B.MowceeBa
o A
Poccnnckasa degepaums g N “
Fopog MockBa T

JecaTtoro nekabpa gse ThicA4n ABajuaTb NepBo®d roja

A, Mowuceesa Jiunua BnagumupoBHa, HoTapuyc ropoga Moc”bIM" cBuAeTenbLCTB"
BEPHOCTb KOMWUW C NPeAcTaBNeHHOro MHe AOKYMEHTA.

3;’;1/|7|eTV|CTpV|po§aHo B'peectpe: Ne 50/995-H/77-2021- J
‘ N

"MnayeHo 3a coBepLleHNe HoTapuanbHoro geincteusa: 1200 py6. 00 kon.

J1.B.MowuceeBa

Bcero npowHypoBaHo, NPOHYMepoBaHO U CKpAreHO ne™Tbto 19 nuct(-a,-oB).

J1.B.MouceeBa
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MEGADYNE

The Electrosurgical Authdrity

INSTRUCTION FOR USE
OF THE MEDICAL DEVICE

Reusable Electrosurgical Return Electrodes, with accessories:
Mega Soft Pad Top Assy; Mega Soft Pad Top Assy (sample); Dual
Mega Soft Pad Top Assy; Dual Mega Soft Pad Top Assy (sample)

manufactured by
Megadyne Medical Products, Inc.,
11506 South State Street, Draper, Utah 84020, USA

2021 year /.
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Megadyne Medicai Products,
inc., 11506 South State Street,
Draper, Utah S4020, USA

«YTBEPXIAHK» / “APPROVE”
Megadyne Medical Products, Inc., USA
Associate Director. Regulatory Affairs
(momkHocTb/position)

Brian K Ruble

(nmsi/name)

(nognwucb/signature)

(0*7 13=__2021 T,
«AeHb» Mecal, (umdpamm) / «day» month (numerals)
M.IM. / Stamp

NHCTPYKUWMA HO NMPUMEHEHUIO
MEANUMNHCKOIO N3AETNA

ANeKTpoLbl BO3BPATHbIE 3NEKTPOXMPYPIrUYECKME, MHOTOPa30BOro
MCMO/b30BaHNA C MPUHALNEXHOCTAMU:
3Anercrpof Bo3spaTHbIn Mega Soft; SnekTpos Bo3BpaTHbI Mega Soft,
ob6paseLl; IneKTpo/ Bo3BpaTHbIN Mega Soft ¢ ABymsa kabensmu;
AnekTpop Bo3BpaTHbI Mega Soft ¢ AByms kabensmu, obpasel,

NPOWN3BOACTBA KOMMaHUN
MeragaiiH Meavkan MpogakTc, UHK.
(Megadyne Medical Products, Inc.),

11506 South State Street, Draper, Utah 84020, USA (CLUA)

.jvumiikj///,,

MELISSA IWU
i NOTARY PUBLIC
n FOR THE
| STATE OF OHIO
? My Commission Expires
April 24NQT
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Russian text English text
1. HAUMEHOBAHHUE MEJUUHMHCKOI'O U3JEJIUA (MH) 1. MEDICAL DEVICE (MD) NAME
I. DnekTpoasl  BO3BpaTHBIE  INEKTPOXHpyprudeckue, MHoropasororo | 1. Electrosurgical return electrodes, reusable, in variations:
MCNONb30BaHHA B BAPHAHTAX HCIOJHEHHS: 1.1. Mega Soft Pad Top Assy, included:
1.1. DnekTpoa Bo3BparHblii Mega Soft, B cocTaBe: 1.1.1. Mega Soft Pad Top Assy;
1.1.1. Dnekrpoa Bo3BpaTHblit Mega Soft, | wr./yn. 1.1.2. Pad cable;

1.1.3. Instruction for use;
1.1.4. Warranty;
1.2. Mega Soft Pad Top Assy (sample), included:

1.1.2. KabGens coeanHuTeNbHbIHA, | WT./yn.
1.1.3. HHcTpyKUHMs No NpUMEHEHHIO, | wT./yn.

1.1.4. TapaHTMR MOANMHHOCTH HAa A3bIKE OpHUrHHane  (IpH 1.2.1. Mega Soft Pad Top Assy (sample);
HeoOXoAMMOCTH), 1 wT./yn. 1.2.2. Pad cable:
1.2. DnexTpoa Bo3BpaTHbIi Mega Soft, obpa3sel, B cocTase: 1.2.3. Instruction for use;
1.2.1.  Dnekrpon Bo3BpaTHblit Mega Soft, o6paseu, | wr./yn. 1.2.4. Warranty;
1.2.2. Ka6ens coeaunurenbHbiid, 1 wr./yn. 1.3. Dual Mega Soft Pad Top Assy, included:

1.3.1. Dual Mega Soft Pad Top Assy;
1.3.2. Pad cable;
1.3.3. Instruction for use;

1.2.3. HHcTpykums no npumeHeHuto, | wr./yn.
1.2.4. TapaHTus NOANMHHOCTH HA  s3blke OpuruHane (npu

HeoOxoaumocTH), | wr./yn. 1.3.4. Warranty;

1.3. Dnextpon Bo3BpaTHhIii Mega Soft ¢ aAByms kabensmu, B cocTase: 1.4. Dual Mega Soft Pad Top Assy (sample), included:
1.3.1. Dnextpoa Bo3BpatHbiii Mega Soft ¢ nByms kabensmu, 1 wr./yn. 1.4.1. Dual Mega Soft Pad Top Assy (sample);
1.3.2. Kabenb coeANHUTENBHBIH, 2 WT./yn. 1.4.2. Pad cable;

1.3.3. HMHcTpykuus no npuMeHeHuio, 1 wr./yn. 1.4.3. Instruction for use;

1.3.4. TapaHTHA NOANMHHOCTH HAa  A3bIKE OpUrHHane (npu 1.4.4. Warranty;

HeoOxoaumocTH), | wr./yn.
1.4. Dnexrpoa Bo3BparHblii Mega Soft ¢ aByms kabenamu, obpaseu, B
cocTase:
1.4.1. Dnextpoa Bo3BpaTHHI Mega Soft ¢ aByms kabensimu, obpaseu,
| wr./yn.
1.4.2. Kabenb coeAMHHUTENBHBIN, 2 WIT./yM.
1.4.3. HUuctpykuus no npumeHeHuio, | wr./yn.
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1.4.4. TapaHTUA  MOAJIMHHOCTM  Ha  fA3blKe  opurnHane  (npu

Heob6xoammocTn), 1wT./yn.

Tabnuua 1- Homepa no KaTanory BapMHaToOB MCMOMHEHMS MeanuuHekoro nsgenus / Table 1- Reference numbers of MD variations

HanmeHoBaHne MW, mogenn vnu
BapuaHTbl UcnosiHeHua MW !

MD name, models or variations of MD

Homep no katanory / Reference number

1. OneKTpoAbl BO3BPATHbIE 3NEKTPOXNPYPIrUYecKne, MHOropasoBoro NUCMo/sib30BaHNA B BapuaHTax UCMOJIHEHUSA: /

i1, Electrosurgical return electrodes, reusable, in variations:

N

1.1. OnekTpog Bo3BpaTHbIA Mega Soft 1.1. Mega Soft Pad Top Assy; 0830
1.2, nekTpoa  Bo3sparHbit - Mega - Soft, 1.2. Mega Soft Pad Top Assy (sample); 0830S
o6pasel,

1.3. SnekTpoz Bo3BpaTHbIN Mega Soft ¢ ABymA 1.3. Dual Mega Soft Pad Top Assy: 0835
Kabenamu

1.4. DnekTpop Bo3BpaTHbIn Mega Soft c geyma  1.4. Dual Mega Soft Pad Top Assy (sample); 0835S

Kabenamu, obpasel,

1. HABHAYEHVE MEAVNLUMHCKOI O M3WENNA N MPUHLUNMbI
NENCTBUSA

1.1. HasHayeHWne MegNLMHCKOr0o MU3aens

[aHHOe yCTPOIACTBO NpeAHa3HayeHo Ans nepegaHAaHepruv oT LeneBoin TKaHu

nauneHTa obpaTHO K OA4HOW WM ABYM 3MEKTP OXMPYPTrUYECKMM YCTaHOBKaM

(electrosurgical units, ESU) nnu reHepaTopam.

2.2  TpuHUMNbI AeNCTBUSA

AnekTpoabl BO3BpaTHble 3N1EKTPOXNPYPrUYECKUE, MHOropasoBoro
NCMNONb30BaHWUA MpefHasHayeHbl AN1A MPUMEHEHWA B KayeCTBE BO3BPATHbLIX
anekTpogos 6e3 cucteMbl REM (cucTembl KOHTPOA BO3BPATHOMO 3/1eKTPOAA)
N pa3paboTaHHbIX 415 eMKOCTHOrO COefMHEHMS C NauueHTOM, B OTAu4Yue oT
BO3BPATHbIX 3/1EKTPOLOB OT CTOPOHHUX KOMMAaHWA, KOTOpble HaxogsaTca B
HernocpeACTBEHHOM KOHTaKTe C KOXel nauueHTa. TOK, MofaBaembli
reHepaTopoM, OrpaHu4yeH eAVHWYHOW NAOWaAbl0 EeMKOCTHOW MAaCcTUHbI,
YCTaHOB/IEHHOW MeXay MauMeHTOM W HaKNagkon anekTpoaa. BepxHuin cnoli
BO3BPATHOI0 3/1eKTpofa Obln pa3paboTaH C MCMNOMb30BaHWMEM MaTepuasos,
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2. INTENDED USE AND PRINCIPLE OF OPERATION

2.1. Intended use of medical device

The intended use of this device is to conduct monopolar electrosurgical energy
from target tissue of a patient back to one or two electrosurgical units (ESU), or
generators.

2.2. Principle of operations

The Reusable Electrosurgical Return Electrodes are intended to be used as a non-
REM (return electrode monitoring) return electrode that is designed to be
capacitively coupled with the patient, unlike competitors’ return electrodes which
are in direct contact with the patient’s skin. The current delivered by the generator
is limited by the unit area of the capacitive plate as established by the patient and
the pad overlap. The Reusable Return Electrode pads have been designed using
materials that have a low capacitance per area, meaning that a larger contact area
is required to deliver the same amount of current as with the disposable pads.



KOTOpble NMEeKT HU3KYHD €MKOCTb Ha eanHunuyy nnowagn, a 3to o3Hadaert, 4To
0NA  Mofjayn Takoro >e KofiMyecTBa TOKa, Kak u C  OLHOPA30BbIMU
npoknagkamun, Tpebyetca 6onbliasg naowagb KOHTakTa. BepxHuWin cnom
orpaHuyMBaeT nogavy Toka [0 6e30MacHbIX YPOBHel, 0CO6EHHO Korfa Mexay
CMIOEM W NALMVEHTOM C/labblii KOHTAKT.

2. MNMOKA3AHNA N MPOTUBOIMOKA3AHNA K TMPUMEHEHWNIO

MW 1 BO3SMOXXHbBIE NMOBOYHbIE 3P PEKTbI

2.1. lNokasaHuA

[laHHOe yCTpPOIMCTBO NpeAHasHauYeHo A1 nepesadn 3Heprum ot LeNieBOW TKaHu
nauueHTa 06paTHO K 3N1eKTPOXUpypruyeckoin yctaHoske (electrosurgical units,

ESU) unn reHeparopy.

BbIHBJItITDT.

3. MH®POPMAUWMA O MOTEHUMANBbHbBIX TNMOTPEBUTE/IAX MW
N YKA3SAHWA MO NCIMOJIbSOBAHUIO

3.1. YKasaHu4 no Ucnosb30BaHWI0
N3genua  npegHasHayeHol 4N
3/1paBOOXpaHeHUs.

M3nennsa peKkoMeHALYeTCA MCMNONb30BaTh NPU YCI0BUAX, YKa3aHHbIX B HUXKe.—
3.2. MoTeHUWanbHbIe noTpedbuTenn M

K akcnnyataymm 3Toro ycTpoicTBa [LO/HKHbI AOMYCKaTbCs TO/IbKO Bpayu,
3HaKOMble C 3/IEKTPOXMPYPTUYECKNM AEACTBMEM Ha ONEPUPYEMbIX MaLMEHTOB

3.3. Ycnosua akcnayataunm M

ncnonb3oBaHMA B yupexgeHnax

*YcnoBusa akcnayaraymm i;
Temnepatypa, °C Ot 10 a0 40
Ot 15100 75

0,
OTHOCUTENbHAS BNAXHOCTb, % (663 KOHAEHCALNM)
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The pad limits the current flow"to safe levels, particularly when there is little
contact between the pad and the patient.

‘3] indications and contraindications for md use and

POSSIBLE ADVERSE EFFECTS

3.1. Indications ) o )
The intended use of this device is to conduct monopolar electrosurgical energy

from target tissue of a patient back to an electrosurgical unit (ESU), or generator.

4. INFORMATION ON
DIRECTIONS FOR USE

POTENTIAL USERS OF MD AND

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 ) . ) T
Only physicians familiar with electrosurgical effects on surgical patients should
operate this device.

4.3. Use conditions of MD



‘"npifTnnn souBnsaTHLIM Mesa Soft. SnekTpos Bo3BpaTHbIA Mega Soft ¢ gByms

Kabenamu

SNeKTpoAbl MMeT MArKOe MNOKPbITUE W3 BA3KOYMNPYroro nosmmepa

MeMLMCHKOrO Ha3HayeHus Ana obecneyeHns KomgopTta naumeHTa, a Takxe B

KayecTBe [AMINEKTPUYECKOrO C/1I0S C  BbICOKMM  COMPOTUB/IEHUEM  ANA

Heo6X04MMOro 3Ha4YeHNA EMKOCTU. DNIEKTPOAb! MPUMEHSAOTCA NS NaLUEHTOB,

Becom 6onee 25 dyHTOB (11,3 KI).

AnekTpoa BoO3BpaTHbIi Mega Soft ¢ aByms Kabensmu paspabotaH Ans

MCMO/b30BaHUA B OMepauusax, rae NPUMEHAETCA HECKONbKO 3/1EKTPUYECKMX

6nnfcoR (FSU) Hanpumep, B KapanoxXupyprum.

4.2. BO3MOXHOCTb W MeTOAbl MHTerpauum c Apyrumum MeguuuHCKUMUK
n3gennamm

KomnaHns Megadyne pekomMeHAyeT MCMOb30BaTh BO3BPATHbIE 3/1EKTPOAbI C

3ANeKTpoXMpypruyeckmm reHepatopom MegaPower, reHepaTopom Ethicon

Megadyne 1 [ONONHUTENbHbIMK yCcTpoicTBamu Megadyne (Hanpumep,

">rpk-rinrmawm A nemkatenn E-Z CLEAN)

4.3. TexHnueckue xapaktepuctuknm MW / Technical characteristics of MD

Ta6nmua 3 - OCHOBHbIE TEXHWUUYECKME XapaKTEPUCTUKM MeAMLMCHKOIO M3fenms

TaMaT Th(- Taln technical characteristics of medicald e y ic e

Mega Soft Pad Top Assy. Dual Mega Soft Pad Top Assy

The medical grade yisco-elastic polymer is used in Mega Soft Pads to provide
both comfort for the patient as well as the high impedance dielectric layer for the
desired capacitor. Pad function with the patient population oyer 25 Ibs. (11.3 Kkg).
Dual Mega Soft Pad Top Assy is specifically designed for use in surgeries where
more than one Electrosurgical Unit (ESU) is used, for example cardiac surgery.

5.2 The possibility and ways of integrating with other medical devices
Megadyne recommends the use of return electrodes with the Megapower
electrosurgical generator, Ethicon Megadyne electrosurgical generator and
Megadyne accessory deyices. (i.e. E-Z CLEAN electrodes and pencils.)

. s HaumeHoBaHve ; Y  Name’of MD *

TEXAVUECKINE XAPAKTEPCTARNA T T

) ot 3HaueHue / Value *
N Technical characteristics «

1. 3neKTpobl BO3BPATHbIE 31EKTPOXMPY pruyeckme, MHOropasoBoro UNCnNosb3oBaHUA B BapMaHTaxX UCMNO/THEHUA. /

ible. in variations;

1.1. Mega Soft Pad Top Assy;

1.2. Mega Soft Pad Top Assy (sample);

1.3. Dual Mega Soft Pad Top Assy;

1.4. Dual Mega Soft Pad Top Assy (sample);

1.1. 3nekTpoj Bo3BpaTHbI Mega Soft;
1.2. 3nekTpog BO3BpaTHbIN Mega Soft,
obpasel;

1.3. 9nekTpog Bo3BpaTHbIN Mega Soft ¢
[ABYMA Kabensmu;

1.4. SnekTpof Bo3BpaTHbIi Mega Soft ¢

5. MEPEYEHb MATEPUANC)B MW/ LIST OF MD MATERIALS

AnekTpoAbl Bo3BpaTHble Mega Soft n anekTpoAbl BO3BTpaHble
Mega Soft c gByms KabensaMy N3rotTaBNuBaKOTCA U3 CNefyoLmnx
matepuanos: MNMBX (nonueuHunxnopug) (cepbiin); ABC-nnactuk
(cepblin); YpetaH (cepblit); MegHblin cnnas; Monumep Akton
MeULMHCKOrOo Ha3HaveHwus; TepmonnacTnyHas

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

HomuHanbHoe HanpsxeHune, KB nuk /

<5,5
Rated voltage, kVp

[Juanason uactoT, Ky, / Frequency

300- 1000
range, kHz

Mega Soft Pad Tops Assy and Dual Mega Soft Pad Top Assy are made trom toiiowmg
materials: PVC Gray; ABS Gray; Urethane Gray; Brass Alloy; Medical Grade Akton Polymer;
Thermoplastic

Beryllium; PTFE; PVC (for Dual Mega Soft Pad Top Assy only).

olyurethane Film; Brass; Nickel/Copper Taffeta Fabric; Polyurethane;



NoNNYpeTaHoBas M/EHKa;

€t

Megb; Hukenb / mefHasa TadTa;

MonuypetaH; bepunnunesas medb; MonutetpadpTopatuneH; NBX
(nonuBuHUNXNopug) (TONbKO AN 3M1EKTPOA0B  BO3BPATHbIX
Mega Soft ¢ gByma kabensamn).

6. MHCTPYKLWMA NO 3KCMOAYATALWMW / INSTRUCTK3NS FOR USE

YcTaHOBKa B0O3BPaTHOro 3/1eKTpoja

1

OcmoTpuTe  BO3BpaTHbI  3MEKTPOA  Ha  npegmeT
NOBPEXAEHNIA HapY>XHON 060104KKM, Kabena (kabeneit) nnm
pasbeMa (pasbemoB) (Hanpumep, OTBEPCTWUIA, Pa3pbIBOB,
paccnoeHunsi,  MOBPeXAeHWn  wm3onaumm). B cnydae
NOBPEXAEHUS U30NALMMN INEKTPUYECKNX KOMMOHEHTOB W/IN
Kabenen, a TakKe ecnm HacTynua Mecsl, OKOHYaHWA CpoKa
aKcnnyaTtauuu, 3aMeHWTe BO3BPaTHbIA 371EKTPO4 WK
Kabenb (kabenu) [0 Havana akcnayartauyuu. [locne
MCMOMb30BaHMA YTUNM3MPYITE Hagnexawum obpasom B
COOTBETCTBUM C NONUTUKON YUpexAeHUs no yTuamsaymm
6roMeANUMHCKNX OTXO[0B.

Ecnn  BHewHsAs 000/104Ka  NOBPeXAEHa, YCTpaHuTe
Heronagkn nepeg ucnonb3oBaHveM. CM. MHCTPYKUMIO MO
PEMOHTY, NPUBEAEHHYIO HUXKE.

lMomecTuTe BO3BPATHbLIA 3MEKTPOA Ha OMNepauvoHHYHO
MOBEPXHOCTb NGO CTOpPOHOW BBepX. He KnaguTe
BO3BpaTHbIN 3NEKTPoS, HernocpeACcTBEHHO Ha
MeTa/l/IMYeCKYt0  MOBEPXHOCTb. BO03BpaTHbIA  3NEKTPOA
MOXHO pasmecTuUTb Hag, MO3NLMOHMPYOLWNMU
YCTPOACTBaMU WM paMamu.

Pacnonoxute nauyueHTa HernocpeiCTBEHHO Ha BO3BPATHOM
aneKkTpoge  Takum  o6pasom,  4TobGblI  0becrneynTb
MaKCUMa/ibHYlH0 nnowafb KOHTakTa C nauueHtom. He
Knagute BO3BPATHbIA 3/M1EKTPOL HA NauueHTa CBepXy.
Ob6s3aTeNlbHO pa3rnagbTe 3MEeKTPOL W He [JonyckaiTe
06pa3oBaHMNA MeIKUX UKW KPYMHbIX CKNaA0K 3/1eKTpoAa Noj
nayMeHToM.

Ecnn noTpebyeTcs M3MeHWTb MOJIOXKEHWe BO3BPaTHOMO
aNeKTpofa noj nauyueHTOM, MoOXanyihcta, cobnopaiTe
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Installing the Patient Return Electrode

1

Inspect the Patient Return Electrode for damage to the outer skin, cable(s), or connector(s)
(e.g. holes, tears, peeling, damaged insulation). Replace the Patient Return Electrode or
cable(s) before using if electrical components or cable insulation are damaged or if the
month of expiration is reached. Properly discard after use per institution’s policy for
disposal of biomedical waste.

If the outer skin is damaged, repair before use. See repair instructions below.

Place the Patient Return Electrode on the operating surface, either side up. Do not place the
Patient Return Electrode directly onto a metal surface. The Patient Return Electrode may
be placed over positioning devices and frames.

Position the patient directly on the Patient Return Electrode to maximize patient contact
area. The Patient Return Electrode should not be used on top of the patient. Make sure the
electrode remains smooth and prevent wrinkles or folding of electrode under patient.

If the Patient Return Electrode requires repositioning under the patient, please use care to
not cause undue stress or stretching which may result in splitting or damage of the electrode.
Do not place excessive amounts of linens or other materials between the patient and the
Patient Return Electrode. The use of excessive material between the patient and the
electrode assembly may result in a diminished electrosurgical effect. A sheet and draw sheet
may be placed over the Patient Return Electrode; however, this reduces the shear relieving
characteristics. If a sheet is used, it should fit loosely over the electrode and be unstarched
and free of wrinkles or folds.

To install the Patient Return Electrode, insert the correct cable connector (reference
numbers: M2K01, M2K02, M2K03, M2K04, M2K05, M2K06, M2K08 or M2K09) for the
generator being used. Ensure cable is not located under patient or where it could be
damaged.

The Patient Return Electrode may be used with two separate generators. When using only
one generator with the Patient Return Electrode, use the pre-attached cap(s) supplied with
each cable to cover the exposed connector and secure the cord out ofthe way before starting
electrosurgery. If the cap(s) is damaged or lost, call Megadyne customer service for a
replacement.




OCTOPOXHOCTb BO W36eXaHWe 4Ype3MEepHOro HarpsKeHUs
WA pacTshHKeHWs,  KOTOpoe  MOXeT  MpuBeCcTM K
paccnavBaHuio UM NOBPEXAEHNIO 3NEKTPOA.

He nomewaiite Mexgy nauuMeHTOM W BO3BPATHbIM
3M1IEKTPOLOM C/IMLIKOM MHOFO MPOCTbIHEN WM APYTUX
maTepunanos. Hannune  ype3mepHoOro KonnyecTea
marepuana Mexzgy nauMeHToM W 3/1IeEKTPOAOM  MOXKET
MPUBECTU K CHUXKEHWUIO 3/IEKTPOXUPYPrMYecKoro agdekra.
Ha 31eKkTpos MOXHO NONOXWTb NPOCTbIHb WUAN NOACTUNKY,
0L HaKO 3TO CHMXKAET XapaKTepUCTUKM CHATUS HanpsKeHWs
casura. IMpy “CNonb3oBaHUM MNPOCTbIHK €e Heo6XoAMMO
CBOOOAHO MOMNOXWUTb Ha anekTpod. OHa He AO0/MKHa ObITb
HakpaxmalieHHOW W He [O0/DKHAa WMeTb 3arnbos wan
CKNajokK.

[ns ycTaHOBKM BO3BPATHOrO 3/1€KTPOAa BCTaBbTe Kabesb
CoefMHUTeNbHbIA (HOMepa no Katanory: M2KO01, M2K02,
M2K03, M2K04, M2K05, M2K06, M2K08 umm M2K09),
COOTBETCTBYOL U NCrnofb3yemomMmy reHepartopy.
Mpocneante 3a TeM, 4TO6bI Kabenb He pacnonaranca Hap
nauMeHTOM 1 TaMm, rae OH MOXeT MOBPeAUTbCS.
Bo3BpaTHbIA  3M1EKTPOS MOXHO WCMOMb30BaTb C ABYMS

He3aBMCMMbIMU  TeHepaTopaMu. EcCAM Cc  BO3BPaTHbLIM
9NeKTPOAOM  MCMONb3YeTCA TOMbKO OAWH  reHepatop,
3aKkpoinTe HENCNo/b3yembli pasbem KOMMayKom

(konnaykamu), UMeKLWMUMCA Ha KaX4oM Kabene, w nepeq,
HayanoM 3M1eKTPOXMPYPrMYeCcKom onepaumn 3akpenuTe
Kabenb TaK, 4Tobbl OH He Mewan. Ecnm  Konmayok
(Konnayku) NOBpeXAeH Unun yTepsH, 06paTtuTech B CNyXOy
nosaepXxkn Megadyne 3a 3aMeHOM.

Ecnn reHepatop no3BonseT BblbpaTb OAHY MAaCTUHY WK
ABe NIacTWHbl, BblGEpUTE ONUWUIO C OAHOW MNacTUHOW. B
c/lyyae npasW/IbHOTO MOAK/OYEHUA Kabens WHAMKATOP Ha
reHepaTope CMeHWT LBET C KPacHOro Ha 3eneHblid um
noracHeT, B 3aBWCMMOCTW OT MOAeNn reHeparopa. Eciu
CcoCTOAHMe uHAMKaTopa He wusmenutca, MNMPOOOJ/IKATb
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9.

10.

If the generator allows for a single or dual plate selection, select the single plate option. If
the cable is installed correctly, the generator light will change from red to either no light or
a green light depending on the model of generator. If the light does not change, DO NOT
PROCEED. Contact your Megadyne customer service representative.

To install the Patient Return Electrode in a contact quality monitoring (CQM) dedicated
generator, insert the blue cable connector (reference numbers: M2K08 or M2K09) end into
the patient return electrode receptacle on the generator. The CQM light should go green,
indicating that the electrode has been recognized by the generator and allowing for the use
of electrosurgery. Ifthe CQM light of the generator does not illuminate after connecting the
electrode to the generator, DO NOT PROCEED. Contact your Megadyne customer service
representative. Note: The Patient Return Electrode utilizes current limiting technology
which has been determined to be safer than the contact quality monitoring system regarding
pad site burns.



HEJIb3A. Cesxutecb C  npeactaBuTeneM  otgena
06CcnyXXnBaHUs KAMEHTOB KoMnaHum Megadyne.

10. YT006bI NOAKMHOUNTH BO3BpAaTHbIiA 3neKkTpos K
cneuuanbHOMY reHepatopy A/ KOHTPOMA — KayecTsa
KOHTakTa (contact quality monitoring, CQM), BCTaBbTe
KOHeL, CUHero Kabens c pasbemMom (HOMepa Mo KaTanory:
M2K08  wnmu M2K09) B  TrHe3fo  reHepartopa,
npegHasHayeHHoe AN BO3BPATHOMO 3NekTpoda. MHankatop
CQM pomkeH cTaTb 3e/leHbIM, YyKasblBaa Ha TO, 4TO
3/1eKTPOL, pacrno3HaH reHepatopoM W BbIMOMHeHWe
3NIEKTPOXMPYPrMYECKO Mpouefypbl  paspelleHo. Ecnu
nHankatop CQM reHepatopa He BK/IHUUTCA Mocne
NOAKNH0YEeHUS anekTposa K reHeparopy, TO
MPOAO/IKATb HEMb3A. CBaXnTtecb ¢ npeacrtaBuUTenemM
oTAena 06CNYXMBaHUSA KIWEHTOB KoMnaHuu Megadyne.
lMpymeyaHne. B KOHCTPYKLUMWU BO3BPATHOrO 3/1eKTpoja
NMPUMeHAeTCa  TEXHONOrMA  orpaHuyeHus Toka. Kak
nmokasana  npakTuka, OHa  6e3onacHee  CUCTEMbI
MOHUTOPUHIA KayecTBa KOHTAKTa C TOYKU 3PEHUS pucKa
0XK0ra B MecTe HaNoXXeHWs 3/1EKTPOLA.

OTcoefMHeHWe BO3BPATHOI0O 3/1eKTposa To disassemble the Patient Return Electrode
1 TlMepeBeaute BbIKNOYaTeNb reHepatopa B nonoxeHne 1. Turn the generator to the “OFF” position, or “STANDBY” position.
«OFF» (BblKN.) unn «STANDBY» (pexxum oxugaHus). 2. Disconnect the cable from the generator by unplugging it. Store the cables when not in use
2. Otkmouunte Kabenb OT reHepaTopa, OTCOEAVMHMB Pa3beM. to prevent a tripping hazard or damage to the cables.
UTobbl MCKMOUNTL Yrpo3y cnoTbikaHus 06 kabenb mnm 3. The electrode should be stored either on the operating room table or in an area away from
noBpeXxaeHns kabenei, nocnegHue cnegyet youpatb, Korga heavy or sharp objects when not in use.

OHW He UCMOMb3YHTCS.
3. ECnv 3anekTpof He UCMOMb3YeTCs, TO €ro CrefyeT XpaHUTb
Ha CTO/Me B OMEPaLMOHHON UM B MeCTe, TAe HEeT TSXKeNblX
VAU OCTPbIX MPeaMeTOB.

MoporpeB v oxnaxgeHue Heating and Cooling
1 MaumeHTa MOXHO pasmecTWTb Ha npeaBapuTensHo L1 The patient may be placed on a pre-warmed Patient Return Electrode in order to minimize
MOAOrpeToM BO3BPAaTHOM 3/1eKTPOAe, 4TOObI CBeCTM K patient heat loss. The Patient Return Electrode may be pre-warmed by placing it under or
MUHUMYMY nNOTepto Tensna Tena nauueHta. YToObl over a patient warming device. The Patient Return Electrode is NOT intended to be used in
MOAOrpPeTb BO3BPATHbIA 31eKTPOA, MOXHO MNONOXUTb €ro place of a patient warming device.
8
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noj ycTpoicTso o6OrpeBa MalueHTa WM Ha HEro. 2 Follow patient warming device manufacturer’s instructions for use to prevent patient

Bo3sBpaTHblii anektpog  HE npegHasHadyeH  And hyperthermia or thermal insult.
UCMONb30BaHMA B KayeCcTBe  YCTpOiCTBa  0bGOrpesa
nauueHTa.

2. Ytobbl He [OMYCTUTb TUMEPTEPMUU WAN TEPMUYECKOW
TpaBMbl MalWeHTa, cneayinTe NpeAoCTaBNEHHON 3aBOAOM-
M3roTOBUTENEM MHCTPYKLMU MO 3KCNayaTauumn yCTponcTea
oborpesa nayueHTa.
7. 3HAYEHWA CMBOJIOB, YKA3SAHHBIX HA YMAKOBKE / INTERPIH:TATION OF SYMBOLS USED ON THE PACKAGE

Tabnuua 4 —3HauyeHMs CMMBOJIOB, YKa3aHHbIX Ha ynakoBke / Table 4 —Interpretation of symbols used on the package
Cumson / Symbol 3HauyeHue cMMBONa [ Symbol meaning n

Mil MpoussoanTenb Manufacturer

Y NONHOMOYEHHbI npeacTaBuTESNb B EBponeiickom

EC REP C006lLeCTBE™ Authorized Representative in the European Community*

REF Homep no Kartanory Catalog Number

|LOT] Koa napTun Lot Number
Vcnonb3osatb [jo Use By Date

H e Serial Number CepuiiHblil Homep

Vmax < XXKkVp  MakcumansHO fonycTMOoe HanpsxeHue (0cobble ycnosus) Voltage Rating (Specific Conditions)

XpaHuTb B CyXOM MecTe Keep dry

n T
XpaHuTb BLANM OT MCTOYHUKOB Tenna Keep away from heat
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BnaHocTb Npu yCNnoBUAX XpaHeHus

Temnepatypa Npu YCNOBUSX XPaHEHNS

EavHny, B ynakoeke

CooTBeTCTBME MpOoAyKTa TpeboBaHUAM Mo 6Ge3onacHoOCTU [Af1s
noTpebuTenen, Me[MKO-CAaHUTapHbIM  TpeboBaHMAM "
TpeboBaHMAM N0 06e30MacHOCTU ANS  OKpY>XKatoleid cpefbl
Esponeiickoro Coto3a.*

BHumaHne! ®depgepancHbiM 3akoHoM CLUA npogaxa 3toro
ycTpolicTBa paspeLueHa TOJ/IbKO NNLEH3NPOBAHHOMY
NPaKTUKYHLLEeMY MeapaboTHUKY WK MO ero 3akasy. *

CM. UHCTPYKLMIO MO NPUMEHEHNIO

YKa3sblBaeT Ha TO, YTO 3N1eKTPUYECKOE W 3/IEKTPOHHOE U3fenue
(933U) copepXnUT TOKCUYHbIE W OMacHble BeLlecTsa WK
3NIEMEHTbI B KOHLEHTpaumMAX, MPeBbILLAlLWMX MaKCUMalbHble
3HayeHMs. HasBaHWA W cofepXKaHWe TOKCUYHbIX W ONacHbIX
BELeCTB WM 3/MEMEHTOB YKa3aHbl B PYKOBOACTBE O
aKcnnyatauuy u3genvs Ha KATacKoM s3bike. Yucno «10» B
0603HayeHMM OTHOCMTCA K CpPOKYy 6e3omacHoro Ans
OKpY>XatoLLel cpefbl MCMOMb30BaHNSA; NOC/e UCTEYEHUS CpoKa
6e30MacHOro [ OKPY>XKalollein cpefbl UCMOMb30BaHUA OHM
[O/MKHbI  ObITb  MOMELWEeHbl B CUCTeMY  yTUAM3aLMK
(o603HaueHuve, npuHaToe B Kutainckoin HapogHoli Pecny6nuke
OJ19 OrpaHUYeHns cofep>kaHus ornacHbiX Bewects (RoHS) B
3NIEKTPUYECKUX W 3NEKTPOHHbLIX U3aenusx). *

YKa3blBaeT Ha TO, YTO 3/IEKTPUYECKOE WU 3/IEKTPOHHOE U3Jenune
(39M) copepXUT TOKCUYHLIE W OMacHble BellecTBa WK
3/IEMEHTbl B KOHLEHTpAUMAX, MPeBbILLAKLWNX MaKCUMabHble

10
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Humidity under storage conditions

Temperature under storage conditions

Packaging Unit

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

Caution: Federal (USA) law restricts this device to sale by or on the order
of a Licensed Healthcare Practitioner.*

Consult Instructions For Use

Indicates that the Electrical and Electronic Product (EEP) contains toxic
and hazardous substances or elements over the defined maximum
concentration values. The names and content of the toxic and hazardous
substances or elements shall be provided in the Chinese product
instruction manual. The number “10” in the symbol refers to the
enviroment-friendly use period; after their environment-friendly use
period expires, they shall be put into the recycling system (People’s
Republic of China symbol for Restriction of Hazardous Substances
(RoOHS) in electrical and electronic products). *

Indicates that the Electrical and Electronic Product (EEP) contains toxic
and hazardous substances or elements over the defined maximum
concentration values. The names and content of the toxic and hazardous



substances or elements shall be provided in the Chinese product
instruction manual. The number “10” in the symbol refers to the
enviroment-friendly use period; after their environment-friendly use
period expires, they shall be put into the recycling system (People’s
Republic of China symbol for Restriction of Hazardous Substances
(RoOHS) in electrical and electronic products). *

3HayeHuda. HasBaHMA W cofepXKaHWe TOKCMUHLIX W OMacHbIX
BELECTB WM 3/IEMEHTOB YyKa3aHbl B PYKOBOACTBE MO
aKCnayaTaunm u3genns Ha Kutanickom fsblke. Yucno «10» B
0603Ha4YeHMM  OTHOCUTCA K CpPOKy  6Ge3onacHoro Aans
OKpY>KaloLLeil cpefbl MCMOMb30BaHWS; MOCNe UCTEYeHUs CpoKa
6e30nacHOro A/ OKpY>XaloLei cpefbl WUCMOMb30BAHUA OHU
JO/MKHbI  ObITb  MOMEWEHbl B CUCTEMY  YTUAMU3aLUM
(o603HaueHwve, npuHaToe B KuTavickoih HapogHoit Pecny6nuke
ANA orpaHMYeHUs cofepXkaHusa onacHbix Belects (RoHS) B
3NEeKTPUYECKUX U 3NIEKTPOHHbIX U3LeNnunsax). *

* - ynakoBKa ¥ MapK1MpoBKa MeULMHCKOrO U3fennmsa MOXKeT He * - packaging and labelling of medical devices may not contain noted

coaep>kaThb OTMEUYEeHHblE  CUMBO/IbI. Tak>ke  MOryT symbols. It may also contain symbols that are not regulated by national
coAep>KaThbCA CUMMBO.Ybl, HE pPerynnMpyembie HauyMOHa4ybHbl.MW standards.
cTaHgapTamu.

7.1. CpOK rofjHOCTK, CPOK CNY>XObl

CpoOK rogHoCTK 3/1eKTPOA0B BO3BPATHbIX 3/IEKTPOXNPYPIrUYECKUX - 24 MecALa.
7.2. dopma NocTaBKK

Kaxpaas ynakoBka MefULMHCKOrO W3Aenns COLEePXMUT 3M1eKTPOL, BO3BPATHbIN
3N1eKTPOXMPYPrMUYECKNA, MHOTOPa30BOro UCNo/b30BaHWUS C OAHUM WK ABYMS
npefycTaHOBNEHHbIMW COEAUHUTENbHbIMK  Kabenamu (B 3aBUCUMOCTU  OT
BapuaHTa  WCMOJIHEHWA), a TakXKe WHCTPYKUMIO MO  3Kchayarauuu
MeAMULIMHCKOrO U3LeNiNA 1 rapaHTUAHbLIN BKNaAbILL.

MpUHAZNeXHOCTN NOCTaBNATCA B WMHAMBUAYA/bHbIX YMaKoBKax Mpu
Heo6X0ANMOCTMW.
8. MEPEYEHDb MATEPUNANOB  XWBOTHOTIO 7 nnwnm

YUETOBEYECKOI'O NMPONCXOXAEHWNA

HenpumeHnmo. [aHHOe MeAMUMHCKOE W3fenne He COLepXUT maTepuansi

YXMBOTHOIO W (U11) YeN0BEYECKOr0 MPOUCXOXAEHNS.

9. NHPOPMALUWA @) MPOBEAEHHBIX NCMbITAHNAX,
MPOTOKO/MIAX WCMbITAHUW, AHANW3E MONYYEHHbIX
OAHHbBIX

MefunuMHCKOE M30eNne  BbIAepXann UCMbITaHUA M0 Bepudmkauum u

BaAMgauMM W YAOBNETBOPSAOT TpPeboBaHMAM cnefyroumnx craHgapTos: 1SO

10993-1,180 10993-5,180 10993-10,180 10993-12, EN 60601-1, EN 60601-
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8.1. Shelf life, use by date

Shelf life of the Reusable Electrosurgical Return Electrodes —24 months.

8.2. How supplied

Each package of a medical device contains a reusable electrosurgical return
electrode with one or two pre-installed connectors (depending on the variation
of medical device), instruction for using the medical device and insert warranty.

Accessories are supplied in individual packs as required.

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

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

The medical device has passed the verification and validation tests and meet the
requirements of the following standards: 1SO 10993-1, ISO 10993-5, ISO 10993-
10, ISO 10993-12, EN 60601-1, EN 60601-2-2, ISO 14971, ISO 13485, EN
62366, EN 1041, ISO 15223-1, MEDDEYV 2.7.1, ISO/TR 14969.



2-2, 1SO 14971, 1SO 13485, EN 62366, EN 1041, ISO 15223-1, MEDDEV

2.7.1, ISO/TR 14969.

10. TPEBOBAHWA BE3OTNMACHOCTUN N DPPEKTBHOCT MU

10.1. TMMpegynpexaeHUsa U Mepbl NMPesoCTOPOXKHOCTH

MpegynpexaeHns

e B BO03BpaTHOM 3/1eKTpOfe MNPUMeHeHa TEXHOJ/IOTUA OrpaHUYeHns TOKa,
KOTOpas aBTOMAaTUYeCKN OrpaHUYMBaeT TOK B LiENW B Cyyae YMeHbLUEHUS
naowanm KOHTakTa MeXay 3/1eKTPoAOM U NauMeHTOM [0 YPOBHS HUXKe
YCTaHOB/IEHHOI0 3HayeHus. 103ToMy curHan Tpesoru reHeparopa CQM
He OyfeT 3By4aTb NPV OTCYTCTBUM KOHTaKTa NauueHTa C 3/1EKTPOLOM.
BcTpoeHHasa B 3/IeKTPOL TEXHOMOMMA OrpaHUYeHns Toka npefHasHayeHa
4na  TOro, 4TO6bl M36eXaTb OXOroB B MeCTax HakMafok 3a cuyeT
aBTOMATMYECKOr0 OrpaHMYyeHWs TOKa B LENW B Cflyyae COKpaleHus
naowanmM KOHTaKTa MauuMeHTa W 3/1IeKTPoJa HUXKe YCTAHOB/IEHHOro
3HauveHus, B pe3ynbTaTe yero 3HauMTeNbHO CHUWXaeTcA
3NEKTPOXMPYpPruyeckmnii athhexT.

o [AnA [OCTUXKEHUA HEOO6XOAMMOTO 3(h(heKTa NCNOMb3YITE KaK MOXHO 6oee
HWU3KNe HaCTPONKN MOLLHOCTMW.

* Kcnonb3yiiTe TONIbKO M30MPOBaHHbIE FEHEPaTopbI.

» Bo3BpaTHbIiA 37M1EKTPOA MOXHO WCMOMb30BaTh A4 NaUWEeHTOB C MaccoW
Tena ot 11,3 kr (25 (hyHTOB). MakcumasbHas macca Tefla nauueHTa He

orpaHuyeHa.
* He knagute BO3BpaTHbIN 3NEKTPOL HEMOCPEACTBEHHO Ha META/IINYECKYHO
MOBEPXHOCTb.
* He wucnonb3ylite BO3BpaTHbI 3MEKTPOL CO CheuuasbHbIMK pexXumMamu
reHepaTopos, Hanpumep, pexxmumamu pesku HIGH CuUT

(BbicoKO3ththekTUBHbIN) nnn ENDO CUT ((hpaKLUMOHMPOBAHHbIA) npwu
NCNONb30BaHUM 3MeKTpOXUpypruyecknx reHepatopos ERBE ICC 200,
300, 350 wn VIO. 3T0 MOXET TnMpuMBECTU K HexenatesibHOMY
3/IEKTPOXUPYPrMYECKOMY IPdeKTy.

 Korga reHepatop paboTaeT, [epXuTe HEeucrnonb3yemoe akTUBHOE
BCMomoraresibHoe 060pyfoBaHne nojasblie OT nauueHTa U BO3BPaTHOro
3N1EKTPOJa UM XPaHUTe ero B 3/IEKTPUYECKM N30IMPOBAHHOM KOHTeliHepe.
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11. MD SAFETY AND EFFECTIVENESS REQUIREMENTS
11.1. Warnings and precautions
Warnings

The Return Electrode utilizes current limiting technology that automatically
limits the circuit current in the event the area of contact between the
electrode and the patient drops below predetermined levels. Therefore, a
CQM generator alarm will not sound if the patient is not in contact with the
electrode. The current limiting technology built into the electrode is
designed to prevent pad site burns by automatically limiting the circuit
current in the event the area of contact between the patient and the electrode
drops below predetermined levels, resulting in a noticeable reduction in the
electrosurgical effect.

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

Use only with isolated generators.

The Return Electrode may be used with patients weighing from 11.3 kg (25
Ibs). There is no maximum weight restriction.

Do not place the Return Electrode directly onto a metal surface.

Do not use the Return Electrode with specialty modes on generators. For
example, HIGH CUT or ENDO CUT modes when using the ERBE ICC
200, 300, 350, or VIO series of electrosurgical generator(s). Doing so may
result in a different electrosurgical effect than intended.

When the generator is operational, keep active accessories away from the
patient and the Return Electrode, when not in use, or store in an electrically
isolated container.

Do not use the Return Electrode with any cuts or tears that expose the
Polymer until properly repaired.

The risk of igniting flammable gases or other materials is inherent in
electrosurgery and cannot be eliminated by device design. Precautions must
be taken to avoid contact of flammable materials and substances with
electrosurgical electrodes, whether they are in the form of an anesthetic or
skin preparation agent, are produced by natural processes within body
cavities, or originate in surgical drapes, tracheal tubes, or other materials.



&

e He ucnonb3yiite BO3BpaTHbIE 3NMEKTPOAb! C pa3pe3aMHu U pa3pbiBaMH, MpH
KOTOPBIX OTKPBIBAETCSA MOJMMED, A0 BbINOMHEHUS HAANEXKALLErO PpEMOHTA.

e Puck BO3ropaHHs OrHEOMacHbIX ra3oB M APYTMX MaTepHANIOB XapaKTEpeH
JUI 3NEKTPOXHPYPrHYECKHX MpOUEAYp U He MOXET ObITb MCKIIIOYEH 3a
cueT KOHCTPYKUMH yctpoictBa. Heobxoaumo cobnionate Mepsl
NpPeAOCTOPOXHOCTH, HW30eras  KOHTaKTa  JIerKOBOCM/IAMEHAIOUIMXCS
MaTEpUHaJIOB M BEWECTB C DJJEKTPOXHPYPrHYECKMMH 3JEKTPOAAMH,
HE3aBMCHMO OT TOrO, NMPUCYTCTBYIOT OHH B (popMe aHECTETHKa HIH
npenapara A1 NOAMOTOBKH KOXH, 0Opa3oBaJICh B XO/l€ €CTECTBEHHBIX
NPOLECCOB B MOJIOCTAX OpraHM3Ma HIH HMX UCTOYHHKOM SBIAETCA
OnepauMoOHHas NMPOCTbIHA, TpaxeaubHas TpyOKa UNH Apyrue MaTepHabl.
Y0651 H36exaTh pHCKa BO3rOpaHHs B TPaxee, 3aNpeliiacTcs HCNOb30BaTh
3NEKTPOXMPYPrHYECKYIO MpouUeAYpPY ANA BXOXKICHHA B TPaxelo NpH
BBINOTHEHHHN TPAXCOCTOMHH.

e Jina npoBeAECHHS XHPYPrHYeCKHX MpOLEAYpP, MPH BLIMOJHEHHH KOTOPBIX
BBICOKOYACTOTHBIA 3JIEKTPHYECKHI TOK MOXET MPOXOAHTL Yepe3 4acTH
Tena, HMEIOUIME OTHOCHTENbHO Hebonblyl0 mnIoWAanb MOMNEPEYHOro
ceyeHHs (Hanpumep, B ciyuae oOpe3aHHs), MOXHO PEKOMEHIOBaTh
MCMIONB30BAHHE  JBYXMOJIOCHOM  METOAMKH, 4ToObl  u36exaTb
HEXeaTeNbHOrO NMOBPEXACHHA TKaHEH.

o OTCyTCTBHE KOMMayka Ha JOMNOJHHTEILHOM IUHYpPE BO3BPAaTHOIO
anekrpoaa Dual Cord Bo BpeMs €ro HCOJIb30BaHHsl MOXET CO3AaTh Yrpo3y
MOPAXKEHUS INEKTPHUYECKUM TOKOM.

To avoid the risk of tracheal fires, never use electrosurgery to enter the
trachea during tracheostomy procedures.

For surgical procedures where the high frequency 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.

Failure to cap the extra cord of the Dual Cord Patient

Mepb! npeaocTopoKHOCTH

e CBelcHUA O HaANeXaWEM HCMONB30BAHHH 3JIEKTPOXHPYPrHY€cKOro
o6opynoBaHus MPUBEAECHBI B PYKOBOACTBE MO IKCIUTyaTallMH FE€HEPATOpa.

e Kak M B cnyyae Apyrux MEQMLMHCKMX YCTpPOHCTB, cneayer u3berarhb
CKOTUIEHH XMMHYECKUX BELUECTB HJIM JKUAKOCTEH, KOTOpbIE MOrYT
cnoco6CcTBOBAThL HapyLEHUIO KOXKHOTO NOKPOBa NaLMEHTAa HH NPHBOAUTH
K 06pa3oBaHHIO MPONEKHEBLIX A3B.

e He nonyckakte, 4ro6bl MauMEHT pacrnonarajics HEMNOCPEACTBEHHO Ha
XECTKOM Yrily Wau kabene BO3BpaTHOro 3/1eKTpoaa, uToObl u3bexarsb
CO3/laHHs BO3MOXXHBIX TOYEK AaBNEHHUS.

e Jlnsa 3awMThl NALMEHTa OT OOpa3’OBaHMA NPONEKHEBLIX fA3B CleayiTe
HaJUIeXKalMM METOJHKAM W MPOLEAYPaM yXo/a.

Precautions

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

As with other medical devices, avoid pooling of chemicals or fluids that
may contribute to patient skin breakdown or pressure ulcer formation.
Avoid placing the patient directly on the rigid corner or cable of the Return
Electrode to avoid possible pressure points. Universal Mega Soft Pads and
Universal Dual Mega Soft Pads does not have the same level of pressure
reduction capabilities of other thicker Return Electrodes.

Follow proper nursing practices and procedures to protect the patient from
pressure ulcers.
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Crepunu3oBaTh BO3BPaTHBIE JIEKTPOLI HE CllENyeT.

H3beraiiTe KOHTAKTa C OCTPLIMH APEAMETAMH H KPOMKaMH.

Hu B KOeM ciyyae He UCMONB3YHTE AN YUCTKM BO3BPATHOIrO JJEKTPOAA
nesuHdUuMpylolMe cpeacTBa, coaepxaiue 6onee 70% cnupra. ITO
MOXET NPUBOAMTD K 3aTBEPACHHIO BHEIIHEH 060104KH.

K skcnnyarauuy 3Toro ycTpoicTea JO/KHBI JOMYCKAaThCA TONBLKO BpauH,
3HAKOMBIE C 3JIEKTPOXUPYPrHYECKHM JICHCTBHEM Ha ONEPHPYEMbIX
MNaUMEHTOB.

Hcnonb3oBanue ¥ Haanexallee pacrnosioKeHHEe BO3BPATHOTrO 3/EKTPO/a
ABNAIOTCA onpelensiownM ¢akropom OGesonacHoro H 3(p¢PeKTUBHOrO
NPHUMEHEHHA ONHOMOJIIOCHOH 3JIEKTPOXMPYPTrHYECKOH METOAHMKH, B
4aCTHOCTH B IUlaHe MpeaoTBpalleHus oxoroB. CreayHTe yKa3saHWAM H
PEKOMEHIOBaHHBIM METOAAMKAaM MOArOTOBKH, Pa3MELIEHHsA, KOHTPONs H
MCMOJIb30BaHHUA BO3BPATHOIO JJIEKTPOAA.

JIng CHHXXEHMS PHCKa OXOrOoB JpyrHX y4yacTKoB Teja H3-3a
aNbTEPHATUBHBIX MYyTEH MPOXOXIACHHA TOKa, CleAyeT M0 BO3MOXHOCTH
u3beraTh KOHTAKTa [MaUMEHTa C 3a3€MJICHHBIMH METANTHYECKHMH
npeaMeramu. PazymeeTcs, 3Ta peKOMEHJAUMA MOXET ObITH MPaKTHYECKH
HEOCY1LECTBUMOMH MPH BbIMOJIHEHMH HEKOTOPHLIX MPOLEAYpP; OAHAKO ANA
ofecneyeHnuss  MaKCHMalnbHOM  6e30mMacHOCTH  MaUMEHTa  MpH
MCMOJIB30BAHHH  JNIEKTPOXHPYPrHYECKHX  YCTPOACTB,  NPHUMEHECHHE
noA06GHbIX METOIUK AOJDKHO ObITL CBEIGHO K MHHUMYMY.
DNeKTPOXHPYPrH4ecKHe Kabenu HOMKHbI Pacrnosiaratbcs TaK, 4ToObl
KOHTaKT C MauueHTOM Obll MHHHUMAIbHBIM, a COMPHKOCHOBEHHE C
ApYrMMHM MpoBOAaMM OBUIO HMCKIIOYEHO BO H30€XaHHE HEraTUBHOIO
BAMAHHUA Ha paboTy 3/IeKTpOHHOTrO 060pyA0BaHHA.

HabnionaeMas HH3Kas BBIXOJHAas MOLUHOCTb MIIH HeucnpasHas pabora
3NIEKTPOXHPYPruyeckoro o6opynoBaHus nNpH oOLIYHEIX HACTPOHKAX MOTYT
yKa3blBaTh Ha HEMPaBH/ILHOE PAcMoNIOKEHUE BO3BPATHOIO 3/IEKTPOJA HAH
NoBpeXeHHE 3NeKTpUueckoro nposoja. He yBennuuBaiTe BLIXOAHYIO
MOUWIHOCTb, He YOeAMBIIHCH B OTCYTCTBHM OYEBHAHBIX AePEKTOB H
NpaBUAbHOCTH PACMONOXKEHHA d3nekTpoaa. B cnyuae oaHononrocHon
XHpPYpruH 3¢ EKTHBHBI KOHTAKT MEXAY MalMEHTOM H BO3BPATHLIM
3MIEKTPOAOM HEOOXOAUMO NMPOBEPATH NMPH KAXKAOM U3IMEHEHHH NOJIOXKEHHS
nauueHTa.

Do not sterilize the Return Electrode.

Avoid sharp objects and edges at all times.

Never use disinfectant containing more than 70% alcohol to clean the
Return Electrode. It may cause hardening of the outer skin.

Only physicians familiar with electrosurgical effects on surgical patients
should operate this device.

The use and proper placement of a return electrode is a key element in the
safe and effective use of monopolar electrosurgery, particularly in the
prevention of burns. Follow directions and recommended practices for the
preparation, placement, surveillance, and use of this return electrode.

To reduce the chance of alternate site burns due to alternate current
pathways, the patient, when practical should not be allowed to come into
contact with metal parts that are grounded. It is recognized that this
recommendation may not be practical during certain procedures; however,
to maximize patient safety during the use of electrosurgical devices, such
practices should be minimized.

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.

Apparent low power output or failure of the electrosurgical equipment to
function correctly at normal settings may indicate faulty application of the
return electrode or failure of an electrical lead. Do not increase power output
before checking for obvious defects or misapplication. For monopolar
surgery, effective contact between the patient and the return electrode must
be verified whenever the patient is repositioned.

Use of electrosurgical devices can cause severe electromagnetic
interference in other devices, for patients with cardiac pacemakers,
electrically conductive or other active implants, a possible hazard exists due
to the concentration or re-direction of HF currents. The pacemaker or other
active implant may be damaged due to the interference of HF currents. In
case of doubt, approved qualified advice should be optained from the device
manufacturer.
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e DJEeKTPOXHPYPrHYECKHE YCTPOWCTBA MOTYT CO031aBaTh MOMEXH A
apyroro o6opynoBaHus. JINA NaUMEHTOB C  KapAHOCTUMYJISTOPaMH,
3NMEKTPONPOBOAAIUIMMH M IPYTMMH  aKTHBHBIMH  HMIUIZaHTaTaMH
CYLIECTBYET MMOTEHLMAbHAs ONAaCHOCTDb, CBA3AHHAA C KOHLIEHTPaLMER UIH
MepeHanpaBieHUEM BbICOKOYACTOTHBIX TOKOB. BLICOKO4ACTOTHbIE TOKH
nNoMeX MOTyT MOBPEANTb KapAHOCTHUMYJISATOP HIH APYroi aKTHBHbIA
uMniauTaT. B cnyyae comMHeHuit oGpaTuTech 3a KBaIMPHULHPOBAHHBIMH
PEKOMEHJAUMAMH K MPOU3BOAHMTENIO 060pyA0BaHHUS.

e Kak u B cnyuyae moOblX BO3BpAaTHBIX IJJIEKTPOIOB, caelyeT H3beraTs
KOHTAKTa pa3/IMuHbIX YYaCTKOB KOXH MallMEHTa (HampuMmep, pyK H Tena
naLMeHTa), HanpUMep, NMPONOKUB MEXIY HHMU CyXYIO MapJlio.

e Ilpn O0AHOBPEMEHHOM  HCMONbL3OBAHMM AJA  OAHOr0  MauWeHTa
BLICOKOYACTOTHOTO XHPYPru4eckoro o6opy10BaHUA H CPEICTB KOHTPOJA
($HU3MONOrHYECKHX TOKa3aTenei, BCe HCNONb3yeMBbIE IS  KOHTPONs
3NEKTPOAbI C/IEAYET Pacnonararth Kak MOXHO Aablle OT XMpypPru4eCcKuX.

HUcnons3oBaHue  Mronb4yaTbiX  KOHTPOJIbHBIX  JJIEKTPOAOB  HE
pekomeHayetcs. B nobom cnyyae pekoMeHayeTCA HCIONIB30BATH CHCTEMBbI
KOHTpONS co BCTPOEHHBIMH yCTpOHCTBaMH OrpaHH4YEHHs

BbICOKOYACTOTHLIX TOKOB.

e As with any return electrode, skin-to-skin contact (for example between the
arms and body of the patient) should be avoided, for example by insertion
of dry gauze.

e When high frequency surgical equipment and physiological monitoring
equipment are used simultaneously on the same patient, any monitoring
electrodes should be placed as far as possible from the surgical electrodes.
Needle monitoring electrodes are not recommended. In all cases,
monitoring systems incorporating high frequency current limiting devices
are recommended.

11. AH®OPMALIMSA O JIEKAPCTBEHHBIX ITPEITAPATAX H (HJIH)

G®APMALEBTHYECKHUX CYBCTAHIIUAX B COCTABE MH
DTOT pazaen He NPHMEHKUM K JaHHBIM H3EIMAM, TAK KaK H3€/IHA HE CoAepXKaT
NEeKapCTBEHHLIX BELLECTB H HE HCMOJIL3YIOTCS B COYETAHHH C NEKAPCTBEHHBIMH
BEILLECTBAMH.

12. 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.

(OR)

12. HHCTPYKIUS 110 OYUCTKE U YXOOY

1) INpousBoauts YKUCTKY M (MAH) JE3HH(PEKLHIO BO3BPAaTHOrO 3MEKTPOAa,
KOMILJIEKTa 3JIEMEHTOB 3aWMTHOrO 4yexna U Kabens cieayer OAHMM M3
cneyloWuX  pacTBopoB: cnabbiMm  pacTBopoM  xsopkn  (10:1);
rmoTapansaernaom; o-gpenun-peHonom; o-ceHsua-n-xnopdeHosnom; n-
TpeT-amundeHonoM. TuwatenbHo mnpomoiiTe BO3BPATHHIH 3JIEKTPOA H
KOMIUIEKT JJE€MEHTOB 3alUTHOrO 4exja YWCTOM BOAOW ANA YyIAaNCHHsA
ocaaka, o6pa3oBaBLUCrocsi B pe3yAbTaTe MPUMEHEHHA UYHCTALIMX
pactBopoB. HeymaneHue xumuyeckoro ocagka MOXET MNPHBOAHWTH K
npexaeBpeMEeHHOMY pa3pyLIeHHIO HapyXHo# 06onouku. Cniupt U apyrue
CUJIbHBIE Je3HHUUMPYIOLIME CPEACTBAa MOTYT NPUBOAUTHL K 00pa30BaHHUIO

13. CLEANING AND CARE INSTRUCTIONS

1) Clean/disinfect the Return Electrode, sheath assembly and cable with any of
the following solutions: mild bleach solution (10:1); glutaraldehyde; o-
phenylphenol; o-benzyl-p-chlorophenol; p-tertiary amylphenol. Thoroughly
rinse the Return Electrode and sheath assembly with clear water to remove
any residue from cleaning solutions. Failure to remove chemical build up
may cause premature failure of the outer skin. Alcohol and other strong
disinfectants may cause staining or hardening of the electrode’s outer skin.
Cleaning solutions with peroxide should not be used.

2) Do not allow cleaning solutions or rinse water to come in contact with metal
connectors.
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MnATeH WK 3aTBEPACBAHHIO BHelHeH 00004KH 3JIEKTPOAOB. He
AONYCKAaeTCA NPUMEHATH YHCTAUINC pacTBOpPbI, CORECPIKALLHE NEPOKCHA.

2) He monyckaiiTe KOHTaKTa YMCTALMX PaCTBOPOB WJIH IPOMBIBOYHOMH BO/IbI

¢ MeTaJUIMYECKUMH pa3beMaMH.

3) IlpocywmnTe BO3BPATHBIA 31EKTPOA M KOMIUIEKT 3JIEMCHTOB 3alMTHOTO

YyexJia BO3BpaTHOro 3JICKTpoAa nepei UcnoJjib30BaHueM B cnenylomuii pas.

3) Dry the Return Electrode and sheath assembly prior to next use.

13. TPEBOBAHHSA K TEXHHYECKOMY OBCIY)XHBAHHIO H

PEMOHTY MH

Q6iue cBeleHUA

PeMoHTHBIH HaGop Mega Soft MOXHO JIerko HCMoJL30BaTh AU PEMOHTa
noBpexeHHil BHELIHeH 060/104KH dN€KTpoaa.

Ecnu BO3BpaTHBIA 31€KTPOA HE paGoTaeT A0DKHBLIM 00pa3oM, TO TEXHHK
no 6HOMEAULIMHCKOMY O6OPYNOBaHHIO MOXET H3MEPUTH COMPOTHBIIEHHE
kabeneit u yrnosoro coeuHeHus. Eciun pesyabTupyloliee COnpoTHBACHHE
Mexay KoHuamu kaGenedi Gonbwe 3 Om (kpome kabeneii «Kabenb
COeIMHUTEILHBIH, NepexoaHuk, 2.4 m» u «Kabenb COEIHHHUTEJILHbIMH,
NEepexXofHHK, 4.4 M»), BBIBEAHTE IEKTPOA M Kabenu U3 3KCIIyaTalHH U
CBSOKHTECD C OTAEIOM 06Cy>XKMBaHUA KIIHEHTOB koMnaHuu Megadyne ans
3aMeHbI BO3BPATHOrO 3JIEKTPOAA MK KabeJisi B COOTBETCTBHH C YCIOBUAMH
rapaHTHH.

B ciyuae kaGeneit «KabGenb coeaMHHTENbHEIH, NEPEXONHHK, 24 M» u
«Kabenp coeavHHTENbHLIA, nepexoaHuk, 4.4 M», €ClH HU3MeEpeHHas
€MKOCTb MEXy KOHLIaMH Kabensi BBIXOAMT 3a npeaeisl aanasona 90-110
H®D, HeoOX0aMMO BEHIBECTH Kabenb M3 IKCIIyaTaUMH W CBA3ATbCA C
NpeACTaBUTENEM OTAENAa OOCHY)KHBaHHMS KIHEHTOB JUIS 3aMEHbI B
COOTBETCTBHH C YCIIOBUAMH rapaHTHH.

14. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
MD
General information
e A Mega Soft Pad Repair Kit can easily be used to repair damage to the
electrode’s outer film. Follow the instructions for use included with the
repair kit for more information.
e If the Return Electrode is not functioning as expected, a biomedical
technician may measure the resistance of the cables and corner connection.
If the resulting resistance is greater than 3 ohms end to end for all cables
except «CQM Compatibility Cable, reusable standard connector 2.4 m» and
«CQM Compatibility Cable, reusable standard connector 4.4 m», please
remove the electrode and cables from service and contact Megadyne
customer service for Return Electrode or cable replacement according to the
terms of the warranty.
¢ Forthe «CQM Compatibility Cable, reusable standard connector 2.4 m» and
«CQM Compatibility Cable, reusable standard connector 4.4 m» cables, a
capacitive reading outside a range of 90 nF and 110 nF, end to end, remove
the cable from service and contact your customer service representative for
a replacement according to the terms of the warranty.
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14. YCJIOBHS TPAHCIIOPTHPOBKH U XPAHEHMUSA
Tpancnoptuposka

He TaHMTE, HE NOAHMMANTE U HE HOCHTE JJIEKTPO, 32 LUHYP. ITO MOXET
TIPHUBECTH K 3IEKTPHYECKOM MOJIOMKE.

Bceraa cobatonaiite ocTtopoxHOCTh NMpH 0OpaLleHHH C BO3BPaTHBIM
31eKTpo oM. OCTOPOXHO CHUMAIITE MEKTPOJL CO CTOJIa MIIH APYToro
XHpYpruueckoro o6opyaoBaHms.

Bosspathblii 3nexrpoa Heo6xoaHMO CBOGOAHO CBOpAauYMBATE UM
CKaJbIBaTh H MEPEHOCHTD Ha pyKax (KaK MaZieHLa).

B cnyuae nepenoca 3nektpona 6e3 noaaepXKku BHELIHAA 060104Ka
MOXET pacTAHYTBLCA H BbI3BaTh YPE3MEPHBIE HAMPAXKEHHUs1, NPUBOAALLIME K
pacClOeHHIO.

B cnyuae noabeMa U3nenus 3a yribl BHelHAS 0060104Ka MOXET
PacTAHYTBCA, YTO NpHBEJAET K 00pa30BaHHIO PacTDKEK WIIH pa3pbiBOB.

15. CONDITIONS OF TRANSPORTATION AND STORAGE
Transportation

Do not pull, lift, or carry by the cord. This may cause electrical failure.
Always handle the Return Electrode with care. Carefully remove it from
the table or other surgical equipment.

The Return Electrode should be loosely rolled or folded and cradled (like a
baby) when carried.

Carrying the electrode unsupported can stretch the outer skin and cause
undue stress that may result in splitting.

Lifting the product from the corners may stretch the outer skin, causing
stretch marks or tears.

Tabnuua 5. YcaoBHs TpaHCNOPTHPOBKH:

HaumeHoBanHe Jluanazon Designation Range
Temnepatypa, °C Ot - 34 no 65 Temperature, °C From — 34 to 65
OTHOCHUTENbLHAS BIAXHOCTL, Yo Ot 15 10 95 Relative humidity, % From 15to 95

Table 5. Transportation conditions:
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| AtmocdepHoe nasnenue, rlla [ Ot 700 no 1060 |

| Barometric pressure, hPa | From 700 to 1060 |

XpaHenue
e XpaHHUTb B CYXOM MECTE

. Xpauwrb BJanH¥ OT UICTOYHHUKOB TECILIa

Tabnuua 6. YcnoBust XpaHEHHS:

HanmenoBanne Jinanazon

Temnepatypa, °C Ot 5 no 50
OTHoCHUTENBHAA BJIAXHOCTH, Yo Ot 15 0o 95
AtMocdepHoe naBneHue, rlla Ot 700 no 1060

Storage
e Keepdry
e Keep away from heat

Table 6. Storage conditions:
Designation
Temperature, °C
Relative humidity, % From 15 to 95
Barometric pressure, hPa From 700 to 1060

Range
From 5 to 50

15. HOPAJAOK M YCJIOBHA YTHJIM3ALIMHA HJIH
YHUUTOXEHHA MH

U3snenus yTHUIM3MUPYIOTCA J1€4eOHBIM YUPEXKACHMEM B COOTBETCTBHH C

tpeboBanuamu CanlluH 2.1.3684-21 . H3penus nocne HcTeueHHs cpoka

FOJHOCTH OTHOCATCA K OMHAEMHONOTHYECKH Oe30MmacHBIM OTXOAaM |

YTHIN3HUPYIOTCA KaK OTXO/b! Kiacca A.

16. 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.

16. TAPAHTHA U PEKJIAMAILIUA

Komnanuua «Meranaiin Meaukan [lpomaktc, Uuk.» (nanee «Meragaiu»)
rapaHTHpYyeT NEPBOHAYANLHOMY NOKYNATEO OTCYTCTBHE NPOM3BOACTBEHHBIX
AedexkToB, a Taloke AeeKTOB B MaTepHalaX 3JEKTPHYECKHX KOMIIOHCHTOB
MHOrOpPa30BbIX BO3BPATHBIX IEKTPOXHPYPrHYECKHX 3/IEKTPOAOB NP YCIOBHH
MX HOPMAabHOro Mcnonb3oBaHuA. O6A3aTenscTBa KoMnaHWM «Merajaihy,
BHITEKAIOLLHE M3 HACTOSIEH rapaHTHH, OrpaHHYMBAIOTCA KPEAUTOM Ha
3aKYNKy CleAylolleil napTMM 3nekTpoaos B pasmepe 1/24 (1/18 nns
3NeKTpoJoB Bo3BpaTHbIX Mega 2000) 3aKymoyHOM UEHBI BO3BPALIEHHOTO
3MIEKTPOAA 32 KaXKJAblii Mecsll, OCTaBIIMACA N0 MCTEYEHHS CPOKa TOAHOCTH
BO3BPAUICHHOTO 3MEKTPOAa, €CAW (PakT HEUCMPaBHOCTH 3JIEKTPHUECKHX
KOMIIOHEHTOB BO3BPALLEHHOro 3nekTpoaa 6yaeT NoATBEPXKIAEH pe3yNbTaTaMH
IKCMEPTHU3bl, MPOBEACHHOH KoMMaHHei «Meranain»*. Hacrosinas rapaHtus
He pacnpocTpaHseTcs Ha Joboe u3aenue, kortopoe: (1) noaseprioch
HeONMaronpMATHOMY BO3JCHCTBHIO B PE3YJIbTATE HCIMOJB30BaHHs COBMECTHO C
M3AENHAMH, H3rOTOBJIEHHBIMH WM MPOAABAEMbIMH  CTOPOHaMH, He
yIOJIHOMOYEHHBIMH Ha TO KOMNaHHueH «Meraaainy»; (2) NoABEPriIoCh pEMOHTY
MW M3MEHEHHIO KOHCTPYKLMH MpH OTCYTCTBHH Ha TO YKa3aHHMH KOMNAaHHH

17. WARRANTY

Megadyne Medical Products, Inc. (Megadyne) warrants to the original purchaser
that the electrical components of the Reusable Electrosurgical Return Electrodes
are free from defect in material and workmanship under normal use. Megadyne’s
obligation under this warranty is limited to a credit on the next pad purchase of
1/18" of the purchase price of the returned pad for each month remaining before
expiration of the returned pad if upon examination Megadyne determines the
electrical components of the returned pad are defective*. This warranty does not
apply to any product that has been: (1) adversely affected due to use with devices
manufactured or distributed by parties not authorized by Megadyne, (2) repaired
or altered outside of direction of Megadyne in a way as to, in Megadyne’s
judgement, affect it’s stability or reliability, (3) subjected to improper use,
negligence or accident, or (4) used other than in accordance with the design and
use parameters, instructions and guidelines for the product or with functional,
operational or environmental standards for similar products generally accepted in
the industry.
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«MeragaifH», 4YTO, MO MHEHHMIO KOMMaHMH «MerajaiH», MOriao okasaTe
HEraTHBHOE BJIMSHUE Ha €r0 CTaGUIBHOCTbL UK HAIGKHOCTS; (3) noasepriaock
HEeHaJ/eXallleMy ~ MCMONb30BaHWIO,  HeOpexxHomy  obpaiueHuio  HIH
clyuaiiHOMy MOBpeX/JcHHIO; Mnu (4) wucnons3osanock Oe3 cobmoneHus
KOHCTPYKTHBHBIX M OKCIUyaTaUMOHHLIX  1apamMeTpoB,  TpebGoBaHui
PYKOBOIALUMX AOKYMEHTOB M MHCTPYKUMH NO NPHMEHEHHIO, nubo
GYHKUHOHANIbHBIX, OKCIUTyaTaUMOHHBIX WM DKOJIOMMYECKHX CTaHAapTOB,
YCTAHOBJIEHHBIX V1S aHATIOTHYHBIX H3/IENUH, ABNSIOUMXCS OOLUECTIPHHATLIMH B
COOTBETCTBYIOLIEH OTPACAH MPOMBILLIEHHOCTH.

3A UCKJIIOYUEHUEM CJTYUYAEB, KOI'JIA JENCTBYIOLEE MECTHOE
3AKOHOJJATEJIBCTBO TIPEBAJIUPYET, HACTOSILLIASl TAPAHTHUA
3AMEHSIET COBOW BCE IMPOYHME TAPAHTUHU WK YCJIOBHUA,
SIBHBIE WM TIOJPA3YMEBAEMbBIE, BKJIIOYAs, [1OMHUMO
[MPOYEIO, BCE l'IOlIPA3YMEBAEMblE FAPAHTHUHU WK YCJIOBHUA
KOMMEPYECKOH MPUIOAHOCTH WJIM COOTBETCTBHSA KAKOM-
JIMBO KOHKPETHOM UEJIM, A TAKXE JIIOBbIE JPYIHME
OBSA3BATEJILCTBA WJIK OTBETCTBEHHOCTb CO CTOPOHBI
KOMIMAHUM «MEFAJJAHH» WU SBJISAETCA EQUHCTBEHHbBIM M
UCKJIIOYHUTEJIbHBIM CPEJICTBOM  CYIEBHOH 3AILLIMTDI
MOKVYTIATEJIS. HU IMPU KAKUX OBCTOATEJIbCTBAX KOMIIAHHUA
«METFAJIAMMH» HE HECET OTBETCTBEHHOCTH 3A JIIOBBIE
MOHECEHHBIE TPAMBIE, KOCBEHHBIE, CNELUIU®HUYECKHUE WA
CJIYYAMHBIE YBbITKH, BKJTIOYAS], BE3 OTPAHUYEHUH, YBbITKH,
BO3HUKAIOLLUME B CBsI3U C UCITOJIb3OBAHHUEM EE IMPOAYKLMH,
IMMOTEPH BCJIEACTBHUE HEJIOHOHWEHHOH [MPUBLUJIH,
MPEPLIBAHUE KOMMEPYECKOH WIH HPOH3BOIICTBEHHOI/I
JEATEJIBHOCTU WJIK B CBA3U C MOTEPEM BH3HECA WU
JIEJIOBOM PEMYTALIMH, 3A UCKIMIOYEHHMEM CJIVYAEB, IPSMO
IMPENYCMOTPEHHBIX COOTBETCTBVYIOLIUM 3AKOHOM.

Komnauunsa «Meranaiii» He NpUHUMAeT Ha ceOs U HE YNOJHOMOUYHBAET KaKoe-
nubo apyroe nuuo Gpate Ha ceba Mmobyro Apyryt0 OTBETCTBEHHOCTD B CBA3M C
nponaxeil WK MCMONb30BaHHEM moboro usaenus «Meranain». Komnanus
«Meragaiii» ocrasiser 3a coboil  NpaBo HAa BHECCHHWE HM3MEHEHHWH B

UNLESS SUPERSEDED BY APPLICABLE LOCAL LAW, THIS
WARRANTY IN LIEU OF ALL OTHER WARRANTIES, EXPRESS OR
IMPLIED, INCLUDING THE WARRANTIES OF MERCHANTABILITY
AND FITNESS FOR A PARTICULAR PURPOSE, AND OF ALL OTHER
OBLIGATIONS OR LIABILITIES ON THE PART OF MEGADYNE AND IS
A PURCHASER’S EXCLUSIVE REMEDY. IN NO EVENT SHALL
MEGADYNE BE LIABLE FOR SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES INCLUDING, WITHOUT LIMITATION,
DAMAGES RESULTING FROM LOSS OF USE, PROFITS, BUSINESS OR
GOODWILL, OTHER THAN AS EXPRESSLY PROVIDED BY A SPECIFIC
LAW.

Megadyne neither assumes nor authorizes any other person to assume for it any
other liability in connection with the sale or use of any of Megadyne product.
Megadyne may make changes to its products at any time without incurring any
obligation to make the same or similar changes on Megadyne products previously
built and/or sold.

Statements marked with "*" are not applicable when handling a medical device
on the territory of the Russian Federation.
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KOHCTPYKLMIO CBOMX M34eNnii B Nto60oe Bpems 6e3 Kakmx-nmbo 0653aTenbCcTB
MO0 BHECEHUIO TaKWUX e WIN aHalorMyHbIX W3MEHEHUIA B KOHCTPYKLMIO
n3gennii «MerafaiH», U3roTOBNEHHbIX U/WAW MPOLAHHbLIX paHee.

3as1BNEHNA OTMEUYEHHbIE «*» SBNATCSA He MPUMEHUMbIMU Mpu o6paLleHun

MeAULMHCKOTO MU34enns Ha TeppuTopun Poccuitcknii degepaunn.

8. HAMMEHOBAHWE N FOPUANYECKWNIA AAPEC
nPonM3BogNTENA M N YNOJSIHOMOYEHHOI O
MPEACTABUNTENA MPON3BOAUNTENA B POCCUI

PA3PABOTYUK:
MeragainiH Megukan Mpogaktce, NHK., 11506 South State Street, Draper, Utah
84020, USA (CLLA).

MPON3BOONTE/b:
MeragainiH Meankan MpopgakTce, VHK., 11506 South State Street, Draper, Utah
84020, USA (CLLA).

YMNOJIHOMOUYEHHOW MPEACTABUTENL MPOMN3BOANTENA B
POCCUI:

00O «[xX0HCOH & [XoHCoH», 121614, r. Mocksa, yn. Kpbinarckas, a. 17,
Kopn. 2.

Ten. +7(495)580-7777, dakc: +7 (495) 580-7878
DL-JNJRUMedicalOA(3),ITS.JNJ.com,
DL-JNJRU-Medical-Resulatorv(3)ITS.JNJ.com
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18. NAME AND LEGAL ADDRESS OF MANUFACTURER AND
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

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

USA.

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-JNJRUMedical OAfZz)ITS.JNJ.com,
DL-JNJRU-Medical-Reculatorv(3),ITS.JNJ.com
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11€peE00 C UHANUUCKOSO AZBIKA HA PYCCKUU A3BIK

<Jlororun: «Merapaiib» | Ocnoearno 6 1985 200y «Meranaith Meaukan IMponakre, Huk.»,
(Megadyne)> 11506 Cayt Creiit CTpHT,
Jpeiinep. FOta 84020, CLLIA

I [podeccuonan B chepe 3nexTpoxupyprudeckoro 060pya0saHua®

«YTBEPXIAIO»

«Meranaiin Meaukan [poaakre, Unk.», CLLIA

3amecTHTEIb AMPEKTOPA OT/E/Na HOPMATHBHO-TIPABOBOIO PErYIHPOBAHHA
(1OMKHOCTD)

bpaiian Py6n

(ums)

< noAMHcaHo >

(noanucs)

«097» 12 2021r.

«aeHb» Mecal (uudpamu)

M.IL
HHCTPYKLMA 10 IPUMEHEHHIO
MEJUIIUHCKOI'O U3EJIHUA
DNEeKTpOAbl BO3BPATHBIE 3IEKTPOXHPYPrHYECKHE, MHOIOpa30BOro
MCMONb30BaHH, C MPHHAANEKHOCTAMM:
DnekTpoa Bo3BpaTHbI# Mega Soft; DaexTpon Bo3spatHblii Mega Soft, o6pazew;
Onextpon Bo3spaTHbI Mega Soft ¢ aiByma kabensamu;
Dnextpoa Bo3BpatHblii Mega Soft ¢ aBymsa kabensamu, obpaseu
NPOM3BOACTBA KOMIIaHHH <Kpyrnas neyars: TEYATb HOTAPUYCA;
Merapnaiin Meaukan INpoaakre, Unk. ILTAT OTAMO>
(Megadyne Medical Products, Inc.),
11506 Cayt Creitr Crpurt. Jlpeiinep. FOta 84020, CLLIA <IOANMHUCAHO>
<Hadnuce om pyxu: 08 dexabpa 2021 z00a>
2021 r. <iltamn: MEJIUCCA UBY;

Hotapuyc, wrar Orafio,
CpoK feACTBHA MOEH JIULIEH3HH HCTEKAET
24 anpens 2024 rona>
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MepeBof, 4aHHOI0 TEKCTa BbIMO/HEH MepeBoAYMKOM AinnosH [asmgom reoprmesmyem.
noarncCb
Poccuitckaa degepaums

Nopoa MockBa
[ecaToro gekabpsa gBe TbicAYM ABajLaTb NepBOro roga

A, Mowuceesa Jlunua BnagumumpoBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBYIO
MOANIMHHOCTb NOANWUCK NepeBofYmMKa AnosH Aasuga Meopruesunya.

Moanuck cfenaHa B MOEM NMPUCYTCTBUMN.

JIn4yHOCTL NoAgnucaBLIero 4OKYMEHT yCTaHOB/IEHA.

3apeructpuposaHo B peectpe: Ne 50/995-H/77-2021-

Ynna4yeHo 3a COBepLUEeHMEe HOTapuanbHoro aencteus: 400 py6.

NoAMUCH CepboBas nevartb Fep6oBas neyatb
HoTapuyca r. MocKBblI HoTapuyca r. MocKBbl
Mowceeson J1.B. Mownceesoii J1.B.

J1.B.MowuceeBa

Bcero npoLHypoBaHo, NPOHYMepPOBaHO U CKPenaeHo nedyaTbio 21 nuct(-a,-oB).

noarimcCob J1.B.MowuceeBa

Poccuniickaa ®egepaumns
Nopoa MockBa N
[ecaToro gekabps gBe TbicAYM gBajuaTh nepitoro roga

A, Mowuceesa Jlunua BnaguMmupoBHa, HoTapuyc ropofal\l6CKBbl, CBUAETE/NLCTBYIO
BEPHOCTb KOMUW C NPeACTaBNEHHOrO0 MHE [OKYMEHTA. \ : \

r m"
3aps”~cTplipBitaHo B peectpe: Ne 50/995-H/77-2021-
/7 . bEp"‘ f. 'a .
Y ¥YnnayeHo 3a coBepiiHne HoTapuanbHoro gelicusa: 1260 py6. 00 kon.

J1.B.MowuceeBa

Bcero nnéHuwoBaH "N TPOHYMEpPOBaHO W KpbnneHo neyaTbto 21 nuct(-a,-0B).

J1.B.MounceeBa
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N/VEC/LLULE,;

The Electrosurgical Authority

INSTRUCTION FOR USE
OF THE MEDICAL DEVICE

Reusable Electrosurgical Return Electrodes, with accessories:
Pediatric Mega Soft Pad Top Assy; Pediatric Mega Soft Pad Top Assy
(smaple)

manufactured by
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Russian text English text

1. HAMMEHOBAHWME MEAVNLMHCKOI O N3OAENNA (MIN) 1. MEDICAL DEVICE (MD) NAME
1 OnekTpoapl BO3BpaTHbIEe 3NEeKTPOXUPYPTrMyecKme, MHoropasosoro 1 Electrosurgical return electrodes, reusable, in variations:
NCMNONb30BaHNA B BapuaHTax UCMONHEHUS: 1.1. Pediatric Mega Soft Pad Top Assy, included:
1.1. OneKkTpoa Bo3BpaTHbIA Mega Soft neguatpuyeckmnii, B cocTaBe: 1.1.1. Pediatric Mega Soft Pad Top Assy;
1.1.1. 9neKkTpog BO3BpaTHbI Mega Soft neanatpuueckuii, 1 WwT./yn. 1.1.2. Pad cable;

1.1.3. Instruction for use;
1.1.4. Warranty;
1.2. Pediatric Mega Soft Pad Top Assy (sample), included:

1.1.2. Kabenb coegnHUTENbHbIA, 1 WwT./yn.
1.1.3. VIHCTpyKuwusa no npvMeHeHunto, 1wrt./yn.

1.1.4. TapaHTMa  MOLMMHHOCTM  HA  A3blKe  opurnHane  (mpw 1.2.1. Pediatric Mega Soft Pad Top Assy (sample);
HeobxogmmocTn), 1 wT./yn. 1.2.2. Pad cable:
1.2. OnekTpoa BO3BpaTHbIN Mega Soft neguatpuueckuin, o6pasel, B 1.2.3. Instruction for use;
cocTaBe: 1.2.4. Warranty;
1.2.1. 3OnekTpog Bo3BpaTHbIi Mega Soft neguaTtpuyeckuii, obpased, 1
wT./yn.

1.2.2. Kabenb coegnHuTeNbHbIN, 1wWwT./yn.

1.2.3. WHCTpyKumMsA No npvMeHeHuto, 1 wr./yn.

1.2.4. TapaHTUa NOLANMHHOCTM Ha A3blKe opuruHane (npu

HeobxoaumocTn), 1wrT./yn.
Tabnunua 1—Homepa No Katanory BapuHaToB UCMOMHEHUS MeanumMHCKoro usgenms / Table 1- Reference numbers of MD variations
HanmeHoBaHne MW, mogenu nnu

. BapuaHTbl NCNosiHeHna M ' |
1.A3neKTpofbl BO3BpPaTHbIE 3NIEKTPOXMPYPrYeCKNUe, MHOropasoBoro UCNob3oBaHUA B BapuaHTax UCMonHeHus: /
1. Electrosurgical return electrodes, reusable, in variations:
11. OnekTtpop Bo3BpaTHbli Mega Soft
neavnaTpuyYecKuii
1.2. Onektpog Bo3BpaTHbii Mega Soft
negnaTpuyeckmnii, obpasew

MD name, models or variations™of MD Homep no katanory / Reference number

.1 Pediatric Mega Soft Pad Top Assy; 0840

1.2. Pediatric Mega Soft Pad Top Assy (smaple); 0840S
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1. HASHAYEHHE MEJMLIHHCKOI'O H3JEJHNsI M IIPHHIUIIbI 2. INTENDED USE AND PRINCIPLE OF OPERATION
JAEUCTBHUA 2.1. Intended use of medical device
1.1. Ha3HadeHHe MeIHIHHCKOIO H3AeHs The intended use of this device is to conduct monopolar electrosurgical energy

JanHoe ycTpoHCTBO MpeAHa3HaueHO AN NepefaYH SHEPruH OT LeneBoi Tkanu | from target tissue of a patient back to one or two electrosurgical units (ESU), or
nauMeHTa o6paTHO K OJHOH WIH ABYM DJJEKTPOXHPYPrHYECKHM YCTaHOBKaM | generators.
(electrosurgical units, ESU) nnu renepatopam.

2.2 IlpuHuunNbI ACiCTBHA 2.2. Principle of operations

DnekTpoasl BO3BpaTHbIC 3NEKTPOXUPYPrUYECKHE, mHoropasoBoro | The Reusable Electrosurgical Return Electrodes are intended to be used as a

MCMOb30BaHUA NpeJHa3HauyeHbl Ui MPHMEHEHHA B KadyecTBe Bo3BpaTHbiX | non-REM (return electrode monitoring) return electrode that is designed to be

anekTpoaoB 6e3 cucteMbl REM (cHcTeMBl KOHTpONA BO3BpaTHOro 31€KTpoaa) M | capacitively coupled with the patient, unlike competitors’ return electrodes

pa3paGoTaHHBIX A8 EMKOCTHOrO COEAMHEHMsA C mauueHToM, B omTanuue ot | which are in direct contact with the patient’s skin. The current delivered by the

BO3BPATHLIX 3JIEKTPOAOB OT CTOPOHHHMX KOMMaHHH, KOTOphkie HaxoAatcs B | generator is limited by the unit area of the capacitive plate as established by the

HEMOCPEACTBEHHOM KOHTaKTe C Koxeil nauueHta. Tok, nonasaembii | patient and the pad overlap. The Reusable Return Electrode pads have been

reHepaTopoM, OrpaHHYeH €AWHWYHOM MUOLAALI0 €MKOCTHOW mnuiacTHHeI, | designed using materials that have a low capacitance per area, meaning that a

YCTaHOBJIEHHOH MeXIy MalLHeHTOM W Haknajkoil anektposa. Bepxuuii cnoit | larger contact area is required to deliver the same amount of current as with the

BO3BPATHOro 3nekTpoAa Obin pa3paboTaH ¢ MCMonb30BaHMEM MarepHanos, | disposable pads. The pad limits the current flow to safe levels, particularly

KOTOpble MMEIOT HH3KYIO EMKOCTb Ha €IMHMLY IUIOLMA/M, a 9TO O3Ha4aeT, 4To | when there is little contact between the pad and the patient.

JUIsl TIOJa4YM TaKOrO Xe KOJIMYECTBA TOKA, KaK U C OIHOPAa30BbIMH MPOKIIAAKaMH,

TpebyeTcs Gonbluas nuowanab KOHTakTa. BepxHuii coi orpanuymBaeT nogayvy

TOKa 10 6e30MmacHbIX ypoBHEH, OCOOEHHO KOrAa Mexay CJO€M M MalHEHTOM

c1abblil KOHTAKT.

2. HOKA3AHMUS U IMTPOTHBOIIOKA3AHHUS K IPUMEHEHHIO MU | 3. INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
H BO3MOXHBIE IIOBOYHBIE 3P POEKTHI POSSIBLE ADVERSE EFFECTS

2.1. Hoka3anus

JaHHoe ycTpoiCTBO MpeaHa3HAYEHO UIA Nepefayu 3Hepruu oT uenesoi Tkanu | 3.1. Indications

nauMeHTa 06paTHO K 2JIEKTPOXHpYpruyeckoii ycranoske (electrosurgical units, | The intended use of this device is to conduct monopolar electrosurgical energy

ESU) unu rexseparopy. from target tissue of a patient back to an electrosurgical unit (ESU), or
generator.

2.2. IlpoTHBONOKA3aHHUA 3.2. Contraindications

ITpoTHBOMOKAa3aHHS K MPUMEHEHHIO MEJIMLIMHCKOTO H3/ICJIHs HE BbISBJIEHbI. Contraindications to the use of the medical device were not identified.

2.3. IToGouubie 3¢pdexTni 3.3. Adverse effects

ITo6ouHble 3ddexThl NOC/IE NPHMEHEHHS MEJNUHHCKOrO H3ENHS HE BhISBIICHBI. No adverse effects were detected after using the medical device.
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3. HH®OPMAIIUSA O ITIOTEHUHAJIBHBIX IIOTPEBUTEJIAAX MH H
YKA3AHMHS 11O UCITOJIb30BAHHIO

3.1. YkazaHHs N0 HCNOJIb30BaAHHIO

HUznenus  npeaHasHa4yeHbBl  AnA

3/1paBOOXPAaHEHHS.

Usnenus pexoMeHayeTCs MCTOb30BaTh MPH YCJIOBHAX, YKa3aHHbIX B HHXKE.

HCNOJIb30BAHHUA B YUpPEXKACHUAX

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.

3.2. llorenuunansusie norpedbutrenu MU
K akcnnyatauMu 3TOr0 yCTpOWCTBA JO/KHBI AOMYCKaThCA TOJILKO Bpayw,
3HAKOMBIE C 3/IEKTPOXHPYPrHYECKUM JICHCTBUEM Ha OMEPHPYEMBIX NALIHEHTOB.

4.2. Potential users of MD
Only physicians familiar with electrosurgical effects on surgical patients should
operate this device.

3.3. Ycaosus sxcnayarauun MH
Tabnuua 2. Ycnosus skcrutyarauun MU
YcioBuSl YIKCIIYATALHH
Temneparypa, °C Ot 10 no 40
Orl5nm075
(0e3 KOHAEHCALIUH)
Ot 700 no 1060

OTHOCHTENBHAS BJAXHOCTb, Y0

At™ocdepHoe napnenue, rlla

4.3. Use conditions of MD
Table 2. Use conditions of MD
Environmental conditions
Temperature, °C From 10 to 40
From 15t0 75
(non-condensing)
From 700 to 1060

Relative humidity, %

Barometric pressure, hPa

4. OIIUCAHUE OCHOBHbBIX ®YHKHHOHAJIbBHBIX 3JIEMEHTOB MU / DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
4.1. O6uee onucanne PyHKUHOHAILHBIX 21eMenToB MU / General description of functional elements of MD

Dnekrpoa Bo3BpaTHbIii Mega Soft neanarpuyicckuii

DnekTpoa Bo3BpaTHbIH Mega Soft neaMaTpHueckuii MMEET MArKOE MOKPLITHE U3
BA3KOYNpPYroro nojiuMepa MEAMLIMCHKOTO HasHayeHHs s obecneyeHus
koM}opTa MauMEeHTa, a TAIOKE B KAYECTBE AUINEKTPHUECKOTO CJ10s C BLICOKHM
COMpPOTHBNEHHEM JUIA  HEOOXOAMMOro 3HaYCHHS €MKOCTH. IJEKTPOA
npumeHsieTcs A nauyeHToB BecoM ot 0,8 1o 50,0 ¢pynros (ot 0,35 a0 22,7 kr).

Pediatric Mega Soft Pad Top Assy

The medical grade visco-elastic polymer is used in Pediatric Mega Soft Pad to
provide both comfort for the patient as well as the high impedance dielectric
layer for the desired capacitor. 0.8 1b. Pad function with the patient population
from 0.8 Ib. to 50.0 Ib. (0.35 kg to 22.7 kg).

4.2. Bo3MOXHOCTL H MeETOALI HHTErpalHH ¢ JAPYrHMH MEAHUHHCKHMH
H3Je/IHAMH

Komnanus Megadyne pekomeHayeT WMCMOb30BaTh BO3BPATHBIE JJIEKTPOAbI €

3/IEKTPOXHUPYPrudyeckuM reHepatopom MegaPower, reneparopom Ethicon

Megadyne u pomonHUTEnbHBIMM ycTpoidicTBamMH Megadyne (Hanpumep,

anekTpoaaMu y aepxareau E-Z CLEAN)

5.2. The possibility and ways of integrating with other medical devices
Megadyne recommends the use of return electrodes with the Megapower
electrosurgical generator, Ethicon Megadyne electrosurgical generator and
Megadyne accessory devices. (i.e. E-Z CLEAN electrodes and pencils.)

5.3. Texunyeckue xapakrepuctuku MU / Technical characteristics of MD

Tabauua 3 — OCHOBHbBIE TEXHUYECKHE XaPAKTEPUCTHKH MEIMLIMCHKOTO M3JeNHA
Table 3 — The main technical characteristics of medical device
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r r ~HanmeHoBaHuve Name of MD y~ bfit e

TexHUYeCKMe XapaKTePUCTUKN /

. . . *
Technical characteristics 3Hauenve / Value

1 ONIeKTPOAbl BO3BPATHbIE 3/IEKTPOXUPYPIrUYECKME, MHOTOPa3oBOro NCMosb30BaHUA B BapMaHTax UCMOJSTHEHUSA: /

1 Electrosurgical return electrodes, reusable, in variations:
1.1. SnekTpog Bo3BpaTHbI Mega Soft 1.1. Pediatric Mega Soft Pad Top Assy;
neanaTpUyecKui; 1.2. Pediatric Mega Soft Pad Top Assy (smaple).

g 1eKTPOS BO3BpaTHbIi Mega Soft
TpUYeckuii, obpasel,.

GEPELIEHI: MATEPWAJTOB MW/ LIST OF MD MATERIALS
AnekTpog Bo3BpaTHbIM Mega Soft negnatpuuecknii M neKTPoOA BO3BPATHbIA
Mega Soft neguatpuyeckuin, obpaseL, M3roTaBAMBaKOTCA U3 CNeAyHLMX
matepuanos: TMBX (nonuvsuHunxnopug) (cepbiid); ABC-nnactuk (cepblit);
YpeTaH (cepblin); MegHblii cnnas; Monumep Akton MeaWLMHCKOrO HazHavyeHus,
TepmonnacTuyHasa nonmypetaHosasa nseHka; Mefb;
Hukenb / MefHasa TadTa; MonuypetaH; bepunnvesas mefp.

7. MHCTPYKLUNA no SKCMNNYATALWWN / INSTRUCTIONS FOR USE

YcTaHOBKa BO3BPaTHOrO0 3/1eKTpoja

1 OcmoTpuTe BO3BPaTHbIN 3NeKTPOL Ha NpeaMeT MOBPEXAEHWUI HapyXXHOM
obonoukn, kabens (kabenein) wnnn pasbema (pa3bemoB) (Hampumep,
OTBEPCTUIA, paspbIBOB, PacCNOeHWs, NOBPeXAeHwi usonauuu). B cnyvae
MOBPEXAEHNUSA MW30MALUMN 3NEKTPUYECKMX KOMMOHEHTOB WM Kabeneid, a
TaKXXe ec/M HacTynuA Mecsl, OKOHYaHWsA CpPOoKa 3KCnyaTtauum, 3aMeHnTe
BO3BpaTHbIV 3M1eKTPO4 wMnuM Kabenb (Kabenm) A0 Havana 3aKcnayatauuu.

Mocne  WCNOMb30BaHMA  YTUNM3UPYIiTe  Hagnexawm o6pasoMm B
COOTBETCTBUM C NONMUTUKOI yUpexaeHns No yTUAn3auum 6MoMegnuLmnHCKmnX
OTXOA0B.

2. Ecnn BHewHas 060n104Ka NOBPEXAEHa, YCTpaHUTe Henonagku nepes
ncrnonb3oBaHMem. CM. MHCTPYKLMIO MO PEMOHTY, NPUBEAEHHYHO HIDKE.

3. TlMomecTnTe BO3BPATHbIA 3N1EKTPOA Ha OnepaLMoHHYH MOBEPXHOCTbL Nt0OON
CTOPOHOW BBepX. He knaguTe BO3BPaTHbLIV 3/1EKTPOA HEMNOCPEACTBEHHO Ha
MeTa/l/INYeCKy0 NMOBEPXHOCTb. B0O3BpaTHbIN 3N1EKTPOL MOXHO pasmMecTUTb
HazZ NO3VMLMOHUPYOWUMY YCTPOMCTBaAMU UK paMamu.

4. PacnonoxuTte nauueHTa HeNnocpeAcTBEHHO Ha BO3BpPaTHOM 3/1EKTpofe
Taknum 06pa3om, 4TO6bl 06ecneynTb MakCUManbHYH NoLLaAb KOHTaKTa C
nayneHToM. He Knagute BO3BpaTHbIA 3MEKTPOL Ha nNauueHTa CBepxy.
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HomuHanbHoe HanpskeHune, KB nuk /

[unanasoH yactoT, Ky, / Frequency

Rated voltage, kVp <5,5

range, kHz 300- 1000

Pediatric Mega Soft Pad Top Assy and Pediatric Mega Soft Pad Top Assy

(smaple) are made from following materials: PVC Gray; ABS Gray; Urethane
Gray; Brass Alloy; Medical Grade Akton Polymer; Thermoplastic Polyurethane
Film; Brass; Nickel/Copper Taffeta Fabric; Polyurethane; Beryllium.

Installing the Patient Return Electrode

1

2.
3.

Inspect the Patient Return Electrode for damage to the outer skin, cable(s),
or connector(s) (e.g. holes, tears, peeling, damaged insulation). Replace the
Patient Return Electrode or cable(s) before using if electrical components
or cable insulation are damaged or if the month of expiration is reached.
Properly discard after use per institution’s policy for disposal of biomedical
waste.

Ifthe outer skin is damaged, repair before use. See repair instructions below.
Place the Patient Return Electrode on the operating surface, either side up.
Do not place the Patient Return Electrode directly onto a metal surface. The
Patient Return Electrode may be placed over positioning devices and
frames.

Position the patient directly on the Patient Return Electrode to maximize
patient contact area. The Patient Return Electrode should not be used on top
ofthe patient. Make sure the electrode remains smooth and prevent wrinkles
or folding of electrode under patient.

If the Patient Return Electrode requires repositioning under the patient,
please use care to not cause undue stress or stretching which may result in
splitting or damage of the electrode.
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O6s3aTenbHO pasrnajbTe 3MEKTPOA H HE JOIyCKaiTe 06pa3oBaHN METKHX
MIIH KPYTHBIX CK/I30K 3€KTPOAA MOA MaLUHEHTOM.

Ecnu norpebyerca M3MeHMTH nonoxkeHHe BO3BPAaTHOrO 3MEKTPOAA MOX
MauMeHTOM, MOXay#cTa, cobnmopaiTe OCTOPOXHOCTL BO H3bexaHHe
YpE3MEPHOro HanpsyKeHUst UM PacTAXKEHUS, KOTOPOE MOXET NPHBECTH K
paccianBaHHIO UITH MOBPEXACHHIO NEKTPOAA.

He nomeuwaiite Mexay NaLHeHTOM W BO3BPATHBIM 3/IEKTPOAOM C/IMILKOM
MHOTO MPOCTBIHEH WAM ApYrWX MarepuanoB. Hanuuue upesmepHoro
KONIHYECTBA MaTepHaa MexJly NalMEHTOM H 3NEKTPOAOM MOXET NPHBECTH
K CHHXXCHHIO 3NIeKTpoXHpyprudeckoro s¢dexkra. Ha snektpoa Mmoxuo
NONOXHTb  MPOCTBIHb  HMAH  MOACTHIKY, OJHAKO 3TO  CHIDKaeT
XapaKTEePUCTHKH CHATHA HanpsbkeHWs casura. [lpu  ucnonab3oBaHuM
MPOCTbIHK €€ HeoOXOAMMO CBOGOAHO MONOXKHTL Ha 3MekTpoa. OHa He
A0JbKHA ObITh HAKPAXMAIEHHOI ¥ He JOKHA UMETD 3arHG0B MM CKIAMIOK.
Hns ycTaHOBKH BO3BPaTHOTO 3/1EKTPO/a BCTaBbTE Kabesb coeJMHHTENbHBIN
(1omepa no karanory: M2K01, M2K02, M2K03, M2K 04, M2K05, M2K 06,
M2KO08 uan M2K09), cooTBETCTBYIOWHIA HCMONL3YEMOMY FEHEpaTopy.
[Tpocneaure 3a Tem, uTo6bI Kabennb He pacnonaraics Hajl MaLUCHTOM H Tam,
ri€ OH MOXET NOBPEANTHCS.

Ecnu renepatop nossonser BbiGpaTh oAHY MNAaCTHHY MM [BE NIACTHHBI,
BeibepuTe onuMio ¢ OAHOH mnacTuHOW. B ciyyae npaBMiBHOrO
MOAKIIOYCHHUs KabeNa HHAMKATOP Ha FEHEPAaTOpPe CMEHHUT LIBET C KPacHOro
Ha 3€/ICHBIA WK MOracHET, B 3aBUCHMOCTH OT MOJIENH reHeparopa. Ecnu
COCTOAHHE HHAMKaTopa He wu3Menurcsa, [IPOJOJDKATH HEJIb34.
CasxuTech ¢ npejcTaBuTENEM OTAENa O6CTY>KMBAHHA KTHEHTOB KOMMAHUK
Megadyne.

HToObl NOAKMOUMTL BO3BPATHBIN SNEKTPOA K CNEUMANBLHOMY FEHEpaTopy
Ans KOHTPONIA KauecTBa KOHTaKTa (contact quality monitoring, CQM),
BCTaBbTE KOHEL CHHETO Kabens ¢ pasbeMoM (Homepa no Katanory: M2K08
unu M2K09) B ruesno reHepatopa, npegHasHaueHHOE AN BO3BPaTHOIO
anexrposa. Muaukarop CQM pomxkeH cTaTh 3eeHbIM, YKa3bIBas Ha TO, 4TO
SJICKTPOA pacro3HaH reHEPAaTOPOM M BbIMOJIHEHUE 3NEKTPOXHPYPrUYecKOH
npoueayps! paspetwueHo. Ecau unaukarop CQM renepatopa He BIJIOYHTCS
nocae MnoAKIO4eHHs JMekTpoaa K reneparopy, to [MPOJIOJIKATH
HEJIb341. Ceaxurecs ¢ npeacTaButenem oraena o6CyKHBaAHUA KIHEHTOB

Do not place excessive amounts of linens or other materials between the
patient and the Patient Return Electrode. The use of excessive material
between the patient and the electrode assembly may result in a diminished
electrosurgical effect. A sheet and draw sheet may be placed over the Patient
Return Electrode; however, this reduces the shear relieving characteristics.
If a sheet is used, it should fit loosely over the electrode and be unstarched
and free of wrinkles or folds.

To install the Patient Return Electrode, insert the correct cable connector
(reference numbers: M2KO01, M2K 02, M2K03, M2K04, M2K05, M2K06,
M2KO08 or M2K09) for the generator being used. Ensure cable is not located
under patient or where it could be damaged.

If the generator allows for a single or dual plate selection, select the single
plate option. If the cable is installed correctly, the generator light will
change from red to either no light or a green light depending on the model
of generator. If the light does not change, DO NOT PROCEED. Contact
your Megadyne customer service representative.

To install the Patient Return Electrode in a contact quality monitoring
(CQM) dedicated generator, insert the blue cable connector (reference
numbers: M2KO08 or M2K09) end into the patient return electrode
receptacle on the generator. The CQM light should go green, indicating that
the electrode has been recognized by the generator and allowing for the use
of electrosurgery. If the CQM light of the generator does not illuminate after
connecting the electrode to the generator, DO NOT PROCEED. Contact
your Megadyne customer service representative. Note: The Patient Return
Electrode utilizes current limiting technology which has been determined to
be safer than the contact quality monitoring system regarding pad site burns.
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komnanun Megadyne. [IpumedaHHe. B KOHCTPYKUHH BO3BpaTHONO
3MEKTPOAa MPHMEHAETCA TEXHONOrHA OrpaHHuYcHHs Toka. Kak nokaszana
MpaKTHKa, OHa Oe3onacHee CHCTEMbl MOHHMTOPHHIA KayeCTBa KOHTAaKTa C
TOYKH 3pEHHA PUCKA 0’)KOra B MECTE HAJIOXKEHHS 3NIEKTPOAA.

OTcoeanHeHne BO3BPATHOIO YJIEKTpPoa

1. Ilepesenute BhiKItOUYaTENb reHepaTopa B noaoxenue «OFF» (Bbiki.) unu
«STANDBY» (pexum oxuaaHus).

2. Otkmounte Kabenb OT reHepaTopa, OTCOeAMHMB pazbeM. UToObi
HCKJIIOYHUTh Yrpo3y CMOThIKaHHA o0 kabenb MM MoBpexxacHHs Kabenew,
nocieaxue cieayer youparhb, KOraa OHH HE HCMONBL3YIOTCA.

3. Ecau 3nexTpoj HE HCIONBL3YETCA, TO €ro CleAyeT XpaHWTh Ha CTONe B
OIEPaLIHOHHOMN HITH B MECTE, TJI€ HET TAXKCJbIX HJIH OCTPBIX MPEAMETOBR.

To disassemble the Patient Return Electrode

1.
2.

Turn the generator to the “OFF” position, or “STANDBY™ position.
Disconnect the cable from the generator by unplugging it. Store the cables
when not in use to prevent a tripping hazard or damage to the cables.

The electrode should be stored either on the operating room table or in an
area away from heavy or sharp objects when not in use.

Ioporpes u oxaaxnenue

1. INMauueHta MOXHO pa3MECTHTb Ha MNPEABapHTENBLHO  MOAOrPETOM
BO3BPAaTHOM 3/IEKTPOAE, YTOObl CBECTH K MHHHMYMY IOTEPIO TEMjaa Tena
nauueHta. Yto6bl mogorpeTh BO3BPATHBIA MEKTPOI, MOXHO MMOJIOXKHUTH €r0
noj ycTpoiicTBo 06orpeBa nauMeHTa WiH Ha Hero. Bo3spatHelit anekTpoa
HE npegHasHayeH JUis UCTIONb30BaHHA B Ka4yecTBe ycTpoicTa oborpesa
nauMeHTa.

2. Ytobbl He AONYCTHTh FMNEPTEPMHU HJIH TEPMHYECKOM TPaBMbl MaLMEHTA,
cneqyiTe NpeaoCTaBJEHHOH 3aBOJIOM-H3rOTOBHUTENIEM HHCTPYKUMH MO
3KCIUTyaTalMH YCTpoicTBa 060rpeBa nauHeHTa.

Heating and Cooling

The patient may be placed on a pre-warmed Patient Return Electrode in
order to minimize patient heat loss. The Patient Return Electrode may be
pre-warmed by placing it under or over a patient warming device. The
Patient Return Electrode is NOT intended to be used in place of a patient
warming device.

Follow patient warming device manufacturer’s instructions for use to
prevent patient hyperthermia or thermal insult.

8. 3HAYEHHS CUMBOJIOB, YKAZAHHBIX HA YIIAKOBKE / INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

Tabnuua 4 — 3HaueHus CHMBOJIOB, YKa3aHHLIX Ha ynakoske / Table 4 — Interpretatlon of symbols used on the package

Cumsoa / Symbol S 3nauenHe CHMBOMA i Symbol meaning
Ipoussoaurenn Manufacturer
EC|REP YnonHoMmoueHHslii npeactasutens B EBponeiickom coobuectse* | Authorized Representative in the European Community*
REF Homep no karanory Catalog Number
Im Koa naptun Lot Number
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Vcnonb3oBaTh 0

Serial Number

MakcrManbHO JOMYCTUMOe Harnps>keHne (0cobble YCnoBums)

XpaHUTb B CYXOM MecTe

XpaHVITb BAa/In OT NCTOYHWUKOB TeEMMa

BnaXKHOCTb MPK YCNOBUSX XPaHeHMUs

TemnepaTypa Npu yCnoBUSX XpaHeHNs

EAVHML, B ynakoBKe

CooTBeTcTBME NpoAyKTa TpeboBaHMAM MO 6e30MacHOCTN A/
notpebutenen, MeNKO-CaHUTapHbIM Tpeb6oBaHUAM 7
TpeboBaHMAM N0 6e30MacHOCTM ANs  OKpYXXalollein cpeapl
EBponelickoro Coto3a.*

BHumaHue! ®egepasibHbiM  3akoHoM CLUA npogaxka 3TOro
yCTpoiicTBa paspeLleHa TONIbKO NNLEH3NPOBAHHOMY
MPaKTUKYOLWEeMY MeapaboTHUKY WM MO ero 3akasy.™

CM. VHCTPYKLMIO MO NPUMEHEHUIO
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Use By Date

CepuitHbliA HOMep

Voltage Rating (Specific Conditions)

Keep dry

Keep away from heat

Humidity under storage conditions

Temperature under storage conditions

Packaging Unit

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

Caution: Federal (USA) law restricts this device to sale by or on the
order of a Licensed Healthcare Practitioner.*

Consult Instructions For Use



YKa3blBaeT Ha TO, UYTO 3/IEKTPUYECKOE W 3NEKTPOHHOE W3fenvie
(33W) comepXUT TOKCMYHbIE ¥ ONacHble BellecTBa WM
3NEMEHTbI B KOHLEHTpauusaX, MNPeBbIWAKWNX MaKCUMasbHble
3HayeHus. HasBaHMA W cofepXaHMe TOKCUYHbIX M OMnacHbIX
BELeCTB WAM  31eMEHTOB  yKasaHbl B PYKOBOACTBE MO
aKCnyaTaunm u3Lenns Ha KUTalckoMm f3blke. Yucno «10» B
0603Ha4YeHNM OTHOCUTCA K CPOKY 6E30MacHOro Ansi OKPY>KatoLL el
cpefbl UCMO0Mb30BaHMUS; MOC/Ee UCTEYeHMs CpOKa 6e30MacHoro /s
OKpY)KaloLein cpefbl  WUCMOMb30BaHUS  OHW  AO/MKHbI  ObITb
NMoMeLLeHbl B cUCTEMY yTunmusaumu (0603HaYeHne, NPUHATOE B
Kutaitickoin ~ HapopgHoli  Pecny6nvMke — gns  orpaHuyeHus
cofepXxaHus onacHblx BeulecTB (ROHS) B 3neKTpuyecknx u
3N1EKTPOHHbBIX M3aenmnsx).*
YKa3blBaeT Ha TO, YTO 3/IEKTPUYECKOE U 3M1eKTPOHHOE u3fenue
(93N) copepXnUT TOKCUYHbIE W OMacHble BewecTea WK
3NEMEHTbI B KOHLUEHTpauusx, MpeBblatoWMX MaKCMMabHble
3HayeHns. HasBaHMA W cofepXaHue TOKCUMYHbIX W OMNacHbIX
BEWeECTB WM  3/1eMEHTOB YKasaHbl B PYKOBOACTBE MO
aKcnnyatauuyM M3gennus Ha KuTaimckom nsbike. Yucno «10» B
0603Ha4YEHNN OTHOCUTCA K CPOKY 6e30MacHOro A/ OKpyxaroLLel
cpefbl UCMO0/b30BaHWS; MOC/e UCTEYEHNS CPpOKa 6e30nacHoro Ans
OKpY>XatoLer cpedbl  WCNONb30BaHWA OHW  [O/DKHbI - ObITb
MOMeLLeHbl B CUCTEMY YyTunm3auum (0603HaYeHMe, NPUHATOE B
Kwutaiickoin  HapogHoin  Pecny6nuke  ans  orpaHu4yeHus
cofepxaHus onacHbiX BewectB (ROHS) B anekTpuyecknx u
3N1EKTPOHHBIX 13aenunsx).*

- ynakoBKa ¥ MapkupoBKa MeAWLMHCKOrO U3Lenvsi MOXKeT He

cojep>kaTb  OTMeEUYEHHble  CUMBOMbL.  TakXkKe  MOryT
COMEP>XKAThCA CUMBONbI, HE PErynMpyeMble HalMOHaNbHbIMY
cTaHgapTamu.

Indicates that the Electrical and Electronic Product (EEP) contains
toxic and hazardous substances or elements over the defined maximum
concentration values. The names and content ofthe toxic and hazardous
substances or elements shall be provided in the Chinese product
instruction manual. The number “10” in the symbol refers to the
enviroment-friendly use period; after their environment-friendly use
period expires, they shall be put into the recycling system (People’s
Republic of China symbol for Restriction of Hazardous Substances
(RoHS) in electrical and electronic products).*

Indicates that the Electrical and Electronic Product (EEP) contains
toxic and hazardous substances or elements over the defined maximum
concentration values. The names and content ofthe toxic and hazardous
substances or elements shall be provided in the Chinese product
instruction manual. The number “10” in the symbol refers to the
enviroment-friendly use period; after their environment-friendly use
period expires, they shall be put into the recycling system (People’s
Republic of China symbol for Restriction of Hazardous Substances
(RoHS) in electrical and electronic products).*

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

8.2. CpOK rofiHOCTK, CPOK CNyXObl
CpOK rofHOCTY 3/1EKTPOA0B BO3BPATHbIX 3/IEKTPOXMPYPruyeckmux —24 mecsua.

7.1. Shelf life, use by date
Shelf life of the Reusable Electrosurgical Return Electrodes - 24 months.
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8.3. ®opma nocTaBKU

Kaxaasa ynakoBka MeAULMHCKOTO W3AEeNns COAEPXWUT 3MeKTPOA BO3BPaTHbIN
3N1eKTPOXMPYPrUYECKNA, MHOMOPa3oBOro MCNoAb30BaHUA C OLHUM WAN ABYMS
NpefyCTaHOBNEHHbIMW COEAUHUTENbHbIMKU  Kabensmu (B 3aBUCMMOCTU  OT
BapMaHTa UCMOMHEHMS), & TaKXKe MHCTPYKLMIO MO 3KCMIyaTauum MeamumnHCKoro
N30eNna 1 rapaHTUiiHbIA BKNaabiLL

MpUHaNEXHOCTM  MOCTaBNATCA B WHAMBUAYabHbIX YNakoOBKax npu
HEe06X0AUMOCTMN.
9. TMEPEYEHb MATEPUANOB XMNBOTHOIO 7 wmnn)

UE/TOBEYECKOIO NMPONCXOXAEHNA

HenpumeHumo. [aHHOe MeAWUMHCKOe W3fenne He COLEPXWUT Martepuanbl

YXVMBOTHOIO U (UX) YeNOBEYECKOr0 MPOUCXOXKAEHNS.

10. NH®OPMALWA @] MPOBEAEHHbIX NCIMbITAHNAX,
MPOTOKONAX WCMbITAHUA, AHAJIN3E MONAYYEHHbIX
OAHHbBIX

MeanLUMHCKOe M3LeNne BblaepXXann UCrbiTaHus Nno BepuuKaumm v Baimgauum

N YAOBNETBOPAKOT TpeboBaHUAM cnefytowmx ctaHgaptos: 1SO 10993-1, ISO

10993-5, ISO 10993-10, ISO 10993-12, EN 60601-1, EN 60601-2-2, ISO 14971,

ISO 13485, EN 62366, EN 1041, ISO 15223-1, MEDDEYV 2.7.1, ISO/TR 14969.

11. TPEBOBAHWA BE3OMACHOCTUN N 2P PEKTVBHOCT MU

11.2. TpegynpexaeHna U Mepbl NPefoCTOPOXHOCTU

MpegynpexaeHns

e B BO3BpaTHOM 231eKTPOAe MNPUMEHeHa TEXHO/IOrMA OrpaHUYeHns TOKa,
KoTopas aBTOMaTUYecKu orpaHu4MBaeT TOK B LieMW B c/lyvyae YMeHbLUEHUS
naowasm KOHTaKTa MeXAy 3/1eKTPOLOM U NauMeHTOM [0 YPOBHSA HUXe
YCTaHOB/IEHHOT 0 3HayeHud. [o3Tomy curHan Tpesoru reHeparopa CQM He
OygeT 3By4yaTb Npyv OTCYTCTBUM KOHTaKTa nauueHTa C 3/71eKTPOAOM.
BcTpoeHHas B 3n1eKTpoj TEXHONOTMSA OrpaHMYeHns Toka npefHasHayveHa s
TOro, 4tobbl M36exaTb OXOroB B MeCTax HakKnafjoK 3a CueT
aBTOMATWMYeCcKOro OrpaHWyeHMs TOKa B Lenu B C/yyae COKpaleHus
naowaan KoHTakTa nauueHTa W 31eKTpofa HWXKe YCTaHOBNEHHOro
3HayeHus, B pesynbTaTe yero 3HauMTeNbHO CHWXaeTcH
3N1EKTPOXMPYPIrUYECKNA IPREKT.

Ana focTKeHns Heo6Xo4MMOro afdeKTa NCMonb3yiiTe Kak MOXHO Gonee
HWU3KNE HaCTPOVKM MOLLHOCTM

10
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7.2. How supplied

Each package of a medical device contains a reusable electrosurgical return
electrode with one or two pre-installed connectors (depending on the variation
of medical device), instruction for using the medical device and insert warranty.

Accessories are supplied in individual packs as required.

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

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

The medical device has passed the verification and validation tests and meet the

requirements of the following standards: ISO 10993-1, ISO 10993-5, 1SO

10993-10, 1SO 10993-12, EN 60601-1, EN 60601-2-2, 1ISO 14971, 1ISO 13485,

EN 62366, EN 1041, ISO 15223-1, MEDDEV 2.7.1, ISO/TR 14969.

10. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

10.1. Warnings and precautions
Warnings
» The Return Electrode utilizes current Ilimiting technology that

automatically limits the circuit current in the event the area of contact
between the electrode and the patient drops below predetermined levels.
Therefore, a CQM generator alarm will not sound if the patient is not in
contact with the electrode. The current limiting technology built into the
electrode is designed to prevent pad site burns by automatically limiting
the circuit current in the event the area of contact between the patient and
the electrode drops below predetermined levels, resulting in a noticeable
reduction in the electrosurgical effect.

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

e Use only with isolated generators.

e The Return Electrode may be used with patients weighing from 0.35 kg
(0.8 Ibs) to 22.7 kg (50 Ibs).




Vcnonb3yiiTe TONbKO M30/IMPOBaHHbIe reHepaTopbl.

Bo3BpaTHbI 31€KTPOL MOXHO UCMO0/b30BaTh A4/19 NaLMEHTOB C Maccoi Tena
ot 0,35 kr (0,8 (hyHTa) Ao 22,7 kr (50 ¢yHTOB).

He knagute BO3BpaTHbIA 3/1EKTPOS HEMOCPEACTBEHHO Ha METaN/IMYecKyto
MOBEPXHOCTb.

He wucnonb3yinTe BO3BPaTHbLIA 3M1EKTPOL CO CheumanbHbIMU  pexxumamu
reHepaTopos, Hanpumep, pexxumamu pesku HIGH CUT
(BblcOKO3th(heKTUBHbIN) mnm ENDO CUT ((hpaKLMOHMPOBaAHHLIN) nNpu
NCNOMb30BaHNN 3NEKTPOXMPYpPruyeckux reHepatopos ERBE ICC 200, 300,
350 w»n VIO. 3710 MOXeT MpuMBECTM K  Hexenate/lbHOMY
3NEKTPOXMPYPruyeckomy athhekTy.

Korga reHepatop paboTaeT, [JepXuTe HEWUCNOoNb3yemMoe aKTUBHOe
BCMoMoraTe/ibHOe 060pyfoBaHve Mnojasnblue OT nauueHTa M BO3BPATHOroO
3/1IEKTPOAA WM XpaHUTe ero B 3/IEKTPUYECKN N30/IMPOBAHHOM KOHTEMHepe.
He uncnonb3yitTe BO3BpaTHbIE 3MEKTPOAbI C paspe3aMy U paspbiBaMu, npu
KOTOPbIX OTKPbIBAETCA NOAUMEP, A0 BbINO/HEHUS HAA/IEXaLlero peMoHTa.

PUCK BO3ropaHus OrHeonacHbIX rasoB W ApYyrux MarepuanoB XapakTepeH
AN19 3NeKTPOXUPYPrUYECKMUX NMPoLesyp U He MOXET ObITb UCKIOYEH 3a CYET
KOHCTPYKLMM yCTpOWCTBa. Heobxognmo cobnogathb Mepbl
NPeLoCTOPOXHOCTK,  m36eras  KOHTaKTa  JIErKOBOCMN/IaMEHAIOLLNXCS
mMaTepuasioB U BeWeCTB C 3/MEeKTPOXUPYPrMYECKUMU  3NeKTPoAamiu,
He3aBMCUMO OT TOro, MNPUCYTCTBYKOT OHM B (DOPME aHecTeTMka Wu
npenapaTta 418 MOAIOTOBKM KOXMW, 06pa3oBa/Cb B XOLe eCTECTBEHHbIX
MPOLECCOB B MOMIOCTAX OpraHM3Ma WM WX WCTOYHWKOM  SBMSieTCA
onepaumnoHHas NPOCTbIHA, TpaxeanbHas Tpybka WM gpyrue matepuasbl.
YT00bl M36exaTb pUCKa BO3ropaHus B Tpaxee, 3anpeLlaeTcs MCnosb3oBaTh
3NEKTPOXMPYPrUYECKY0 MpoLeaypy A8 BXOXAEHWA B Tpaxew npu
BbIMO/THEHNW TPaXeoCTOMUN.

Ana npoBefeHVs XUPYPruyveckux npouesyp, Npy BbIMOSHEHUN KOTOPbIX
BbICOKOYACTOTHbIV 3MEKTPUYECKUI TOK MOXET MPOXOAMTb Yepe3 4acTu
Tena, WMelWMe OTHOCUTE/IbHO HebGOo/bLY MaowWwajb MOMepeyHoro
ceyeHus (Hanpumep, B Ccnyyae o06pe3aHus), MOXHO PeKOMEHAOBATb
NCcNonb3oBaHue [BYXMOJIOCHOM MeTOAUNKMN, YTOoObI n36exatb
HeXxenartesibHOro NoBpeXAeHNs TKaHe.
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Do not place the Return Electrode directly onto a metal surface.

Do not use the Return Electrode with specialty modes on generators. For
example, HIGH CUT or ENDO CUT modes when using the ERBE ICC
200, 300, 350, or VIO series of electrosurgical generator(s). Doing so may
result in a different electrosurgical effect than intended.

When the generator is operational, keep active accessories away from the
patient and the Return Electrode, when not in use, or store in an electrically
isolated container.

Do not use the Return Electrode with any cuts or tears that expose the
Polymer until properly repaired.

The risk of igniting flammable gases or other materials is inherent in
electrosurgery and cannot be eliminated by device design. Precautions
must be taken to avoid contact of flammable materials and substances with
electrosurgical electrodes, whether they are in the form of an anesthetic or
skin preparation agent, are produced by natural processes within body
cavities, or originate in surgical drapes, tracheal tubes, or other materials.
To avoid the risk of tracheal fires, never use electrosurgery to enter the
trachea during tracheostomy procedures.

For surgical procedures where the high frequency 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.



Mepbl MPeAOCTOPOXHOCTHU

CBefieHUss 0 HaAnexalleM WCNosb30BaHUM  3NEKTPOXUPYPTrUYEecKoro
06opyf0BaHNA NPUBELEHbI B PYKOBOACTBE MO 3KCMayaTauuy reHepaTopa.
Kak n B cnyyvae Apyrux MeAMLMHCKUX YCTPOWCTB, cnefyeT u3beratb
CKOMMIEHUS XMMUYECKUX BELLECTB WM HKUAKOCTEW, KOTOpble MOryT
CNoCco6CTBOBATL HApPYLLUEHMIO KOXHOro NOKpoBa MauueHTa UnM npuBOAUTb
K 06pa3oBaHNIO NPONEXHEBbLIX A13B.

He ponyckaite, 4TO6bl NauWeHT pacrofiaraics HenocpeiCcTBEHHO Ha
XXECTKOM yrfiy wnu Kabene BO3BPATHOrO 3/MeKTpofda, UTOObI M36exaTb
CO3[aHNs BO3MOXHbIX TOYEK AaBNeHns.

Ana 3awmTtbl naymeHTa OT 06pa3oBaHUS MPONEXHEBbLIX $3B CneayinTe
Hag/aexalMMm mMeToAMKaM 1 npoleaypaM yxoaa.

CTepunn3oBaTb BO3BpaTHbIe 31eKTPOAbI He cneayer.

W3beraiiTe KOHTaKTa C OCTPbIMU MpeAMeTamMmn N KPOMKaMU.

Hn B KoeM cnydvae He MCMNONb3YiNTe ANS YMCTKM BO3BPATHOMO 3/1EKTPOAA
Je3nHpmuMpyoLLme cpeacTsa, cogepxatlme 6onee 70% cnuprta. 3TO MOXET
NPUBOAUTL K 3aTBEPAEHNIO BHELLIHEN 000/104KMN.

K akcnnyataymm 3TOro yCTpOMCTBa AO/MKHbI JOMYCKATbCS TOMbKO Bpayu,
3HaKOMble C 3/1eKTPOXUPYPrUYECKUM  [ENCTBMEM Ha  OMepupyemblX
nawyMeHTOoB.

Vcnonb3oBaHne W Hafnexallee pacrnosiodXeHne BO3BPATHOIO 3/1eKTposa
ABNAIOTCA onpedensdowmm hakTopom 6e3onacHoOro U 3PeKTUBHOIo
NMPUMEHEHUA  OLHOMO/IOCHOW  3MIEKTPOXUPYPTUYECKON  METOAMKW, B
4aCTHOCTM B MNaHe MpefoTBpalleHMs OXoroB. CrefyiTe ykasaHUsaM W
PEeKOMEHA0BaHHbIM MeTOAMKAM MOLrOTOBKWU, pPa3MELLEHUs, KOHTPONSA WU
MCMoJIb30BaHUS BO3BPATHOIO 3/1eKTposa.

[N8 CHUKEHNS pUCKa 0XXOroB APYruX y4acTKOB Tena 13-3a aflbTEPHATUBHbIX
nyTeid NPOXOXAEHMS TOKa, CrefyeT Mo BO3MOXHOCTU M36eratb KOHTaKTa
nayMeHTa C 3a3eM/IEHHbIMW MeTannnyeckuMmu npegmetramun. Pasymeetcs,
3Ta peKoMeHAauus MOXeT ObiTb MPaKTUYECKM HEeOCYyLLeCTBMMON npu
BbIMO/ITHEHUN  HEKOTOPbIX  Npouefyp; OfAHako Ans  obecneyeHus
MakcuMMmanbHOW  6e30MacHOCTM nayveHTa  npu 1CNo/b30BaHN

3NeKTPOXMPYPrYECKUX YCTPONCTB, MNPUMEHeHMe MOfOGHbIX MEeTOAMK
[0/KHO ObITb CBEAEHO K MUHUMYMY.
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Precautions

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

As with other medical devices, avoid pooling of chemicals or fluids that
may contribute to patient skin breakdown or pressure ulcer formation.
Avoid placing the patient directly on the rigid comer or cable of the Return
Electrode to avoid possible pressure points. Universal Mega Soft Pads and
Universal Dual Mega Soft Pads does not have the same level of pressure
reduction capabilities of other thicker Return Electrodes.

Follow proper nursing practices and procedures to protect the patient from
pressure ulcers.

Do not sterilize the Return Electrode.

Avoid sharp objects and edges at all times.

Never use disinfectant containing more than 70% alcohol to clean the
Return Electrode. It may cause hardening of the outer skin.

Only physicians familiar with electrosurgical effects on surgical patients
should operate this device.

The use and proper placement of a return electrode is a key element in the
safe and effective use of monopolar electrosurgery, particularly in the
prevention of burns. Follow directions and recommended practices for the
preparation, placement, surveillance, and use of this return electrode.

To reduce the chance of alternate site burns due to alternate current
pathways, the patient, when practical should not be allowed to come into
contact with metal parts that are grounded. It is recognized that this
recommendation may not be practical during certain procedures; however,
to maximize patient safety during the use of electrosurgical devices, such
practices should be minimized.

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.

Apparent low power output or failure of the electrosurgical equipment to
function correctly at normal settings may indicate faulty application of the
return electrode or failure of an electrical lead. Do not increase power
output before checking for obvious defects or misapplication. For



JNEKTPOXMPYpPruyeckne Kabenn AO/MKHbI pacnonaratbCs TaK, 4TOOLI
KOHTaKT C NauWeHTOM 6bl1 MUHUMA/bHbIM, & CONPUKOCHOBEHMWE C APYT UMW
npoBofamu 6bifI0 UCKIOYEHO BO M36EXaHWe HEeraTMBHOIO BAMSIHUS Ha
paboTy 3NeKTPOHHOro 060pyAoBaHMSA.

Habnofaemas Hu3Kasd BbIXO4Has MOLLHOCTb WAM HeucnpaeHas paboTta
3N1EKTPOXMPYPrMYecKoro 060pyfoBaHMs Npu 06bIYHbIX HACTPOKaxX MOTyT
yKa3blBaTb Ha HemnpaBW/IbHOE PacnofioXeHVe BO3BPATHOrO 3M1eKTpoga Wm
NOBPeXAeHNEe 3MeKTPMYECKOro npoBoga. He yBennumBaiiTe BbIXOAHYH
MOLLHOCTb, He Yy6eAMBLUMCbL B OTCYTCTBMU OYEBUAHbIX [Ae(EeKTOB W
NPaBWIbHOCTM PacMofiOXXeHNs 3neKkTpoga. B cnyyae 0AHOMOMKOCHOIA
XUPYPrunm 3MMEKTUBHbIA KOHTAKT MeXAy MauneHTOM W BO3BPaTHbIM
3NeKTPOAOM HE06X04MMO MPOBEPSATH MPU KAXKAOM M3MEHEHUMW MOMOXKEHNS
nauneHTa.

ANeKTPOXMpPYpPruyeckme ycTpoiicTBa MOryT co3aBaTb NOMeXKU 4ns Apyroro
060pyA0BaHNS. ans naymeHToB c KapAnocTUmynaTopamu,
3M1EKTPONPOBOAALMMU W APYTUMK aKTUBHLIMU MMMNaHTaTaMm CyLLLEeCTBYeT
noTeHUMasbHasd  OMAacHOCTb, CBfi3aHHas C  KOHLUEHTpauuein  mam
nepeHanpas/ieHNEM BbICOKOYACTOTHbIX TOKOB. BbICOKOYACTOTHblE TOKMU
nomMex MOryT MOBPeAUTb KapAWOCTUMYNATOP WAW APYrOM  aKTUBHBINA
MMnnaHTaT. B cnyvyae COMHeHWIi o6paTuTech 3a KBanUULMPOBaHHbLIMU
peKoMeHAauMaMM K NPOM3BOANTENIO 060PYA0BaHMS.

Kak 1 B cnyyae no6biXx BO3BPaTHbIX 3/1EKTPOAOB, CreayeT wu3beratb
KOHTaKTa pa3fIMyHbIX YYaCTKOB KOXW MauueHTa (Hanpumep, pyK u Tena
nayMeHTa), HanpyMep, NPOJSIOXKMB MEXAY HUMW CyXyt Map/to.

Mpn  OQHOBPEMEHHOM  WCMONb30BaHUM AN OAHOrO  MayMeHTa
BbICOKOYACTOTHOIO XWMPYPrnyeckoro 060pyAoBaHWS M CPeACTB KOHTPOAS
(hm3monornyecknx nokasarteneid, BCe WCNOMb3yemble [NA  KOHTPONS
3NEKTPOAbI CreayeT pacnonaraTb Kak MOXHO fasiblie 0T XMPYPruyecKux.
Mcnonb3oBaHne UronbyaTbiX KOHTPOMbHbLIX 31EKTPOA0B HE PEKOMEHAYETCS.
B no6om cnyyae pekOMeHAyeTCs MCMOMb30BaTb CUCTEMbl KOHTPONS CO
BCTPOEHHbIMW YCTPONCTBaMM OFpaHNYeHNs BbICOKOYACTOTHbIX TOKOB.

12. NTH®OPMALWVA O IEKAPCTBEHHbIX MPEMAPATAX U (MNK) 11. INFORMATION

PAPMALIEEBTUYHECKNX CYBCTAHUMNAX B COCTABE MU
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monopolar surgery, effective contact between the patient and the return
electrode must be verified whenever the patient is repositioned.

Use of electrosurgical devices can cause severe electromagnetic
interference in other devices, for patients with cardiac pacemakers,
electrically conductive or other active implants, a possible hazard exists
due to the concentration or re-direction of HF currents. The pacemaker or
other active implant may be damaged due to the interference of HF
currents. In case of doubt, approved qualified advice should be optained
from the device manufacturer.

As with any return electrode, skin-to-skin contact (for example between
the arms and body of the patient) should be avoided, for example by
insertion of dry gauze.

When high frequency surgical equipment and physiological monitoring
equipment are used simultaneously on the same patient, any monitoring
electrodes should be placed as far as possible from the surgical electrodes.
Needle monitoring electrodes are not recommended. In all cases,
monitoring systems incorporating high frequency current limiting devices
are recommended.

ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD



DTOT pasfen He NPMMEHUM K AaHHbIM W3ennsaM, Tak Kak U3fenms He cogepxxar
NeKapCTBEHHbIX BeLWECTB N HE UCMO/b3YHOTCA B COYETaHUN C NIEKAPCTBEHHbLIMU

Bel ecTBamu.
13.

MHCTPYKUWMNA NO OYNCTKE NYXoay

1) npou3BOAMTL YWUCTKY W (MK) Ae3nH(EKLMI0 BO3BPaTHOrO 3/1eKTPOAA,

2)

3)

KOMMMeKTa 3/IEMEHTOB 3alMTHOro 4yexna W Kabens cnefyet OAHUMM U3
cnefyloWmMX  pacTBOPOB:  Cnabbim  pacTBopom  xnopku  (10:1);
rnoTapanbaernaom; o-geHun-heHonoM; 0-6eH3nN-n-xnopgeHonom; n-
TpeT-aMundeHonoM. TuiaTeNlbHO MPOMONTE BO3BPATHbIA  3NEKTPOL U
KOMMNEKT 3/1eMEHTOB 3alWMTHOrO 4exna 4YMCTOM BOLOW AN YyAaneHus
ocagka, 06pa3oBaBLUErocs B pesynbTaTe NPUMEHEHNS YNCTALLUX PaCTBOPOB.
Heypanexue XUMNYECKOTO ocajgka MOXeT  MNPUBOAUTb K
NpexAeBpeMeHHOMY pa3pyLLUEHNIO Hapy>XHOW 060104kn. CnupT n apyrue
CU/IbHbIE Ae3nH(MLMpYLOLMe CpeacTBa MOTYT NPUBOAMTL K 06pa3oBaHuio
NATEH WM 3aTBEPAEBaHMIO BHELIHeA 000M104KM  3neKTpogos. He
[O0MYCKaeTCca MPUMEHATb YNCTALLME PacTBOPbI, CoAepXKalyme nepokcus.

He gonyckaiiTe KOHTaKTa YMCTALLMX pacTBOPOB M/IN MPOMbIBOYHON BOAbI C
MeTa//IMYeCKUMU pasbeMamu.

MpocywmnTe BO3BPaTHbIA 3MEKTPOA WM KOMMMEKT 3/IEMEHTOB 3alMTHOrO
yex/a BO3BPATHONO 3N1eKTPOAa Nepes UCNob30BaHWEM B C/ieAYHOLW WA pas.

14. TPEBOBAHMNA K TEXHWYECKOMY OBCAYXWBAHUIO WU

PEMOHTY MU

O6ume ceegeHus

PeMOHTHbI Habop Mega Soft MOXHO Nerko Mcrnonb3oBaTb AN PEMOHTA
NOBPEXAEHWNI BHELIHEN 06010UKN 3N1EKTPOAA.

Ecnn Bo3BpaTHbIV 31EKTPOA He paboTaeT AO/MKHbIM 06pa3oM, TO TEXHMK MO
6vomeanLMHCKOMY 000pYZ0BaHUIO MOXET W3MEpPUTb COMPOTUB/IEHME
Kabeneli 1 yrnoBoro coeguHeHus. Ecnu pesynbTupytoLiee CONpoTUBIEHUE
MeXay KoHuamu kabeneit 6onbuie 3 OM (Kpome Kabeneil «Kabenb
COEANHUTENbHbIN, nepexoaHuK, 2.4 M» un «Kabenb COeAUHUTENbHBIN,
NepexoaHuK, 4.4 M»), BbiBEAWUTE 3MEKTPOA M Kabenu u3 akcnayatauum u
CBAXKUTECb C OTAENOM 06CNY)XXUBAHUSA KNMEHTOB KomnaHuy Megadyne a/is
3aMeHbl BO3BPATHOMO 3/1eKTPOAa UK Kabens B COOTBETCTBUM C YC/IOBUSMU
rapaHTum.
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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.
12. CLEANING AND CARE INSTRUCTIONS
1) Clean/disinfect the Return Electrode, sheath assembly and cable with any
of the following solutions: mild bleach solution (10:1); glutaraldehyde; o-
phenylphenol, 0-benzyl-p-chlorophenol, p-tertiary  amylphenol.
Thoroughly rinse the Return Electrode and sheath assembly with clear
water to remove any residue from cleaning solutions. Failure to remove
chemical build up may cause premature failure of the outer skin. Alcohol
and other strong disinfectants may cause staining or hardening of the
electrode’s outer skin.
2) Do not allow cleaning solutions or rinse water to come in contact with
metal connectors.
3) Dry the Return Electrode and sheath assembly prior to next use.

13. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
MD
General information
* A Mega Soft Pad Repair Kit can easily be used to repair damage to the
electrode’s outer film. Follow the instructions for use included with the
repair kit for more information.
» If the Return Electrode is not functioning as expected, a biomedical
technician may measure the resistance of the cables and corner connection.
If the resulting resistance is greater than 3 ohms end to end for all cables
except «CQM Compatibility Cable, reusable standard connector 2.4 m»
and «CQM Compatibility Cable, reusable standard connector 4.4 my,
please remove the electrode and cables from service and contact Megadyne
customer service for Return Electrode or cable replacement according to
the terms of the warranty.




B Cnydvae Kabenein «Kabenb COefVMHUTENbHbIA, MEPEXOAHUK, 2.4 M» W”
«Kabenb coeiMHUTENbHBINA, NepexofHuK, 4.4 M», eCii 3MepeHHast eMKOCTb
MeXZy KoHuaMu Kabens BbIXOAUT 3a npefensl guanasoHa 90-110 HO,
HeoOX0AMMO  BbIBECTU Kabenb M3 3KCnjyatauMm UM CBA3aTbCA €
npeacTaBuTeneM oTAena O0OCNYXWBAHUS  KAMEHTOB AN 3aMeHbl B
COOTBETCTBUM C YC/IOBUAMU FapaHTUN.

15. YCNnoBumdA TPAHCIOPTUPOBKN N XPAHEHINA
TpaHcnopTMpoBKa

He TAHWTE, He MOAHMMAITE U HE HOCWTE 3N1EKTPOJ 3a LUHYP. 3TO MOXET
NPUBECTU K 3N1EKTPUYECKOI MOMOMKE.

Bceraa cobnoaaiite 0CTOPOXHOCTb MpK 06PaLLEHIMN C BO3BPATHbIM
aneKTpoAaoM. OCTOPOXXHO CHUMaIiTe 3MEKTPOZ, CO CTOMA WU APYroro
XVUPYPruyYeckoro 060pya0BaHus.

Bo3BpaTHbI 31eKTPOA HE06X0AMMO CBO6OHO CBOPaAYMBaThL WM
CKNaflbiBaTb M NEPEHOCUTL Ha pyKax (Kak mMiafeHua).

B cnydae nepeHoca anekTpoga 6e3 NoAAepXKU BHELLHSAS 060/104Ka MOXET
PAaCTAHYTbCS M BbI3BaTb UPE3MEPHbIE HAMPSHKEHWS, NMPUBOASALLMNE K
pacc/IoeHuIo.

B cnydae nogbema U3AeNns 3a Yribl BHELLHSAS 060/104Ka MOXET
PACTAHYThCS, UTO NPUBEAET K 06pa30BaHNI0 PACTSXKEK U Pa3pbIBOB.

Tabnuua

HanmeHoBaHMe £ 4, [nanasoH
TemnepaTtypa, °C OT1—34 0 65
OTHOCUTENbHAA BNAXHOCTb, % Ot 15 o 95

ATMOC(epHoe faBneHue, rMa OT 700 po 1060

XpaHUTb B CYXOM MecTe
XpaHuTb BAaNM OT UCTOYHUKOB Tensna

Tabnmua 6. YCnoBus xpaHeHus:

HavnmeHoBaHue Jnana3soH
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For the «<CQM Compatibility Cable, reusable standard connector 2.4
and «CQM Compatibility Cable, reusable standard connector 4.4 m»
cables, a capacitive reading outside a range of 90 nF and 110 nF, end to
end, remove the cable from service and contact your customer service
representative for a replacement according to the terms of the warranty.

14. CONDITIONS OF TRANSPORTATION AND STORAGE
Transportation

Do not pull, lift, or carry by the cord. This may cause electrical failure.
Always handle the Return Electrode with care. Carefully remove it from
the table or other surgical equipment.

The Return Electrode should be loosely rolled or folded and cradled (like
a baby) when carried.

Carrying the electrode unsupported can stretch the outer skin and cause
undue stress that may result in splitting.

Lifting the product from the corners may stretch the outer skin, causing
stretch marks or tears.

Range
From —34 to 65
From 15to 95
From 700 to 1060

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

Storage

Keep dry
Keep away from heat

Table 6. Storage conditions:

Designation Range



&

-

Temneparypa, °C Ot S o 50
OTHOCHTENBHASA BIAXHOCTD, % Or 15 no 95

AtMmocdepHoe nasnenue, rlla Ot 700 1o 1060

Temperature, °C From 5to 50
Relative humidity, % From 15 to 95

Barometric pressure, hPa From 700 to 1060

16. IOPSIAOK U YCJIOBHSA YTHIM3ALIMHK HJIH YHUUYTOXEHHA
MU

Usnenus yTuausupyrorca ne4veOHbIM  YYPEXIAEHHEM B COOTBETCTBHM C

tpeGoBaHuamu CaulluH 2.1.3684-21 . Hsnenus nocne wucTeveHus cpoka

FOAHOCTH OTHOCATCA K SMHAEMHONIOTHYECKH O6€30MacHLIM OTXO0JaM H

YTHJIM3HUPYIOTCA KaK OTXO/lbl Kjacca A.

15. 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.

17.TAPAHTUSA H PEKJIAMALIUA

Komnanua «Meragaitn Meaukan [lpomaktc, HHk.» (manee «Meranaiin»)
rapaHTHpyeT NMepBOHAYAILHOMY MOKYMAaTEeNIO OTCYTCTBHE MPOU3BOACTBEHHBIX
nedexToB, a Take AedeKTOB B MaTepHanax 3/EKTPUYECKMX KOMIIOHCHTOB
MHOrOPa30BbIX BO3BPATHBIX JJIEKTPOXHPYPTHUYECKHX 3NEKTPOJAOB NPH YCIOBHH
MX HOPMaNBHOTO ucnonb3oBaHui. O6sa3arenbcTBa KoMnaHuH «Meranainy,
BbITEKAIOLIHE U3 HACTOSALLEH rapaHTHK, OTPaHHYHBAIOTCA KPEJUTOM Ha 3aKyIKy
clneiytolie napTuu 3nekTpogoB B pasmepe 1/24 (1/18 nns anextpoaos
Bo3BpaTHeix Mega 2000) 3akynouHo# ueHbl BO3BPALIEHHOro 3JieKTpoaa 3a
KaXKAbIH MeCAll, OCTaBLIMIACA A0 MCTEYEHUA CPOKA FOAHOCTH BO3BPALIEHHOIO
3/EeKTpoJa, ecnd (akT HEUCNpPaBHOCTH DAEKTPHUYECKHX  KOMIMOHEHTOB
BO3BpAILEHHOrO 3jeKTpoAa OyJAeT NOATBEPXKACH PE3yNbTaTaMHM 3KCMEPTH3bI,
nposencHHOW  komnaHued «Meranaiu»*. Hacrosuias  rapaHtas  He
pacnpocTpaHsercs Ha Joboe u3genue, kotopoe: (1) noasepriocsh
HeGnaronpusTHOMY BO3ACHCTBHIO B pe3y/ibTaTe UCIMOJb30BaHHA COBMECTHO C
M3AENMAMM, U3rOTOBAEHHHIMH HIM  NPOJABaeMbIMH  CTOPOHAaMH, He
YMOJIHOMOYEHHBIMH Ha TO KOMNaHHeH «MeranaiHi»; (2) noABEPrjoCh PEMOHTY
MM H3MEHEHHMIO KOHCTPYKUMH MPH OTCYTCTBMM Ha TO yKa3aHUH KOMMaHWH
«MerapaiiH», 4TO, MO MHEHHIO KOMMNaHWH «MerajaiiH», MOrjao okasathb
HEraTHBHOE BJIMSIHHE Ha €ro CTaGMIIBHOCTb WK HAAEXKHOCTD; (3) noasepriocs
HEHaIeXKaUIEMY HCIMOb30BaHHIO, HEOPEXKHOMY OOpAILEHHIO WK CllyYaHHOMY
NOBpeXCHHIO; HiH (4) Hcronb3oBanock 6e3 cobntoneHns KOHCTPYKTHBHBIX H
IKCMAYaTaUMOHHBIX MapaMeTpoB, TpeOOBaHMH PYKOBOAALLUHX NOKYMEHTOB H
MHCTPYKLMI MO NpUMEHEHHI0, MO0 (yHKUMOHANLHBIX, 3KCMIYaTaUHOHHBIX
MJIH 3KONOTMYECKUX CTaHAApTOB, YCTAHOBNCHHBIX UIA AHANOTHYHbIX H3JE/THHA.

16. WARRANTY

Megadyne Medical Products, Inc. (Megadyne) warrants to the original
purchaser that the electrical components of the Reusable Electrosurgical Return
Electrodes are free from defect in material and workmanship under normal use.
Megadyne’s obligation under this warranty is limited to a credit on the next pad
purchase of 1/18" of the purchase price of the returned pad for each month
remaining before expiration of the returned pad if upon examination Megadyne
determines the electrical components of the returned pad are defective*. This
warranty does not apply to any product that has been: (1) adversely affected due
to use with devices manufactured or distributed by parties not authorized by
Megadyne, (2) repaired or altered outside of direction of Megadyne in a way as
to, in Megadyne’s judgement, affect it’s stability or reliability, (3) subjected to
improper use, negligence or accident, or (4) used other than in accordance with
the design and use parameters, instructions and guidelines for the product or
with functional, operational or environmental standards for similar products
generally accepted in the industry.

UNLESS SUPERSEDED BY APPLICABLE LOCAL LAW, THIS
WARRANTY IN LIEU OF ALL OTHER WARRANTIES, EXPRESS OR
IMPLIED, INCLUDING THE WARRANTIES OF MERCHANTABILITY
AND FITNESS FOR A PARTICULAR PURPOSE, AND OF ALL OTHER
OBLIGATIONS OR LIABILITIES ON THE PART OF MEGADYNE AND
IS A PURCHASER’S EXCLUSIVE REMEDY. IN NO EVENT SHALL
MEGADYNE BE LIABLE FOR SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES INCLUDING, WITHOUT LIMITATION,
DAMAGES RESULTING FROM LOSS OF USE, PROFITS, BUSINESS OR
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ABNAAOLIHUXCA OGMCHPMHSITHMH B COOTBCTCTBleLU.Cﬁ

NpOMBbILLIJIEHHOCTH.

oTpaciu

3A UCKJIIOYEHHEM CJIYYAEB, KOI'JTA JEMCTBVYIOLLEE MECTHOE
3AKOHOJIATEJIbCTBO [IPEBAJIMPYVET, HACTOSLIAS TAPAHTUA
3AMEHSET COBOW BCE ITPOYUE TAPAHTUH WU YCJIOBU A, ABHBIE
UJIK NOAPA3YMEBAEMDBIE, BKJIIOYAS, [TOMHUMO ITPOYErO, BCE
INMOJIPA3YMEBAEMbBIE TAPAHTHUU UJIU YCJIOBUA KOMMEPYECKOH
MPUITOAHOCTH WJIM COOTBETCTBUSA KAKOH-JIMBO KOHKPETHOM
LUEJIK, A TAKXE JIIOBbIE JPYIHME OBA3ATEJIbCTBA WJIHU
OTBETCTBEHHOCTb CO CTOPOHbl KOMIIAHHHU «METFAJIAMH» U
ABJIAETCA EAUMHCTBEHHbLIM U UCKIIKOYUTEJIbHBIM CPEJCTBOM

CYJAEBHOW  3ALUMTBHI  TMOKVYIATEJS. HU TIPU  KAKUX
OBCTOATEJIbCTBAX KOMIIAHHUA «MEFAJJAWH» HE HECET
OTBETCTBEHHOCTHU 3A JIIOBLIE TTOHECEHHBIE TIIPSAMBIE,

KOCBEHHBIE, CMNELUHU®UUYECKHUE MWJIM CIYYAUHBIE VYBBITKU,
BKJIIOYAS, BE3 OIPAHUYEHHWM, VBbITKH, BO3HUKAIOLIUE B
CBA3U C UCMOJIb3OBAHUEM EE [IPOAYKLUWH, TIOTEPU
BCJIEACTBUE HEJOIOJYYEHHOM TPUBbIJIU, TPEPLIBAHUE
KOMMEPYECKOW WJIU IPOU3BOACTBEHHOM AEATEJIbHOCTH UK
B CBA3HU C [IOTEPEM BU3HECA WM JIEJIOBOM PEMNVYTALIMH, 3A
UCKJIIOYEHMEM  CJIYYAEB, [IPAMO [PEAYCMOTPEHHbBIX
COOTBETCTBVYIOLIUM 3AKOHOM.

Komnanus «Meranaiih» He npuHHMaeT Ha ce6s U He YNOJIHOMOYMBAET KaKoe-
nubo apyroe nuuo 6patb Ha cebs M0BYIO APYrylo OTBETCTBEHHOCTb B CBA3M C
NpoAaXeH WK HCMONb30BaHHWEM moboro uasenus «Meragaiin». Komnauus
«Meraaaii» ocraenser 3a coGoil NpaBo Ha BHECEHME M3MEHEHMIt B
KOHCTPYKUHIO CBOMX H3aennii B oboe BpeMs 6e3 kakux-nnbo o6a3aTeNbCTB No
BHCCCHHIO TAKHX XK€ MM aHANIOTHYHBIX M3MEHEHHIT B KOHCTPYKUHIO M3AEHi
«Meranaiin», U3rOTOBICHHBIX /MM MIPOJAHHBIX paHee.

3ansrenust ommeuennvie «*» AGNAIOMCA HE NPUMEHUMBIMU NpuU oépau;enuu

MeQUYUHCKO20 u3denus Ha meppumopuu Poccudickuti Dedepayuu.

GOODWILL, OTHER THAN AS EXPRESSLY PROVIDED BY A SPECIFIC
LAW.

Megadyne neither assumes nor authorizes any other person to assume for it any
other liability in connection with the sale or use of any of Megadyne product.
Megadyne may make changes to its products at any time without incurring any
obligation to make the same or similar changes on Megadyne products
previously built and/or sold.

Statements marked with "*" are not applicable when handling a medical device
on the territory of the Russian Federation.
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18. HAMUMEHOBAHWE N FOPUANYECKWIA AOPEC 17. NAME AND LEGAL ADDRESS OF MANUFACTURER AND
MPON3BOANTENA MU N YTTONMHOMOYEHHOTI O AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

NMPEACTABUTENA NMPON3IBOAUNTENA B POCCU
DEVELOPER:

PA3SPABOTYUK: Megadyne Medical Products, Inc., 11506 South State Street, Draper, Utah
MeragainH Meaunkan MpogakTc, WHK., 11506 South State Street, Draper, Utah 84020, USA.

84020, USA (CLLA).
MANUFACTURER:

MPON3BOANTE/b: Megadyne Medical Products, Inc., 11506 South State Street, Draper, Utah
MeragaiH Meaukan Mpogakte, WHK., 11506 South State Street, Draper, Utah 84020, USA.
84020, USA (CLLA).

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN

YMNO/IHOMOYEHHOM MPEACTABUTE/Ib MPON3IBOAUNTENA B RUSSIA:
POCCUI: Johnson & Johnson LLC,

00O «[loHCOH & [XoHCOH», 121614, r. Mocksa, yn. Kpbinatckad, 4. 17, 121614, Moscow, Krylatskaya str., 17/2.

Kopn. 2. Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
Ten. +7(495)580-7777, dakc: +7 (495) 580-7878 DL-JNJRUMedical OAftt),ITS.JNJ.com.
DL-JNJRUMedicalOAfa),ITS.JNJ.com. DL-JNJRU-Medical-ReeulatorvfoMITS.JNJ.com

DL-JNJRU-Medical-Re2ulatorv{®,ITS.JNJ.com
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Tepesod ¢ anzRuiicko20 RILKA HA PYCCKil RINK <o -

<Jloroman: «Meragaiin» | Ocwosano ¢ 1985 200y . . «Meranaits Meanxan Ipogaxrc, Hux.»,
(Megadyne)> ' 11506 Cayt Creitr Crpnr,
Hpeiinep, I07a 84020, CLUA

| Tpodeccuonan B cdhepe IneKTpoxupypruyeckoro obopyaosanna®

«YTBEPXAIO»
«Meraaaiin Meaukan I'[pomnc, Plnx.», ClIA

«07» 12 2021r.

«aeHp» Mecall (Ludpamu)
M.IL
HHCTPYKIIUA 110 IPHMEHEHHIO
MEJHIOHAHCKOI'O H3AEJIHASA
DNeKTPOAK! BO3BPATHHIC ICKTPOXHPYPIHYECKHE, MHOTOPA30BOIO
HCTIONB30BAHMA, ¢ IPHHAIVICKHOCTAMHU.
Snextpon BosepaTHHIN Mega Soft neauaTpuyeckuii;
SnexTpon ro3spaTHEiH Mega Soft neanarprueckuli, obpasen
NMPOH3BOACTBA KOMNAHHH <Kpyrnas neuars: [IEYATb HOTAPUYCA;
Meranaitr Measuxan [poaaxre, Huk. LLITAT OTAHO>
(Megadyne Medical Products, Inc.),
11506 Cayr Creiir Crpwur, Jpeiinep, I0ra 84020, CLLIA <ITOANHCAHO>
<Hadnuce om pyxu: 08 dexabpa 2021 200a>
2021 r. <{litamn: MEJIICCA HBY;
Horapuyc, mrat Oraiio,

Cpok aeticTBus MoeH NHUCH3HH HCTEKAET
24 anpens 2024 rona>
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MepeBog, 4aHHOTO TEKCTA BbINOIHEH NepeBOAYMKOM AiinosH [asugom reoprnesuyem.

MnoAnuMcCh

Poccuiickas depepaums
Nopog MockBa
[ecaToro gekabpsa gBe TbicAYM ABajUaTb NepBoOro roga

A, Mouceesa Jlunna BnaguMupoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO
NOANMHHOCTbL MoAgnNucy nepeeofumka AnosH fasmaa Meoprmesnya.

Mognwuck chenaHa B MOEM MPUCYTCTBUN.

JInyHoCTbL NognucasLlero JOKYMeHT yCTaHOB/IEHa.

3apeructpupoBaHo B peectpe: Ne 50/995-H/77-2021- N

YnnayeHo 3a COBepLUEHNE HOTapuanbHoro aeiicTems: 400 pyo.

NnoAMUCH ep6oBas neyartb MepboBas neyarb
HoTapuyca r. MockBbl HoTapuyca r. MocKBblI
Mowuceesoi J1.B. Mowuceesoit J1.B.

J1.B.MowuceeBa

Bcero npoLiHypoBaHo, NPOHYMEPOBaHO U CKpenneHo nevatbio 19 nuct(-a,-oB).

noarmmcb N.B.MounceepM""N
B

Poccuinckaa deaepaumns
Nopoa MockBa H =

AN

U
[ecsAToro aekabps ABe ThicAuun ABaLaTh NepBoro roga

A, Mowuceesa Jlunua BnagumupoBHa, HoTapuyc ropoga M oCKB” CBUAETENbCTBYIO
BEPHOCTb KOMWUWN afpefCcTaB/ieHHOro MHe JOKYMEeHTa.

3apeMr|'/'|'CTp|/|VpOB"aHo B peectpe: Ne 50/995-H/77-2021-
YHnaquo\éa COBeplleHNe HoTapuanbHoro aeicteusa: 1200 py6. 00 kon.

J1.B.MowuceeBa

Bcero npowHypoBaHo, NPOHYMepoBaHO M CKpeleHo ney x o 19 nuct(-a,-oB).

J1.B.MouceeBa
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Megadyne Medica! Products,

M EGA DY N E] . Inc., 11506 South State Street,

The Electrosurgical Authority Draper, Utah 84020, USA

«YTBEPXOAHK» / “APPROVE”
Megadyne Medical Products, Inc., USA
Associate Director. Re2uiatorv Affairs
(momkHocTb/position)

Brian K Ruble

(uvs/narne)

(noanucb/signature)

2021 r,
«feHb» mecal (undpamm) / «day» month (humerals)
M.T. / Stamp
INSTRUCTION FOR USE NHCTPYKLUWMA NnO MPUMEHEHUIO
OF THE MEDICAL DEVICE MEAVLINHCKOIO U3OENNA
Reusable Electrosurgical Return Electrodes, with accessories: OneKTpoAbl BO3BPATHbIe 3IEKTPOXMPYPrUYECKIE, MHOrOpa3oBoro
Universal Mega Soft Pad Top Assy; Universal Mega Soft Pad Top NCMO/b30BaHNA C MPUHALIEXHOCTAMM:
Assy (sample); Universal Dual Mega Soft Pad Top Assy; Universal AnekTpop Bo3BpaTHbIi Mega Soft yH1BepCa/bHbIA; INEKTPOA

BO3BpaTHbI Mega Soft yHVBepcanbHbIi, 06paseLl; dNeKTPOf

Dual Mega Soft Pad Top Assy (sample)
BO3BpaTHbIN Mega Soft yHMBepcabHbIV € ABYMS Kabensmu; neKTpos

manufactured by BO3BpaTHbIN Mega Soft yHVBepca/ibHbIN ¢ ABYMS Kabensmu, obpasell
Megadyne Medical Products, Inc.,
11506 South State Street, Draper, Utah 84020, USA MPON3BOACTBA KOMMaHUU

MeragaiiH Megyikan MNpogakTc, VIHK.
(Megadyne Medical Products, Inc.),
11506 South State Street, Draper, Utah 84020, USA (CLLA)

n WSLISSA IWU
5 NOTARY PUBLIC
2021 year /. N — FOR THE
n N STATE OF OHIO
A A Commission Expires
............ April 24, 2024
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Russian text English text
1. HAUMEHOBAHHUE MEJUIIHHCKOI'O U3AEJUSA (MH) 1. MEDICAL DEVICE (MD) NAME
. Dnextpoabl  BO3BpaTHble  3JIEKTPOXMpypruveckue,  MHoropasosoro | 1. Electrosurgical return electrodes, reusable, in variations:
MCTIOJIb30BaHUs B BADUAHTAX UCMOJHEHUS: 1.1. Universal Mega Soft Pad Top Assy, included:
1.1. Onexrpoa Bo3BpaTHbiii Mega Soft yuuBepcanbHbiii, B cocTase: 1.1.1. Universal Mega Soft Pad Top Assy;
1.1.1.  Bnektpon Bo3ppaTHbIH Mega Soft yHuBepcansHbii, 1 wr./yn. 1.1.2. Pad cab.le;
1.1.2. Kabenb coequnuTensHbli, 1 wr./yn. I.1.3. Instruction for use;

1.1.4. Warranty;
1.2. Universal Mega Soft Pad Top Assy (sample), included:
1.2.1. Universal Mega Soft Pad Top Assy (sample);

1.1.3. HHcTpyxums no npumeHeHuio, | wr./yn.
1.1.4. TapanTus MOMIMHHOCTH Ha  A3blKE OpUrHHane (MpH

Heobxoaumoctu), 1 wr./yn. 1.2.2. Pad cable;
1.2. Dnexrpon Bo3BpaTHEIi Mega Soft yuusepcansHbiii, o6pasel, B cocTase: 1.2.3. Instruction for use;
1.2.1. Onextpon Bo3patHbiii Mega Soft ynusepcanbHbiii, oGpasew, | 1.2.4. Warranty;
wr./ym. 1.3. Universal Dual Mega Soft Pad Top Assy, included:

1.3.1. Universal Dual Mega Soft Pad Top Assy;
1.3.2. Pad cable;

1.3.3. Instruction for use;

1.3.4. Warranty;

1.2.2. KaGenb coeauuutensHbiii, | wr./yn.
1.2.3. MHcTpyKums no npuMeHeHHo, | wr./yn.
1.2.4. TapanTus NOMIMHHOCTH Ha  A3bIKE OpurHHane (npu

HeobxoauMocT), 1 wr./yn. 1.4. Universal Dual Mega Soft Pad Top Assy (sample), included:
1.3. Dnektpon Bo3BpatHbIii Mega Soft yHHBepcanbHeiit ¢ nByMa kabensamu, 1.4.1. Universal Dual Mega Soft Pad Top Assy (sample);
B COCTaBe: 1.4.2. Pad cable;
1.3.1. Dnekrpon Bo3BpatHblii Soft yHuBepcanbHblii ¢ IByMs KabensaMu, 1.4.3. Instruction for use;
I wr./yn. 1.4.4. Warranty;

1.3.2. Kabens coeanHuTenbHbli, 2 Wwr./ym.

1.3.3. HMHctpykums no npUMeHeHHto, | wr./yn.

1.3.4. TapaHTUs nOANUHHOCTM Ha  A3bIKE opurvHane (npu
Heobxoaumoctu), 1 wr./yn.

1.4. Dnextpon BossparHbiii Mega Soft YHHUBEPCAIbHbIA € AByMs Kabenamu,
oOpaseu, B cocrabe:
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dnekTpos Bo3BpaTHbI Mega Soft yHMBepcanbHbIi C ABYMS
Kabensmu, obpasey, 1wr./yn.
1.4.2. Kabenb coeAnHUTENbHBbIN, 2 LWIT./ynN.
1.4.3. VHCTpyKUMA NO NpuMeHeHuto, 1 wT./yn.
1.4.4. TapaHTMs  MNOAAWMHHOCTWM  Ha  A3blKe
Heo6xoanmocTu), 1wrt./yn.

1.4.1.

opuruHane  (npwu

Tabnuua 1—Homepa no Katanory BapuHaToOB MCNOSTHEHUS MeanumMHCKoro usaenus / Table 1—Reference numbers of MD variations

HanmeHoBaHne MW | mogenu vnn
Wn - BapnaHtT™ ncbonHeHmna M

MD name, models or variations of MD

Homep HOkatanory / Reference number

1. 9NeKTpPoabl BO3BPaTHbIE 3/1) KTPOXUPYPrUYECKME, MHOrOPa30BOro UCMOb30BaHWS B BapMaHTax UCMOMHeEHNS: | N

1, Electrosureical return electrodes, reusable, in variations: -w

L1 3”6KTp0@ BO3BpaTHLIN  Mega  Soft 1.1. Universal Mega Soft Pad Top Assy; 0845
YHUBepCanbHbIl

12 3ﬂ6KTpO£I, BO3BpaTHBIN - Mega  Soft 1.2. Universal Mega Soft Pad Top Assy (sample); 0845S
YHMBepca/bHbIil, 06pasel,

L3 3neKTpoE|, BO3BpATHLIA  Mega  Soft 1.3. Universal Dual Mega Soft Pad Top Assy; 0846
YHUBEPCa/IbHbIN C ABYMSA Kabensmu

14. OnekTpos BO3BpaTHbli Mega Soft 14. Universal Dual Mega Soft Pad Top Assy 08465

YHUBepCanbHbIi C ABYMS Kabensamu, obpasey,  (sample);

1. HABHAYEHME MEANUMNHCKOIO N3AENNA N MPUHLUMbI
NENCTBUSA

1.1. HasHayeHWe MeANLMHCKOro MU3genns

[aHHOe yCTPONCTBO NpeAHa3HavyeHo A/1a nepefadn 3Heprum oT Le/IeBO TKaHW

naymeHTa 06paTHO K OAHON WAM ABYM 3NeKTPOXMPYPrMYECKUM YCTaHOBKaM

(electrosurgical units, ESU) unun reHepartopam.

2.2  MpuHUMNbI gencTemns

ANeKTPofbl BO3BpaTHbIE 3NIEKTPOXMPYpPruyeckue, MHOropa3oBoro
MCMOMb30BaHWA NpefHa3HauyeHbl NS MPUMEHEHWA B KayeCTBE BO3BPATHbIX
anekTpofos 6e3 cuctembl REM (CcucTeMbl KOHTPONS BO3BPATHOrO 3/1EKTPOAA) U
pa3paboTaHHbIX [ EMKOCTHOrO COeAMHEHUS C NauueHToMm, B OTINYMe OT
BO3BpATHbIX 3/1EKTPOAOB OT CTOPOHHUX KOMMaHWW, KOTOpble HaxoAAaATcH B
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2. INTENDED USE AND PRINCIPLE OF OPERATION

2.1. Intended use of medical device

The intended use of this device is to conduct monopolar electrosurgical energy
from target tissue of a patient back to one or two electrosurgical units (ESU), or
generators.

2.2. Principle of operations

The Reusable Electrosurgical Return Electrodes are intended to be used as a
non-REM (return electrode monitoring) return electrode that is designed to be
capacitively coupled with the patient, unlike competitors’ return electrodes
which are in direct contact with the patient’s skin. The current delivered by the
generator is limited by the unit area of the capacitive plate as established by the



HenocpeacTBEHHOM  KOHTakTe C  KOXeil nauueHTa. TOK, MOAaBaeMblii
reHepaToOpoM, OrpaHWyeH eAUHWYHOM NNoLWabl0  eMKOCTHOW  MAacTUHbI,
YCTaHOBNEHHOM Mexay naumeHTOM W HaKnafKoi 3nekTpofa. BepxHuii cnoii
BO3BPaTHOIO 3M1eKTpoja Obin pa3paboTaH C UCMOMb30BaHMEM MaTepuasos,
KOTOpble MMEIT HU3KYIH0D eMKOCTb Ha eAuHMLY MNIoWaamn, a 310 03HayaeT, YTo
A9 NojayYm Takoro XXe KONM4yecTBa TOKa, Kak M C 04HOPa30BbIMW NPOKagKamu,
TpebyeTcsa 60nblUasA Naowadb KOHTakTa. BepxHuil cnoii orpaHuyvBaeT nogady
TOKa [0 6e30MacHbIX YpPOBHel, O0COGEHHO KOrfa mexay C/loeM W nauueHTOM
cnabblii KOHTAKT.

2. MOKA3AHUNA N MPOTUBOMOKA3AHMA K MPUMEHEHNIO MI

M BOSMO>XHbIE NMOBOYHbIE 39PEKTDI

2.1. TNokasaHwnA

[aHHOe yCTPOMCTBO MpefHa3HayeHo A1 repejavyn 3HEPrumn OT LeneBOn TKaHu
nayMeHTa 06paTHO K 3N1eKTPOXMpypruyeckoin yctaHoske (electrosurgical units,
ESU) unm reHepatopy.

2.2. TlpoTneBoNoKasaHuA

lMpoTuBONOKa3aHWA K NPUMEHEHUI0 MEAULMHCKOIO U3AeNns He BbIfB/EHDI.

2.3. To6oyHble 3PeKTbI

Mo6ouHble addeKTbl nocne NPUMEHEHNS MeLULMHCKOTO U3JeNNs He BbISB/EHbI.

3. NMH®OPMALWA O MOTEHUWANTbHBIX MOTPEBUTENAX M
YKA3AHWA MO NCIMNOJIbSOBAHNIO

3.1. YKasaHnA no ucnosib3oBaHnIo

N3penns npefHasHayeHol  AnA

3/ paBoOOXpaHeHus.

WN3genna pekomeHAyeTCA UCMo/b30BaTh MPU YCNOBUAX, YKa3aHHbIX B HUXe.

3.2. ToTeHumanbHble noTpedbuTenin M

K akcnnyataumy 3TOro YCTPOWCTBA AO/DKHbI AOMNYCKATbCA TOMbKO Bpayw,

3HAKOMble C 31eKTPOXUPYPIrUYECKUM [eiACTBMEM Ha OMepUpyeMbIX NauueHTOoB.

3.3. Ycnosuga akcnnyartauun MU

NCMONMb30BaHNUS B Y4YpexaeHusx

Ycnosusa akcnayatauum i
Temnepatypa, °C Ot 10 pgo 40
Ot 1580 75

OTHOCUTENbHAA BNAXXHOCTb, %
(6e3 KoHAeHcauuwn)
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patient and the pad overlap. The Reusable Return Electrode pads have been
designed using materials that have a low capacitance per area, meaning that a
larger contact area is required to deliver the same amount of current as with the
disposable pads. The pad limits the current flow to safe levels, particularly
when there is little contact between the pad and the patient.

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

3.1. Indications

The intended use of this device is to conduct monopolar electrosurgical energy

from target tissue of a patient back to an electrosurgical unit (ESU), or

generator.

3.2. Contraindications

Contraindications to the use of the medical device were not identified.

3.3. Adverse effects

No adverse effects were detected after using 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
Only physicians familiar with electrosurgical effects on surgical patients should
operate this device.
4.3. Use conditions of MD
Table 2. Use conditions of MD
Environmental conditions
Temperature, °C From 10to 40

From 15to 75

(non-condensing)

Relative humidity, %



&

ATMOcepHoe gaeneHue, rfa Ot 700 go 1060

Barometric pressure, hPa From 700 to 1060 j

4. ONMMNCAHWE OCHOBHbIX ®YHKUNMOHAJIbHbIX 9JIEMEHTOB M / DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF MD
4 1 05iiiAe onucaHne AyHKUNOHaNbHbIX 3niemeHToB MW / General description of fnnctional elements of MD

Meea Soft yHMBepCa/ibHbIN ¢ ABYMSA Kabensamu
AnekTpoAbl 0b6ecrneynBaldT Ty JKe€ TEXHONOTUK EMKOCTHOM CBS3M MU
OrpaHMYeHunst TOKa, Y4TO 1 Apyrue Bo3BpaTHble aneKkTpoabl Mega Soft, HO nmeroT
60siee TOHKOE MOKPbITUE W3 BA3KOYMNPYroro rnosimmepa, He JatoLLee Takoro e
YPOBHSI CHWXeHMS faBneHus. TOHKOe MOKpbITUe AenaeT 37eKTpofdbl 6Gonee
rMOKUMU 1 MO3BO/AET UCNOMb30BaTb WX B CBA3KE C APYTrMMW MOAKNALKaMK AN1s
CHWKEHWSA [aBfeHUs, WUCMOoMb3yeMblX A1 KpoBaTW B OnepalyoHHON. Takxe
TOHKOE MOKPbITMe ob6ecreyvBaeT Nyylyt nepegady Tenna ¢ u3genunii ons
oborpaBa naymeHTa, UCNOMNb3YEMbIX 418 KPOBATU B OMEPaLMOHHON. 3NeKTPOAbl
NPUMEHAKTCSA ANna nauymeHToB BecoM oT 0,8 hyHTOB 1 60nee (0,35 Kr).
JnekTpof Bo3BpaTHbIA Mega Soft yHuMBepcanbHbI C  ABYMSl  Kabensmu
pa3paboTaH 418 MCNONb30BaHWA B OMepauusx, rae NPUMEHSIETCA HECKO/bKO
anekTpuyeckux 6nokos (ESU), Hanpumep, B KapAMOXUPYPTrUw.
4.2. BO3BMOXXHOCTb M METOAbl WHTerpayMm c Apyrumum MeauuMHCKUMMN
n3genuamm
KomnaHusi Megadyne pekOMeHAyeT UCMO/Mb30BaTb BO3BPaTHbIE 3M1EKTPOAbl C
3NEKTPOXMpPYprmyeckum reHepatopom MegaPower, reHepatopom Ethicon
Megadyne 1 AOMNOMHUTENbHbIMKW  yCTpoilcTBamy  Megadyne (Hanpumep,
-AnekTnonamu n neoxarenn E-Z CLEAN)
5.3. TexHnueckune xapaktepuctuku MW / Technical characteristics of MD
Tabnunua 3 - OCHOBHble TEXHUYECKNE XapaKTEPUCTUKNA MeAULMCHKOTO U3fenns
Table 3- The main technical characteristics of medical deyice

Uniyersal Mega Soft Pad Top Assy. Uniyersal Dual Mega Soft Pad Top Assy
Both the Uniyersal and Uniyersal Dual Mega Soft pads proyide the same
capacitiye coupling and current limiting technology as the other Mega Soft
return electrodes. The oyerall thinner layers of yisco-elastic polymer does not
proyide the same leyel of pressure reduction as the other Mega Soft pads with
more yisco-elastic polymer. The oyerall thinner layers of yisco-elastic polymer
proyides increased flexibility and can be used in conjunction with other pressure
reducing pads located on the operating room bed. The thinner layers of yisco-
elastic polymer also allows for better transmission of other patient warming
deyices located on the operating room bed.

Pads function with the patient population from 0.8 Ib. and oyer.

Uniyersal Dual Mega Soft Pad Top Assy is specifically designed for use in
surgeries where more than one Electrosurgical Unit (ESU) is used, for example
cardiac surgery.

5.2. The possibility and ways of integrating with other medical devices
Megadyne recommends the use of return electrodes with the Megapower
electrosurgical generator, Ethicon Megadyne electrosurgical generator and
Megadyne accessory deyices. (i.e. E-Z CLEAN electrodes and pencils.)

o€ , NameiofMD

, 1 | EXHUYeCcKue XapPaKTEPUCTUKN ! _ N 3HaueHue! Value * N

Technical characteristics i

1 3neKTpogbl BO3BpATHbIE 37eKTPOXUpy PTUMECKME, MHOTOPA30BOTO UCMO/b30BAHNS B BApUaHTax UCMOMHEHWS, /

1 p|prtm<jiirpir;al rotiim electrodes, reuSfihle. in v a r i a t i o n S

11 3nekTpop BosspaTHbii Mega Soft L1 Universal Mega Soft Pad Top Assy;

YHUBEPCA/bHBbIN; 12 Universal Mega Soft Pad Top Assy (sample);

12. 2nekTpop Bo3spaTHbiii Mega Soft 13, Universal Dual Mega Soft Pad Top Assy;

YHUBEpPCA/bHbIA, 06paseL; 14. universal Dual
(sample).
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Mega Soft Pad Top Assy

HomuHanbHoe HanpsbkeHue, kB nuk /

<55
Rated voltage, kVp



1.3. JnekTpopa Bo3BpaTHbIN Mega Soft
YHUBEPCabHbINA € ABYMA Kabenamu;
1.4. 9nekTpos BO3BpaTHbIN Mega Soft
YHMUBEpPCaNbHbIA C [BYMS Kabensmu,
obpaszeL,.

6. TMEPEYEHb MATEPUAJIOB MW/ LIST OF MD MATERIALS

AnekTpofbl Bo3BpaTHble Mega Soft yHuBepcanbHble, 371€KTPOAbl BO3BpaTHbIE
Mega Soft yH1BepcanbHble C ABYMS Kabensimm U3rotaBinBaroTCa U3 CefyroLmnx
matepuanos: MBX (nonueuHunxnopua) (cepblii); ABC-nnactuk (cepblii); YpetaH
(cepblh); MepHbili  cnnas; Monumep Akton MeAWLMHCKOrO  Ha3HauyeHus;
TepmonnacTnuyHasa nosvypeTaHoBas nneHka; Mefb; Hukenb / megHas TagiTa;
MonunypetaH; bBepunnvesas Meap; MonuteTpadTOPITUNIEH; NnBX
(nonuemHunxnopug) (TonbkKo AN 3NeKTPOAOB BO3BTpPaTHbIX Mega Soft
YHUBEPCa/IbHbIX C AByMS Kabensamu).

7. MHCTPYKUNA HQ SKCMNNYATALUNWM / INSTRUCTIONS FOR USE

YcTaHOBKa BO3BPATHOIO 3/1eKTPOa

1. OcmoTpuTe BO3BpaTHbIV 3MEKTPOL Ha MpeaMET MOBPEXAEHWUA HapyXXHOi
060M04KKM, Kabensa (kabeneid) wnn pasbema (pasbLeMoB) (Hanpumep,
OTBEPCTWIA, Pa3pbiBOB, pPaccloeHns, MOBPEXAeHWI u3onauun). B cnyvae
NMOBPEXAEHNA U30NAUMN  3NIEKTPUYECKUX KOMMOHEHTOB WM Kabenei, a
TaKkXKe ecny HacTynua Mecsl, OKOHYaHMsi CpoKa 3KchayaTtauun, 3aMeHuTe
BO3BpaTHbI 3NeKTPOA NN Kabenb (kabenu) Ao Havana akcnayataumun. MNocne
MCNONb30BaHUA YTUAN3NPYIATE Hag/exalwmum o6pa3oM B COOTBETCTBUM C
MOMUTUKON YYpeXxxaeHns no yTuansaumym 6MomMmegnLMHCKMX 0TXOM40B.

2. Ecnu BHewHsas 060104Ka MOBPeXAEHa, YCTpaHWTe Henonagku nepea
ncrnonb3oBaHMem. CM. MHCTPYKLUIO MO PEMOHTY, NPUBELEHHYIO HIXKE.

3. TomecTuTe BO3BPATHbIA 31EKTPO Ha OMEpPaLMOHHY NMOBEPXHOCTb MO0
CTOPOHOI BBEpX. He Knagute BO3BPATHbIA 3N1EKTPOL HEMOCPEACTBEHHO Ha
MEeTaNIMYecKyo MOBEPXHOCTb. B0O3BpaTHbIA 3M1EKTPOA MOXHO PasMecTUTb
Ha NO3ULMOHUPYHOLMMK YCTPONCTBaMI MM paMami.

4. PacnonoXxuTe naymeHTa HeMOCPeACTBEHHO Ha BO3BPATHOM 3/1EKTPOAE TaKuM
obpa3om, 4TO6bI 06ecrneynTb MaKCUManbHYl NaoWwafb KOHTaKTa C
nauneHToM. He KnaguTe BO3BpaTHbIA 3M1EKTPOJ Ha MauueHTa CBepXy.
Ob6s3aTeNlbHO pasrnafbTe 31eKTPO4 U He JonyckaiTe 06pa3oBaHUS MeKMUX
WA KPYNHbIX CKNaA0K 3M1eKTpoga Noj naunueHToM.
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[wnana3oH uactoT, Ky / Frequency

300- 1000
range, kHz

Universal Mega Soft Pad Top Assy, Universal Dual Mega Soft Pad Top are
made from following materials: PVC Gray; ABS Gray; Urethane Gray; Brass
Alloy; Medical Grade Akton Polymer; Thermoplastic Polyurethane Film;
Brass; Nickel/Copper Taffeta Fabric; Polyurethane; Beryllium, PTFE, PVC
(for Universal Dual Mega Soft Pad Top Assy only).

Installing the Patient Return Electrode

1. Inspect the Patient Return Electrode for damage to the outer skin, cable(s),
or connector(s) (e.g. holes, tears, peeling, damaged insulation). Replace
the Patient Return Electrode or cable(s) before using if electrical
components or cable insulation are damaged or if the month of expiration
is reached. Properly discard after use per institution’s policy for disposal
of biomedical waste.

2. If the outer skin is damaged, repair before use. See repair instructions
below.

3. Place the Patient Return Electrode on the operating surface, either side up.
Do not place the Patient Return Electrode directly onto a metal surface.
The Patient Return Electrode may be placed over positioning devices and
frames.

4. Position the patient directly on the Patient Return Electrode to maximize
patient contact area. The Patient Return Electrode should not be used on
top of the patient. Make sure the electrode remains smooth and prevent
wrinkles or folding of electrode under patient.

5. If the Patient Return Electrode requires repositioning under the patient,
please use care to not cause undue stress or stretching which may result in
splitting or damage of the electrode.




5,

10.

Ecnv noTpebyeTcs W3MEHUTb MOJIOXEHWEe BO3BPATHOIO 3/1eKTpoga MNof
nayMeHToOM, MoXanyicTa, cobnwofgarite OCTOPOXKHOCTbL BO  M3bexaHue
4UpPEe3MEPHOr0o HarpsXKeHWUS WU PacTsHKEHUS, KOTOPOe MOXET MpuBeCTU K
paccnavBaHuio UK MOBPEXAEHNIO 3/IEKTPOAA.

He nomelwaiite mMexay nauveHTOM W BO3BPaTHbIM 3/1EKTPOLOM C/IMLLKOM
MHOr0 MpOCTbIHEW WM APYrux MmartepuanosB. Hanuume upesmepHOro
KONMYecTBa maTtepuana Mexay naluMeHToOM U 3/1eKTPOLOM MOXET NPUBECTU K
CHWKEHUIO  3N1eKTPOXUPYPruyeckoro addexkra. Ha 31ekTpos MOXHO
MOMOXWUTb NPOCTbIHb UN NOACTWU/IKY, O4HAKO 3TO CHUXAeT XapaKTepucTUKn
CHATUA HanpsXxeHus casura. Mpu Mcnonb3oBaHUM NPOCTLIHN ee He0O6X0ANUMO
CBOGOAHO MONOXWTL Ha 3neKTpod. OHa He fo/MKHA ObITb HaKpaxmManeHHOW v
He [O/MKHa UMEeTb 3arnboB UM CKNafokK.

[ns ycTaHOBKM BO3BPATHOr0 3/1IEKTPOA BCTaBbTe Kabe/b COeAUHUTENbHbIA
(Homepa no katanory: M2K01, M2K02, M2K03, M2K04, M2K05, M2KO06,
M2K08 wnn M2K09), COOTBETCTBYHOLIMIA MCMOMAb3YEMOMY FeHepaTopy.
MpocneguTe 3a Tem, YTOObI Kabenb He pacnosiaraicd Hag nayuMeHToOM W Tam,
rfe OH MOXET MOBPeAUTLCS.

Bo3BpaTHbIi 31eKTPO4 MOXHO WCNO/b30BaTb C [BYMSA HEe3aBUCUMbIMM
reHepaTopamu. Eciim ¢ BO3BpaTHLIM 3/IEKTPOAOM UCMOSb3YeTCA TO/IbKO OfMH
reHepaTop, 3aKpoliTe HeWUCnosib3yemblii pa3beM KOAMa4ykom (Kosinavkamu),
MMEILLMMCA Ha KaXoM kabesnie, 1 nepej HavyasoM 31eKTPOXMPYPruyeckonm
onepauun 3akpenute Kabenb Tak, 4To6bl OH He Mewas. Ecnm Konnayok
(konmaykun) MOBpPeXAeH WM YTepsH, 0bpatutecb B CNYXXOY MNOAAEPXKKU
Megadyne 3a 3aMeHOW.

Ecnn reHepaTop no3BonsieT Bbl6paTb Of4HY MIACTUHY WAW ABe NIACTUHBI,
BbIGEPUTE OMNLMIO C OAHON NAACTUHON. B cnyyae NnpaBuIbHOIO NOAKNKOUEHNS
Kabens MHAMKATOP Ha reHepaTope CMEHWUT LBET C KPacHOro Ha 3e/fieHblil um
noracHeT, B 3aBUCUMOCTW OT MoOfLenu reHepatopa. Ecnu coctosHue
nHaukatopa He wusmeHutcd, MPOOOJ/DKATb HEMB3A. Ceaxutech ¢
npescTaBuUTENIEM OTAeNa 06CNYXMBaHNA KIMEHTOB KoMnaHuy Megadyne.
YTob6bl NOAKNIOUNTL BO3BPATHbIV 31eKTPOS K CreunansHOMy reHepaTopy Ans
KOHTPONS KayecTBa KOHTaKTa (contact quality monitoring, CQM), BCTaBbTe
KOHeL, CUHEro kKabensi ¢ pasbemom (Homepa no Katanory: M2KO08 wnu
M2K09) B rHe3go reHepaTtopa, npeAHasHayeHHOe [A/19 BO3BPATHOMO
anektpoga. NHankatop CQM pomKeH cTaTb 3eneHbIM, YKa3blBas Ha TO, UTO
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10.

Do not place excessive amounts of linens or other materials betweerTthe
patient and the Patient Return Electrode. The use of excessive material
between the patient and the electrode assembly may result in a diminished
electrosurgical effect. A sheet and draw sheet may be placed over the
Patient Return Electrode; however, this reduces the shear relieving
characteristics. If a sheet is used, it should fit loosely over the electrode
and be unstarched and free of wrinkles or folds.

To install the Patient Return Electrode, insert the correct cable connector
(reference numbers: M2K01, M2K02, M2K03, M2K04, M2K05, M2KO06,
M2K08 or M2KO09) for the generator being used. Ensure cable is not
located under patient or where it could be damaged.

The Patient Return Electrode may be used with two separate generators.
When using only one generator with the Patient Return Electrode, use the
pre-attached cap(s) supplied with each cable to cover the exposed
connector and secure the cord out of the way before starting
electrosurgery. If the cap(s) is damaged or lost, call Megadyne customer
service for a replacement.

If the generator allows for a single or dual plate selection, select the single
plate option. If the cable is installed correctly, the generator light will
change from red to either no light or a green light depending on the model
of generator. If the light does not change, DO NOT PROCEED. Contact
your Megadyne customer service representative.

To install the Patient Return Electrode in a contact quality monitoring
(CQM) dedicated generator, insert the blue cable connector (reference
numbers: M2K08 or M2K09) end into the patient return electrode
receptacle on the generator. The CQM light should go green, indicating
that the electrode has been recognized by the generator and allowing for
the use of electrosurgery. If the CQM light of the generator does not
illuminate after connecting the electrode to the generator, DO NOT
PROCEED. Contact your Megadyne customer service representative.
Note: The Patient Return Electrode utilizes current limiting technology
which has been determined to be safer than the contact quality monitoring
system regarding pad site burns.



3N1EKTPOJ, pacno3HaH reHepaTopoM W BbIMOMHEHWE 3MIEKTPOXUPYPTrUYECKOW
npouegypbl paspeweHo. Ecan nugmkatop CQM reHepatopa He BK/IKOUUTCH
nocne mnoOAKNOYEeHNA 3nekTpoga K reHepatopy, 10 T[MPOLOJ/TKATbH
HENb34A. CesxuTech C nNpeacTaBuTeNnem 0TAena 06CNy>XUBaHUS KNNEHTOB
KoMmnaHun Megadyne. [MpumeyaHne. B KOHCTPYKUWMM  BO3BPATHOrO
3NeKTpoja NpPUMeHsieTCs TeXHONOrna orpaHuyeHns Toka. Kak nokasana
NnpakTKa, OHa 6e30nacHee CUCTeMbl MOHWTOPMHIa KayecTBa KOHTaKTa C
Tnyuicu -MPEHU PUCKA 0XKOra B MeCTe Ha/IOXKEHUS 3M1eKTpoJa.

OTcoefnHeHMe BO3BPATHOIO 3/1eKTPOAa 'Iio qusasstehmble thethitletrr:t Rgtll:J;n Ele_(t;_trode «STANDBY” positi
1 nMMepeBeanTe BbIKtOYaTENb FeHepaTopa B nonoxeHwe «OFF» (BbikN) wim - urn the generator to the posttion, or 1DB YT position.
2. Disconnect the cable from the generator by unplugging it. Store the cables
«STANDBY» (pexum oxugaHus). h ti ¢ t a trioping hazard or d 0 the cabl
2. OTKnounTe Kabenb OT reHepaTopa, OTCOeAMHMB pasbeM. UTO6bI UCKIKUNTD 3 \_/rvhen Ino mduseho Fdrek;/en a ;‘pP';g azar: or damage to the (g’: €s..
yrposy cnotbikaHusa 06 kabenb WAM NOBpeXAeHWs kabenei, nocnegHue ~ €€ ectrof €s r?u € stct)]re e'tt)_ eron the opergtmg room table or in an
ClIeyeT Y6UPaTh, KOF/Ja OHI He CTIONb3YHOTCH. area away from heavy or sharp objects when not in use.

3. Ecnm INIEKTPO HE WCMNOJIb3YyeTCA, TO €ero Creayetr XpaHWTb Ha CTO/E B
OI'IEpBTlI/IOHHOVI UK B MeCTe, rae HeT TAXKE/bIX WK OCTPbIX NPEAMETOB.

Foporpes n oxnax/exve Hea"lt'lf?eg aaﬂ?erﬁor%gngbe laced on a pre-warmed Patient Return Electrode in
1 MaymreHTa MOXHO Pa3MecTUTb Ha NpeaBapuTe/bHO NOAOrPETOM BO3BpaTHOM P + may be p’ P .
SNEKTPOe, UTOGbl CBECTM K MUHAMYMY MOTEpIO Temia Tena maleHTa order to minimize patient heat loss. The Patient Return Electrode may be
YTo6bl MOJOrPeTb BO3BPATHbLIA 3NEKTPOA, MOXHO MONOXWTL €ro noj pre?warmed by placing I under Or over a patlent warming device. _The
YCTPOIACTBO 0GOrpeBa MaLMeHTa AW Ha Hero. Bo3BpaTHbIi anektpos HE Patlen_t Returh Electrode is NOT intended to be used in place of a patient
npefHasHauyeH [ WMCMOMb30BaHWA B KayecTBe YCTPOiCTBa 060rpesa warming device. ) . o .
I 2. Follow patient warming device manufacturer’s instructions for use to
2. YTO6bl He JOMYCTUTb FUMEPTEPMUM MAM TEPMUUECKOi TPaBMbl MaLMeHTa, prevent patient hyperthermia or thermal insult.

cneflyiiTe npefoCTaBNEHHON 3aBOAOM-W3rOTOBUTENEM WHCTPYKUMUM MO
viTnoM PTRa 0OOTMEBA MaLMEHTA.

s. 3HAUYEHVA cnmBonoB, ykn3AHHbIX HA YINAKOBKE ; INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

d. "MHAUPHHA cumeonos. VKa3aHHbix Ha ynakoeke / lable 4 - Interpretation of symbols used on lhe pcu.kdgc— ~ »

Cumson / Symbol * 3HaueHue cu!liBona

MpounsBoanTeNb Manufacturer

) ) . o o
YNONHOMOYeHHbIN NpeacTasuTens B EBponeiickom coobuectee* Authorized Representative in the European Community
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Homep no kaTanory

<of napTun
VMcnonb3oBaTb Ao

Serial Number

MakcumanbHO JOoNYyCTUMOE HanpskeHune (0Cobble YCoBMS)

XpaHuUTb B CyXOM MecTe
XpaHuTb BAaNN OT UCTOYHWUKOB Tenna

BnaXKHOCTb Npu yCNOBUAX XpaHeHUs
TemnepaTypa Npu YCNoBMAX XPaHeHUs

EAVHUL, B yNaKoBKe

CooTBeTcTBME MNpoAyKTa TpeboBaHWAM MO 6e30MacHOCTN [Afis
noTpebutenen, Me[MKO-CaHUTapHbIM TpeboBaHVAM n
TpeboBaHMAM N0 6e30MacHOCTU AN  OKpyXXalollel  cpefbl
EBponelickoro Coto3a.*

BHumaHune! ®epepanbHbiM  3akoHom CLLUA  npopgaxa 3Ttoro
yCTpOiACTBa paspeLueHa TOJIbKO NIMLEH3MPOBAHHOMY
MPakTUKyoLemMy MeapaboTHUKY WK MO ero 3akas™

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

Catalog Number

ot Number
Use By Date

CepuiiHblii HoMep

Voltage Rating (Specific Conditions)

Keep dry

Keep away from heat

Humidity under storage conditions
Temperature under storage conditions
Packaging Unit

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

Caution: Federal (USA) law restricts this device to sale by or on the
order of a Licensed Healthcare Practitioner.*



8.2. CpOoK rofiHOCTW, CPOK CNyX0bl
CpoK rofHOCT/ 3/1EKTPOA0B BO3BPATHLIX 3/1EKTPOXMPYPrnyecknx —24 mecaua.

CM. VHCTPYKLMIO MO MPUMEHEHUIO

YKa3blBaeT Ha TO, YTO 3/IEKTPUYECKOE W 3/MIEKTPOHHOE U3fenve
(33W) copep>XMT TOKCUYHbIE 1 ONacHble BeLLecTBa WU 3N1eMeHTbI
B KOHLEHTpauusx, NpeBbllaoWwmMx MaKCUMasibHble 3HayeHus.
Ha3BaHua 1 cofep)aHue TOKCMYHbIX W ONacHbIX BELLECTB WU
3/1EMEHTOB yKa3aHbl B PYKOBOACTBE M0 3KCMN/yaTaumm U3Lenms Ha
KUTaCcKoM n3blke. Umcno «10» B 0003HaYeHUM OTHOCMTCA K
CPOKy 6€30MacHOro fns OKpyXarollel cpefbl UCNOb30BaHUS;
nocfie UCTeYeHns cpoka 6e30nacHOro Asis OKpY>XKaroulel cpefbl
NCMOMb30BaHMSA OHW [O/KHbI OblTb MOMELWEHbl B CUCTEMY
yTunmnzaumm (0603HaveHne, npuHAToe B Kutaickoin HapopgHoi
Pecny6nvke Ans OrpaHUYeHUs COAEepPXXaHWA OMnacHbIX BeLLecTB
(ROHS) B aneKTpUYECKUX N 3NEKTPOHHbIX U3LeNnax).*
YKa3blBaeT Ha TO, YTO 3/1eKTPUYECKOE W 3/IEKTPOHHOE u3fenve
(33W) copep>KMT TOKCUYHbIE 1 ONacHbIE BELLEeCTBa UMW 3/1EMEHTbI
B KOHLEHTpaumsx, NpeBbllatoWMX MaKCUMa/bHble 3HAYeHWS.
Ha3saHua W cofepxaHne TOKCUYHbIX U OMAacHbIX BELEeCTB WK
3/IEMEHTOB YKa3aHbl B PYKOBO/CTBE M0 3KCrayaTauuy nusgLenus Ha
KMTackom Aasblke. Umcno «10» B 0003HAYeHUU OTHOCUTCA K
CpOKy 6e30MacHOro fns OKpyXawlLleli cpefbl UCNO/b30BaHUS;
nocne WUCTeYeHMs cpoka 6e30MacHOro Ans OKpyXXatolleid cpefbl
MCNONb30BAHUA OHW [O/KHbI OblTb MOMELLEHbI B CUCTEMY
yTunusaumm (0603HaveHune, npuHaToe B Kutaiickoil HapopgHoii
Pecny6nvuke A/s orpaHuWyeHUs COAEPXKaHWA ONacHbIX BeLLeCTB
(ROHS) B 3aneKTpUYECKNX U 3NEKTPOHHbIX U3Lenusax).*

ynakoBka W MapKupoBKa MBAMLMHCKO30 M3LeNns MO>XKeT He

COAep>KaTb  OTMEYEHHble  CUMBObI. Taioke  MoryT
COAEP>KaTbCs CUMBO/bI, He perynmpyemble HalLMoOHaNbHbIMU
cTaHgapTamu.
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Consult Instructions For Use

Indicates that the Electrical and Electronic Product (EEP) contains
toxic and hazardous substances or elements over the defined maximum
concentration values. The names and content of the toxic and
hazardous substances or elements shall be provided in the Chinese
product instruction manual. The number “10” in the symbol refers to
the enviroment-friendly use period; after their environment-friendly
use period expires, they shall be put into the recycling system (People’s
Republic of China symbol for Restriction of Hazardous Substances
(RoHS) in electrical and electronic products).*

Indicates that the Electrical and Electronic Product (EEP) contains
toxic and hazardous substances or elements over the defined maximum
concentration values. The names and content of the toxic and
hazardous substances or elements shall be provided in the Chinese
product instruction manual. The number “10” in the symbol refers to
the enviroment-friendly use period; after their environment-friendly
use period expires, they shall be put into the recycling system (People’s
Republic of China symbol for Restriction of Hazardous Substances
(RoHS) in electrical and electronic products).*

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

7.1. Shelf life, use by date
Shelf life of the Reusable Electrosurgical Return Electrodes - 24 months.



8.3. ®opma nocTaBku

Kaxpgas ynakoBka MeAMLMHCKOrO W3Aenns COAEPXWUT 31eKTPoA BO3BPaTHbIN
3NEKTPOXMPYPrMYECKMil, MHOrOpPa3oBOro MCNONb30BaHWA C OAHWUM WK ABYMS
NpeAyCTaHOBMIEHHbIMW  COEAUHUTENbHBLIMK  Kabensmm (B 3aBUCUMMOCTU  OT
BapvaHTa UCMOHEHMS), a TaK)Ke MHCTPYKLMIO MO 3KChayaTauum MeanuMHCKOro
N30eNna 1 rapaHTUiHbIA BKNAAbILL.
anHa,CI,I'IE)KHOCTVI noctTaBnArTCA B MHANBUAYanbHbIX ynaKoBKax npwu
9. NMEPEYEHb MATEPWATOB XXMBOTHOIO

UE/TOBEYECKOI'O NMPONCXOXAEHNA

Herlpl/lMeHI/IMO. ,El,aHHoe MegununHCcKoe wusgenne He CcogepXXut mMartepunadibl

XXUBOTHOTO “ (I/II'II/I) 4e/10Be4eCKOro npouncxoxxgeHus.

10. MH®OPMALINA O MPOBEAEHHbBIX
MPOTOKOJIAX WCMbITAHUN,
OAHHbBIX

MeanuMHCKoe n3fLenve BbiLepXKanu UCMbITaHWs No BepUdrKaLmMm 1 Banngalmm

N YOOBNETBOPAIOT TpeboBaHUAM cregyowmx ctaHgapTtos; 1SO 10993-1, ISO

10993-5, ISO 10993-10, ISO 10993-12, EN 60601-1, EN 60601-2-2, ISO 14971,

ISO 13485, EN 62366. EN 1041, ISO 15223-1, MEDDEV 2.7.1, ISO/TR 149609.

11. TPEBOBAHWNA BE3OMACHOCTU N 3PDPEKTUBHOCT M

11.2. MpeaynpeXxaeHus u mepbl NPeaoCTOPOXHOCTY

MpepynpexpeHns

B BO3BpaTHOM 3M1€KTPOLEe MNPUMeHeHa TEXHONOruUs OrpaHUYeHus TOKa,
KOTOpasi aBTOMaTUYeCK/ OrpaHU4YMBaeT TOK B LIENN B ClyYae YMeHbLUEHUA
NIoWaAn KOHTaKTa MeXAy 3/1eKTPOLOM W NauMeHTOM [0 YPOBHS HUXe
YCTaHOBNEHHOI0 3HaYeHus. Io3aToMy curHan Tpesoru reHepartopa CQM He
OyfeT 3BydYaTb MpW OTCYTCTBUW KOHTaKTa MauMeHTa C 3/1IEKTPOAOM.
BcTpoeHHas B 3N1eKTPOA TEXHOMOMMS OrpaHNYeHnsa TOKa npefHasHaveHa ans
TOro, u4TOObI WK30eXaTb OXOroB B MeCTax Hak/fajoK 3a Ccuer
aBTOMaTMYeCKOro OrpaHuyeHWs TOKa B LENU B C/y4vae COKpalieHus
NAoWaAM KOHTaKTa naumeHTa W 3/1eKTPoja HWXKE YCTaHOBNEHHOro
3HayeHus, B pesynbraTe yero 3HaYUTENIbHO CHWKaeTcs
3NEKTPOXUPYPrNYeCcKnin sthekT.

e [1na AOCTMXEHMUS Heob6XoAMMOro adipekTa MCNOMb3yinTe Kak MOXHO 6Gonee
HW3KNE HACTPOWKM MOLHOCTH.

n )

NCTbITAHNAX,
AHAJIM3E TMOJIYYEHHbIX

n
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7.2. How supplied .

Each package of a medical device contains a reusable electrosurgical return
electrode with one or two pre-installed connectors (depending on the variation
of medical device), instruction for using the medical device and insert warranty.

Accessories are supplied in individual packs as required.

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

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

The medical device has passed the verification and validation tests and meet the

requirements of the following standards: ISO 10993-1, ISO 10993-5, 1SO

10993-10, ISO 10993-12, EN 60601-1, EN 60601-2-2, ISO 14971, 1ISO 13485,

EN 62366, EN 1041, 1ISO 15223-1, MEDDEYV 2.7.1, ISO/TR 149609.

10. MD SAFETY AND EFFECTIVENESS REQUIREMENTS
10.1. Warnings and precautions
Warnings
e The Return Electrode utilizes current limiting technology that
automatically limits the circuit current in the event the area of contact
between the electrode and the patient drops below predetermined levels.
Therefore, a CQM generator alarm will not sound if the patient is not in
contact with the electrode. The current limiting technology built into the
electrode is designed to prevent pad site burns by automatically limiting
the circuit current in the event the area of contact between the patient and
the electrode drops below predetermined levels, resulting in a noticeable
reduction in the electrosurgical effect.
» Use the lowest possible power settings to achieve the desired effect.
e Use only with isolated generators.
* The Return Electrode may be used with patients weighing from 0.35 kg
(0.8 Ibs). There is no maximum weight restriction.




cnonb3yinTe TONbKO M30MPOBaHHbIE FeHEPaTopb.

Bo3BpaTHbI 31EKTPOL MOXHO MCMNONb30BaTh A4/ NaLMEHTOB C Maccoit Tena
ot 0,35 kr (0,8 ¢yHTa). MakcmmanbHas Macca Tefa nauueHTa He
orpaHu4eHa.

He knaguTe BO3BPATHbIA 3M1EKTPOL HEMOCPELCTBEHHO Ha METa/IINYeCKYHo
MOBEPXHOCTb.

He wcnonb3yiiTe BO3BpaTHbIV 3MEKTPOL CO CheuuasbHbIMU  PeXuMamu
reHepaTopoB, Hanpumep, pexxumamu peskun HIGH CUT
(BblcOKO3thekTMBHBIN) nnn ENDO CUT (dhpakuMOHMPOBaHHbIA) npw
NCNOMb30BaHUN ANEKTPOXMPYPruyeckux reHepatopos ERBE ICC 200, 300,
350 u  VIO. 3210 MOXEeT TMpuBECTM K  Hexefate/ibHOMY
3NIEKTPOXMPYPrMyYecKoMY 3((exTy.

Korga reHepatop paboTaeT, [AepXuTe HEUCNosb3yeMoe aKTUBHOE
BCMoMoOraTe/ibHOe 060pyfoBaHuWe nojasblie OT MauveHTa U BO3BPATHOro
3M1EKTPOAA WU/IN XPaHUTe ero B 3/1eKTPUYECKN U30/IMPOBaHHOM KOHTelHepe.
He ucnonb3yliTe BO3BpaTHblE 3/1EKTPOLbI C pa3pe3aMu U paspbiBaMu, npu
KOTOPbIX OTKPbLIBAETCA MOIMMEP, A0 BbINOMHEHNUSA HAA/IEXALLEro peMoHTa.
Pnck BO3ropaHvus OrHeonacHbIX rasoB W ApYTMX MaTepuasioB XapakTepeH
AN191 3NEKTPOXUPYPrUYECKMX NPOLeLYP Y He MOXET ObITb MCKIHOYEH 3a CYeT
KOHCTPYKLMK yCTpOWACTBa. Heobxogumo cobnofatb Mepbl
NMPefoCTOPOXHOCTN,  M36eras  KOHTaKTa  JIerKOBOCM/IaMEHSAOLLMXCA
mMaTepuasioB W BeWeCcTB C 3/IEKTPOXMPYPIrUUYECKUMWN  3NIEKTPOSAMMA,
He3aBWCMMO OT TOro, NPUCYTCTBYIOT OHM B (hOpMe aHecTeTuka wumm
npenapaTta AN NOLrOTOBKW KOXMW, 006pa3oBa/iCb B XOAe EeCTeCTBEeHHbIX
MPOLECCOB B TMOJIOCTAX OpraHnu3Ma WM WX WUCTOYHWMKOM AB/IAETCA
onepaunoHHas MNPOCTbIHA, TpaxeanbHasa TpybKa wWav Apyrve martepuasnbl.
YT06bI M36€XKaTb pUCKa BO3ropaHUs B Tpaxee, 3amnpeLLaeTca 1Crosib30BaTh
3N1eKTPOXMPYPrMYECKY0 MNpoueaypy [LNS BXOXAEHWUS B Tpaxew npu
BbINOMHEHWMN TPaxXeoCTOMUMN.

[Ons npoBefeHUs XUpypruyeckux npouesyp, npv BbIMOSHEHUU KOTOPbIX
BbICOKOYACTOTHbIA 3MEKTPUYECKUI TOK MOXET MNPOXOAUTb Yepe3 4acTu
Tena, WMeluWmMe OTHOCUTENIbHO HebOo/bWy MaowWajs MNornepevyHoro
ceyeHMs (Hanpumep, B cfiydyae o06pes3aHus), MOXHO pPeKOMeHAoBaTb
MCNONb30BaHMe  [BYXMNOJIHOCHOM MeTOLMNKM, 4TOoObI n3bexarb
HeXenaTesIbHOro MoBPeXAeHNS TKaHeN.
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Do not place the Return Electrode directly onto a metal surface.

Do not use the Return Electrode with specialty modes on generators. For
example, HIGH CUT or ENDO CUT modes when using the ERBE ICC
200, 300, 350, or VIO series of electrosurgical generator(s). Doing so may
result in a different electrosurgical effect than intended.

When the generator is operational, keep active accessories away from the
patient and the Return Electrode, when not in use, or store in an electrically
isolated container.

Do not use the Return Electrode with any cuts or tears that expose the
Polymer until properly repaired.

The risk of igniting flammable gases or other materials is inherent in
electrosurgery and cannot be eliminated by device design. Precautions
must be taken to avoid contact of flammable materials and substances with
electrosurgical electrodes, whether they are in the form of an anesthetic or
skin preparation agent, are produced by natural processes within body
cavities, or originate in surgical drapes, tracheal tubes, or other materials.
To avoid the risk of tracheal fires, never use electrosurgery to enter the
trachea during tracheostomy procedures.

For surgical procedures where the high frequency 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.

Failure to cap the extra cord of the Dual Cord Patient



OTCyTCTBME KOMMayka Ha JONONHMTE/IbHOM LLUHYpe BO3BPATHOrO 3/1eKTpo/a
Dual Cord Bo Bpems ero 1UCMno/b30BaHUs MOXET C034aTb Yrpo3y MopaxeHus
3NEKTPNUYECKAM TOKOM.

Mepbl NPeaoCTOPOXKHOCTH

CBefieHN 0 HaAnexallem WCNONb30BaHUWM  3NEKTPOXUPYPTUYECKOro
060pyoBaHNA NpUBeAEHbI B PYKOBOACTBE MO 3KCMNyaTauumn reHepatopa.
Kak n B cnyyae [pyrux MeLWLUHCKMX YCTPOWCTB, CnefyeT wusberatb
CKOMJIEHNSA XMMMWUYECKUX BELLEeCTB WM HKUAKOCTEW, KOTOopble MOryT
CNOCco6CTBOBATL HApPYLUEHMIO KOXHOIO MOKPOBa NauueHTa Uav NpuBOAUTH
K 06pa3oBaHMI0 NPONEXHEBbIX A3B.

He ponyckaiite, 4To6bl MauMeHT pacrofiaraica HenocpeAcTBEHHO Ha
XKECTKOM Yray uam Kabene BO3BPaTHOrO 3/1eKTpPoAa, 4TOObl U36exaTb
CO3[aHuns BO3MOXHbIX TOYEK AaBNeHNs.

[na 3awnTbl nNaymeHTa OT 00pa30oBaHUS MPONEXHEBbLIX $3B CreAynTe
Hag/nexawmm MeToAaMKam K npouesypam yxofa. SneKTpofbl BO3BPaTHbIe
Mega Soft yHuBepcanbHble 1 Mega Soft yHuBepcanbHble ¢ AByMS Kabensmm
He 061aal0T TaKOW >Ke CMOCOBHOCTLIO K CHVDKEHMIO AaBfieHUs, Kak gpyrue
BO3BpaTHble 3N1eKTPOoAbl C 60MbLUEN TONLUHON.

CTepunn3oBaTb BO3BpaTHbIE 3M1IEKTPOAbI He creayeT.

W36erainTe KOHTaKTa C OCTPbIMU NpeaMeTaMmn Y KPOMKaMU.

Hu B KOeM cfiyyae He MCMOMb3ynTe ANS YMCTKM BO3BPATHOrO 3/1EKTPOAA
Ne3nHpMLMpPYOLLne CpeacTBa, coaepalime 6onee 70% cnupTa. 3T0 MOXET
NMPUBOAUTL K 3aTBEPAEHNI0 BHELLUHEN 060/104KN.

K akcnayaTtaumy 3TOro yCTpoWcTBa LO/HKHbI [OMYCKATbCA TO/MIbKO Bpayun,
3HaKOMble C 3/IEKTPOXMPYPTrUYECKUM [OeACTBUMEM Ha OMEPUPYeEMbIX
nayMeHTOoB.

Vcnonb3oBaHve ¥ Hag/exallee pacrnosioXeHve BO3BPaTHOrO 3N1eKTpoja
ABNAIOTCA OonpedenstowmMm ¢akTopom 6e3onacHoro un 3hMHeKTUBHOMO
NPUMEHEHNS  OAHOMONKOCHOW  3NMEKTPOXUPYPrUYECKON  METOAMKM, B
4aCTHOCTM B N/aHe MpefOTBpalleHnss 0Xoros. CreayiTe yKasaHUAM W
PEKOMEHO0BaHHbIM METOAMKAaM MOArOTOBKW, pasMelleHus, KOHTPONs W
MCMoNb30BaHNS BO3BPATHOIO 3/1EKTPOLA.

13

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

Precautions

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

As with other medical devices, avoid pooling of chemicals or fluids that
may contribute to patient skin breakdown or pressure ulcer formation.
Avoid placing the patient directly on the rigid comer or cable of the Return
Electrode to avoid possible pressure points. Universal Mega Soft Pads and
Universal Dual Mega Soft Pads does not have the same level of pressure
reduction capabilities of other thicker Return Electrodes.

Follow proper nursing practices and procedures to protect the patient from
pressure ulcers.

Do not sterilize the Return Electrode.

Avoid sharp objects and edges at all times.

Never use disinfectant containing more than 70% alcohol to clean the
Return Electrode. It may cause hardening of the outer skin.

Only physicians familiar with electrosurgical effects on surgical patients
should operate this device.

The use and proper placement of a return electrode is a key element in the
safe and effective use of monopolar electrosurgery, particularly in the
prevention of burns. Follow directions and recommended practices for the
preparation, placement, surveillance, and use of this return electrode.

To reduce the chance of alternate site burns due to alternate current
pathways, the patient, when practical should not be allowed to come into
contact with metal parts that are grounded. It is recognized that this
recommendation may not be practical during certain procedures; however,
to maximize patient safety during the use of electrosurgical devices, such
practices should be minimized.



a
o JInst CHHXKEHHA PUCKA 0XKOTOB APYTHX YHaCTKOB TeNa u3-3a aJIbTEPHAaTHUBHLIX |  © Electrosurgical cables should be positioned to minimize contact with the
nyTeit NPOXOXAEHHA TOKa, CiiefyeT no BO3MOXHOCTH M30eraTh KOHTaKTa patient and avoid contact with other leads to avoid adversely influencing
[aLMEHTA C 3a3€MJIEHHBIMH METAIHYECKUMH TIPEAMETAMH. Pasymeerc, the operation of other electronic equipment.
9Ta PEKOMEHJALUHSA MOXET GLITH MPAKTHYECKM HEOCYUIECTBUMOH TMpH | e Apparent low power output or failure of the electrosurgical equipment to
BLINOJIHEHHUH  HEKOTOpbIX ~ Mpoueayp; OAHako  And obecneyeHus function correctly at normal settings may indicate faulty application of the
MaKCUManbHOM  ©€30MacHOCTH  nauMeHta  NpH MCMOJb30BaHHH return electrode or failure of an electrical lead. Do not increase power
3NEKTPOXMPYPrUYECKUX YCTPOHCTB, MPHMCHEHHE noA0OHBIX METOAMK output before checking for obvious defects or misapplication. For
JI0MKHO OBITH CBEAEHO K MUHHMYMY. monopolar surgery, effective contact between the patient and the return
e DNeKTPOXHPYPrHYECKHE Kabeau MOMKHbI pacnonararbcs TaK, 4TO6bI electrode must be verified whenever the patient is repositioned.
KOHTAKT C NALMEHTOM Obll MUHHMANIbHBIM, 3 COMPHKOCHOBEHHUE C apyrumu | e Use of electrosurgical devices can cause severe electromagnetic
npoBoJaMu ObiJI0 HCKIIIOYEHO BO u36e)xaHHE HEraTHBHOIO BAMAHMA Ha interference in other devices, for patients with cardiac pacemakers,
paboTy 3NEKTPOHHOIO o6opya0BaHHUA. electrically conductive or other active implants, a possible hazard exists
e Habmonaemas HM3Kas BbIXOJHAA MOLIHOCTb WIW HCHCTpasHad pabota due to the concentration or re-direction of HF currents. The pacemaker or
3N1EKTPOXUPYPru4ecKoro obopyn0BaHus npu 0ObIYHbIX HACTPOHKAX MOTYT other active implant may be damaged due to the interference of HF
yKa3blBaTh Ha HEMPAaBHJILHOE PACTIONONKEHHE BO3BPATHOTO 3JIEKTPOJA HIIH currents. In case of doubt, approved qualified advice should be optained
NOBpEXAEHHE DNEKTPHUYECKOTO MPOBOAA. He ysenuuuBaiTe BBHIXOAHYIO from the device manufacturer.
MOLLHOCTb, HE YOenuBLIMCH B OTCYTCTBHH oyeBuaHbIx aepexkroB W [ e  As with any return electrode, skin-to-skin contact (for example between
MpaBUIBHOCTH PacrONOKEHH:  INEKTPOAA. B ciydyae OAHOIMOJOCHOH the arms and body of the patient) should be avoided, for example by
Xupypruu SOQPEKTHBHBIH KOHTAKT MEXIY NaLMEHTOM M BO3BPaTHLIM insertion of dry gauze.
371eKTPOAOM Heo6X0AMMO NpOBEPATH MPH KaX/I0M H3MeHeHuU nonoxeHus | o  When high frequency surgical equipment and physiological monitoring
MauHeHTa. equipment are used simultaneously on the same patient, any monitoring
e DJIeKTPOXHpYpruveckue YCTpOIACTBa MOTYT CO3/1aBaTh MOMEXH JUI3 apyroro electrodes should be placed as far as possible from the surgical electrodes.
o6opyaoBaHH. Hna nalMeHTOB c KapAHOCTHMYJIATOPaMH, Needle monitoring electrodes are not recommended. In all cases,
3NeKTPONPOBOAAIMMH H IPYTHMH aKTHBHBIMH MMIJIAaHTaTaMH CYyLIECTBYET monitoring systems incorporating high frequency current limiting devices
NoTeHUMaJibHass  OMAacHOCTb,  CBA3aHHas € KOHLIEHTpaLMe WM are recommended.
[epeHanpasIcHUEM BbICOKOYACTOTHLIX TOKOB. BBICOKOYACTOTHBIE TOKH
IOMeX MOryT TOBPEAMTb KapAHOCTUMYJATOP HWIH ApYroM aKTHBHBIHA
uMmiaHTaT. B ciayyae comHeHHit obpaturech 3a KBaAu$HLMPOBAHHBLIMH
PEKOMEHIALMAMH K NPOH3BOLHTEO 060pyI0BaHHA.
e Kak u B ciydyac mobbiX BO3BPaTHBIX SMEKTPOAOB, CICAYET u3beratb
KOHTAKTa pa3/IMiHbIX YYaCTKOB KOXH MalHUCHTA (sanpumep, pyK H Tena
[alMeHTa), HATIPUMEP, MPOJIOXNKHB MEXLY HUMH CyXYIO Mapilio.
o [lpy OIZHOBPEMEHHOM  HCMOMNb3OBAHWH  ANA OHOrO  MNauMEHTa
BLICOKOUACTOTHOTO XMPYPru4ecKoro oGOpyNOBaHUS U CPELCTB KOHTPOIA
duaMoNOruyeckuX _Mokasarese, BCe WCMONL3yeMbIC ANs  KOHTpoas
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3NEKTPOAbI cneayer pacnoJjiaratb KaK MOXCHO Aajblie OT XHPYPrHYE€CKHX.
Hcnoab3oBaHue Hroab4yaTbiX KOHTPONbHBIX 3JIEKTPOAOB HE pexomeu,uye'rca.
B nobom ciaydac pCKOMCHleeTCﬂ KUCNOJIb30BATh CHUCTEMBI KOHTpPOJIS €O
BCTPOCHHbLIMH )’CTpOFICTBaMM OrpaHHYCHHA BBICOKOYACTOTHBIX TOKOB.

12. AHOOPMALUS O JIEKAPCTBEHHBIX MPENNAPATAX H (UJIN)
OAPMALEBTHYECKHUX CYBCTAHIIUSAX B COCTABE MH

JTOT pazfen He MPHMEHMM K JIaHHbIM U3IENHAM, Tak Kak M3JIENIUA He coaepXkar

JleKapCTBEHHBIX BEWIECTB W HE NCMONL3YIOTCA B COMETAHUM C NIEKapCTBEHHBIMH

BELLECTBAMH.

11. 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.

(OR)

13. MTHCTPYKLUS 1O OYMCTKE H YXOAY

1) Ilpou3BoAMTbL HUCTKY H (unu) ne3vHeEKUMIo BO3BPAaTHOrO J/IEKTPOAa,
KOMMNEKTa JMEMEHTOB 3ALMTHOrO 4exsa W Kabens cCnefyer OIHMM M3
CNEAYIOIHX  pacTBOPOB: cnabbpiM  pacTBOpOM  XJIODKH (10:1);
raloTapanbaeruaoM; o-peHni-geHonoM; o-6eH3un-n-xnoppeHonoM; n-
tpet-amungeronom. TiatenbHo npoMoiiTe BO3BPATHBIH JNIEKTPOA H
KOMILIEKT DMEMEHTOB 3alMTHOr0 4Yexna 4YHMCTOH BOJOH ANA YyIaNCHHUS
ocaka, o6pa30BaBLIEroCs B pe3yNbTaTe NPUMEHEHHA YUCTSALIWX pacTBOPOB.
Heynanenue XMMHYECKOTO ocajika MOXET NPUBOAWUTH K
npexaeBpeMEHHOMY pa3pyLICHHIO HapyXHo#i obonouku. CnupT U Apyrue
CHIbHbIE Ae3MHOULUPYIOLLKE CPEACTBA MOYT NPHBOAUTD K o6pa3oBaHHiO
NSTeH WM 3aTBEICBAHMIO BHEWIHeHd OOONOYKM  INEKTPOLOB. He
JIOTYCKAeTCA IPUMEHAT YHCTALLUE pacTBOPBI, colepxallue MEPOKCHA.

He nonyckaiite KOHTAaKTa YHCTALIKX paCTBOPOB WIH NpOMBIBOYHOMH BOJbI C
METATHYECKUMH Pa3beMaMH.

MpocywHTe BO3BPaTHbIA NMEKTPOA W KOMILICKT 2JIEMEHTOB 3ALUHTHOrO
yexna BO3BPATHOTO 3EKTPO/a NEPEl HCMOIb30BAHHEM B ClEAYIOLHHA pa3.

2)

3)

12. CLEANING AND CARE INSTRUCTIONS

1) Clean/disinfect the Return Electrode, sheath assembly and cable with any
of the following solutions: mild bleach solution (10:1); glutaraldehyde; o-
phenylphenol; o-benzyl-p-chlorophenol;  p-tertiary amylphenol.
Thoroughly rinse the Return Electrode and sheath assembly with clear
water to remove any residue from cleaning solutions. Failure to remove
chemical build up may cause premature failure of the outer skin. Alcohol
and other strong disinfectants may cause staining or hardening of the
electrode’s outer skin. Cleaning solutions with peroxide should not be
used.
Do not allow cleaning solutions or rinse water to come in contact with
metal connectors.
3) Dry the Return Electrode and sheath assembly prior to next use.

2)

14. TPEBOBAHHUSI K TEXHHYECKOMY OBCJYXXHMBAHHIO H
PEMOHTY MH

O6uue cBeJeHUs

e PemonTHbIt Habop Mega Soft MOXHO Nerko HCIO/B30BATH JUIA peMoHTa
noBpexaeHHii BHEIHEH 000N0UKH 3CKTPOAA.

Ecnu Bo3BpaTHBIH 37IEKTPOLL HE pa6oTaeT N0KHBIM 06pa3oM, TO TEXHHK MO
GUOMEIMLIMHCKOMY OOOPYIOBaHHIO MOXET U3MEPHUTDH COMPOTHBIIEHHE
KkaGeneii u yrnosoro coenuHeHus. Ecnu pesyabTupylouiee COMpPOTHBIIEHHE
Mexay KoHUaMHu Kabenei Gonbue 3 Om (kpome kabeneit «Kabenb

13. REQUIREMENTS FOR TECHNICAL SUPPORT AND REPAIR OF
MD

General information

e A Mega Soft Pad Repair Kit can easily be used to repair damage to the
electrode’s outer film. Follow the instructions for use included with the
repair kit for more information.
If the Return Electrode is not functioning as expected, a biomedical
technician may measure the resistance of the cables and corner connection.
If the resulting resistance is greater than 3 ohms end to end for all cables
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COCAUHHUTENILHBIA, MMEPEXOJHHK, 2.4 m» u «Kabeinb CcOeIMHHTENbLHDIA,
NEepeXOdHHK, 4.4 m»), BBIBEAUTE 3MEKTPOA H Kabenu U3 IKCIUTyaTaUuuu H
CBSDKMTECH C OTAENIOM 00CNy)KHBAHHA KIHEHTOB KOMMNAaHHWH Megadyne ans
3aMeHbl BO3BPAaTHOTO 3IEKTPOJA HIH Kabens B COOTBETCTBHUH C YCJIOBHAMH
rapaHTUH.

e B cnyuae kabene# «Kabenb coeaMHMTENbHBIA, NEPEXOAHHK, 24 M» M
«Kabeb COeIMHATENbHBIM, NEPEXONHHUK, 4.4 M», €CNM U3MEPEHHAA EMKOCTD
MeXIy KOHLAaMH kabens BBIXOAWT 3a MpeAesibi AvanasoHa 90-110 ud,
Heo6XOAUMO BBIBECTM Kabenb M3 OSKCryaTauMu H cBA3aTBCA €
npeACTaBUTENEM OTAENA 06CnyKUBaHHS KIHCHTOB  UIA 3aMEHbl B
COOTBETCTBHH C YCIOBHAMH rapaHTHH.

except «CQM Compatibility Cable, reusable standard connector 2.4 m»
and «CQM Compatibility Cable, reusable standard connector 4.4 m»,
please remove the electrode and cables from service and contact Megadyne
customer service for Return Electrode or cable replacement according to
the terms of the warranty.

e For the «CQM Compatibility Cable, reusable standard connector 2.4 m»
and «CQM Compatibility Cable, reusable standard connector 4.4 m»
cables, a capacitive reading outside a range of 90 nF and 110 nF, end to
end, remove the cable from service and contact your customer service
representative for a replacement according to the terms of the warranty.

15. YCJIOBMSI TPAHCIIOPTHPOBKH U XPAHEHUS
TpancnopTHpoBka

e He TAHUTE, HE MOAHUMANTE W HE HOCHTE JJIEKTPOA 32 LHYP. ITO MOXKET
TIPUBECTH K SEKTPUUYECKOH MOJOMKE.

e Bcerna cobmoaaiite OCTOPOXXHOCTb fpH 0OPallIEHUH C BO3BPATHLIM
3nekTpoaoM. OCTOPOXKHO CHUMAHTE 3EKTPOJL CO CTONA MIIH Apyroro
XMpYpruyeckoro o6opyioBaHHs.

o Bo3ppaTHblii a1eKTpo HeoOX0ANMMO cB0ofHOIHO CBOpPAYUBATL HIIH
CK/IaABIBATH U NEPEHOCHTD Ha pyKax (KakK MJIaI€HLIA).

e B cnyuae nepeHoca d1€KTpoAd 6e3 NOIEPXKKH BHEWHsAs 060104Ka MOXKET
PACTAHYTLCSA U BBI3BATh YPE3MEPHBIC HATIPAKEHHA, MPUBOJALLME K
PaccOEHHIO.

e B cnyuae noabeMa W3J€NHA 32 YIJIbl BHCUHAR 060/104Ka MOXET
pacTAHYTHCA, YTO MPHBENET K 06pa3oBaHHIO PACTKEK WIIH pa3pbIBOB.

[
14. CONDITIONS OF TRANSPORTATION AND STORAGE
Transportation
e Do not pull, lift, or carry by the cord. This may cause electrical failure.
¢ Always handle the Return Electrode with care. Carefully remove it from
the table or other surgical equipment.
e The Return Electrode should be loosely rolled or folded and cradled (like
a baby) when carried.
e Carrying the electrode unsupported can stretch the outer skin and cause
undue stress that may result in splitting.
e Lifting the product from the corners may stretch the outer skin, causing
stretch marks or tears.
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XpaHI/ITb BAa/In OT UCTOYHUKOB Tera

Tabnuua 6. Ycnosus xpaHeHus:

HanmeHoBaHwue [vanasoH
Temnepartypa, °C OT1 510 50
OTHOCUTENbHAs BNAXHOCTb, % OT1 15 g0 95

ATMOchepHoe aasneHue, r a Ot 700 go 1060
16. MOPAAOK n YC/N1OBUA YTUNN3ALUNN nnn YHUNUTOXEHWNA
MU

N3genna  yTUnumsmpyroTcs  nevyebHbIM - yupexxaeHuem
TpeboBaHuamm CaHnluH 2.1.3684-21 . W3genus nocne WCTEYEHUS CpokKa
rOL4HOCTU  OTHOCATCA K 3NUAEMMONOrMYEcKM 6Ge3onacHbIM  OTXo4am WU
UNM3NPYIOTCA Kak 0TX0Abl Knacca A.

17. TAPAHTUA N PEKJTAMALWNA

KomnaHusa «Meragaiin Megukan [pogaktc, WHK.» (panee «MeraganH»)
rapaHTUpyeT nepBoHaYa/ibHOMY MOKYNaTe/l0 OTCYTCTBUE MPOU3BOLCTBEHHbIX
fedekToB, a TaKxXe AeeKTOB B MaTepuasnax 3/IEKTPUYECKUX KOMMOHEHTOB
MHOr0opa3oBbIX BO3BPATHbLIX 3/IEKTPOXUPYPIUYECKUX 3/IEKTPOAO0B MPU YCNOBUN
NX HOPMa/IbHOr0 UCMosb30BaHUA. O6s3aTeNIbcTBa KOMMNaHUM «MerafamH»,
BbITEKAOLLME M3 HACTOSALLEN rapaHTUK, OrpaHNYMBaOTCA KPEAUTOM Ha 3aKyrmKy
cnefytroulein napTum 3NeKTpoAoB B pasmepe 1/24 (1/18 pana anekTpogos
Bo3BpaTHbIX Mega 2000) 3aKynoO4yHOM LeHbl BO3BPALLEHHOr0 3/1eKTpoja 3a
KaXAbl/i Mecsl, OCTaBLUMIACA 0O MCTEYEHUS CPOKa TOAHOCTU BO3BPALLEHHOrO
anekTpoda, ecnn  (hakT  HeWCrnpaBHOCTU  3NEKTPUYECKUX  KOMMOHEHTOB
BO3BpALLEHHOro 3nekTpofa OyaeT NOATBEPXAEH pe3ynbTaTaMu 3KCNepTuUsbl,
npoBefeHHON  KomnaHueid  «Meragaii»*.  HacTodwas  rapaHTMs  He
pacnpocTpaHseTca  Ha Jfi0b6oe  wm3genue,  Kotopoe: (1) moAaBeprnochb
He61aronpuaTHOMY BO3LENCTBMIO B pe3y/ibTaTe UCMONb30BaHWA COBMECTHO C
N30eNUAMW,  WU3FOTOBJIEHHBIMW WM MNPOLABaeMbIMWU  CTOPOHaMK,  He
YNONHOMOYEHHbIMM Ha TO KOMNaHuein «MeragaiH»; (2) noABeprnoCb PEMOHTY
AN N3MEHEHWIO KOHCTPYKLUW MNpU OTCYTCTBUM HA TO YyKasaHWMin KOMMNaHum
«MeragaiH», 4TO, MO MHEHWIO KoMnNaHun «MeragaliiH», MOrfi0 OKas3aTb
HeraTMBHOE B/UAAHME Ha ero CTabunbHOCTb WM HaAEXHOCTb; (3) NoABeprnoch
HeHaaneXatleMy MCnosib30BaHNi0, HEOPEXXHOMY 0OpaLLeHUIO UK CydYanHoMy
MOBPEXAeHWIO; un (4) nucnonb3oBanocb 6e3 cobMoAeHNs KOHCTPYKTUBHBIX U

B COOTBETCTBUN C
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e Keep away from heat

Table 6. Storage conditions:
Designation i
Temperature, °C
Relative humidity, % From 15t0 95
Barometric pressure, hPa From 700 to 1060
15. MD DISPOSAL RULES AND CONDITIONS

Range™
From 5to 50

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.

16. WARRANTY :
Megadyne Medical Products, Inc. (Megadyne) warrants to the original
purchaser that the electrical components of the Reusable Electrosurgical Return
Electrodes are free from defect in material and workmanship under normal use.
Megadyne’s obligation under this warranty is limited to a credit on the next pad
purchase of I/18" of the purchase price of the returned pad for each month
remaining before expiration of the returned pad if upon examination Megadyne
determines the electrical components of the returned pad are defective*. This
warranty does not apply to any product that has been: (1) adversely affected due
to use with devices manufactured or distributed by parties not authorized by
Megadyne, (2) repaired or altered outside of direction of Megadyne in a way as
to, in Megkdyne’s judgement, affect it’s stability or reliability, (3) subjected to
improper use, negligence or accident, or (4) used other than in accordance with
the design and use parameters, instructions and guidelines for the product or
with functional, operational or environmental standards for similar products
generally accepted in the industry.

UNLESS SUPERSEDED BY APPLICABLE LOCAL LAW, THIS
WARRANTY IN LIEU OF ALL OTHER

IMPLIED, INCLUDING THE WARRANTIES OF MEMCHAOTABIMAA
AND FITNESS FOR A PARTICULAR PURPOSE, AND OF
OBLIGATIONS OR LIABILITIES ON THE PART OF MEGADYNE AN?
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3KCIUIYaTAUHOHHBIX MApaMeTpoB, TPeOOBaHHH PYyKOBOAAIMX NOKYMEHTOB H
MHCTPYKUMiIA MO NPUMEHEHHIO, NH60 (PyHKUHOHANBHBIX, JKCILUTyaTALMOHHbIX
MJIH JKOJIOTHYECKHX CTAHAAPTOB, YCTAHOBJEHHbIX AN aHANOPHYHbIX H3MEHIA,
ABNAOLNXCS o0enpHHATHIMH B COOTBETCTBYIOLICH OTpacJiH
MPOMBILLIIEHHOCTH.

3A UCKJIIOYEHUEM CJIVUYAEB, KOT'IA JENCTBYIOLEE MECTHOE
3AKOHOJATEJIbCTBO TIIPEBAJIMPYET, HACTOSUIASI T'APAHTHUA
3AMEHSET COBOI BCE ITPOYUE TAPAHTUN WU YCJIOBUS, ABHBIE
HIIK MMOJPA3YMEBAEMbBIE, BKIIIOYASA, TTOMHUMO TIPOYEIO, BCE
MOJIPA3YMEBAEMBIE T'APAHTHU UJIN YCJIOBUSI KOMMEPYECKOH
MPUTOHOCTH WJIK COOTBETCTBUSA KAKOH-JIMBO KOHKPETHOH
HEJIHX, A TAKXE JIIOBbIE JIPYITHE OBA3ATEJIbCTBA WJIHN
OTBETCTBEHHOCTb CO CTOPOHbI KOMIIAHUU «METAJAWH» U
ABIAETCA EAUHCTBEHHbBIM U UCKITIKOYHUTEJIBHBIM CPEJICTBOM

CYIEBHOW  3ALWTBI  TOKVYTIATEJLSA. HU TIPH  KAKHX
OBCTOATEJIbCTBAX KOMIIAHHUA «METC'AJJAMH» HE HECET
OTBETCTBEHHOCTHU 3A JIIOBBIE TIOHECEHHBIE TIPAMDIE,

KOCBEHHBIE, CIELMOUYECKHUE WU CIYYAWHBIE VYBbITKH,
BKJIIOYAS, BE3 OrPAHUYEHUH, VYBbITKHU, BO3HHUKAIOLIUE B
CBA3U C HUCIIOJIb3OBAHHEM EE [ITIPOAYKLIUHU, [TIOTEPH
BCJIEJICTBUE HEJOINOJIYYEHHOW TPHUBbUIM, TIPEPBIBAHUE
KOMMEPYECKOH WJIM NMPOU3BOJICTBEHHOM JEATEJIBHOCTU WX
B CBA3WU C TIOTEPEM BU3HECA WJIM JIEJIOBOM PEINYTALMH, 3A
HUCKJIIOYEHUEM  CJIYYAEB, [TIIPAMO  TIPEAYCMOTPEHHBIX
COOTBETCTBYIOUWUM 3AKOHOM.

Komnanusa «Merapaiti» He npuHMMaeT Ha ce6s M He YNOJHOMOYHMBAET KaKoe-
nubo apyroe nuuo 6path Ha ce6a nModyro APYrylo OTBETCTBEHHOCTb B CBA3M C
npoaaxen HIM Mcnoib3oBaHHeM moboro uzaenus «Meragaitn». Komnanus
«Merapain» ocrtasnser 3a coboii npaBo Ha BHECEHHE HW3MEHEHUH B
KOHCTPYKLMIO CBOMX H3leHii B moboe Bpems 6e3 kakux-nmubo obsazaTenscTs no
BHECEHHIO TaKMX XK€ MJIM aHAJIOTHYHBIX M3MEHEHHH B KOHCTPYKUHMIO M3AENHH
«Meranaiin», H3roTOBAEHHbIX H/MH NPOAAHHBIX paHee.

IS A PURCHASER’S EXCLUSIVE REMEDY. IN NO EVENT SHALL
MEGADYNE BE LIABLE FOR SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES INCLUDING, WITHOUT LIMITATION,
DAMAGES RESULTING FROM LOSS OF USE, PROFITS, BUSINESS OR
GOODWILL, OTHER THAN AS EXPRESSLY PROVIDED BY A SPECIFIC
LAW.

Megadyne neither assumes nor authorizes any other person to assume for it any
other liability in connection with the sale or use of any of Megadyne product.
Megadyne may make changes to its products at any time without incurring any
obligation to make the same or similar changes on Megadyne products
previously built and/or sold.

Statements marked with "*" are not applicable when handling a medical device
on the territory of the Russian Federation.
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3an61eHUS OMMCHYEHHbIE «*» AGAAIOMCA HE NPUMEHUMbIMU npu obpawjenuu
MeQuYuHCcKo20 uzdenus na meppumopuu Poccuiickui Dedepayuu.

18. HAMMEHOBAHME M IOPUIHYECKHH AJIPEC
NMPOU3BOJIUTEJISI MU U YIIOJTHOMOYEHHOI'O
NPEJCTABHTEJISI IIPOM3BOJAMUTEJISI B POCCHH

PA3ZPABOTHYHK:
Meraaaiin Menukan Iponakre, Muk., 11506 South State Street, Draper, Utah
84020, USA (CILA).

IMPOU3BOXUTEJIb:
Meranaitn Meaukan Ipoaakre, Unk., 11506 South State Street, Draper, Utah

84020, USA (CLUA).

YIIOJJHOMOYEHHON IMNPEACTABHUTEJIbL IPOU3BOJAHUTEIISL B
POCCHMU:

000 «Jxoncon & Jkoncon», 121614, r. Mocksa, yn. Kpeinarckas, a. 17,
kopn. 2.

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

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

DEVELOPER:
Megadyne Medical Products, Inc., 11506 South State Street, Draper, Utah

84020, USA.

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-JNJRUMedicalQA@ITS.JNJ.com,
DL-JNJRU-Medical-Regulatorv@I TS.JNJ.com
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Ilepe6o0 ¢ aneuiick020 A36IKA HA PYCCKUL A3bIK

OcHoeano 6 1985 200y «Merapnaiin Meaukan INpoaaktc, Uuk.»,
11506 Cayt Creiit CTpHr,
Hpeiinep, HOT1a 84020, CLLIA

<Jlororun: «Meranain»
(Megadyne)>
l Mpodeccuonan B cdhepe 3MEKTPOXHPYPrHiecKkoro 06opya0BaHUA®

«YTBEPXJIAIO»

«Merapnaitn Meaukan [Npoaakre, Uuk.», CILA

3aMecTHTENb AMPEKTOpa OTAEIa HOPMATHBHO-NIPABOBOrO PEryIHPOBAHHS
(ROJHKHOCTD)

_Bpaiian Py6a

(ums)

< NOANHCAHO >

(moanucek)

«07» 12 2021r.

«aeHb» Mecal (undpamu)

M.IL

HUHCTPYKIMA MO IPUMEHEHHIO
MEJUIIUHCKOI'O U3AEJINS

OneKTpoabl BO3BPaTHbIE 3NEKTPOXHPYPrHUECKHE, MHOrOpa3oBoro
MCMONb30BaHH, C MPUHAINEKHOCTAMH:
DnekTpoa Bo3BpaTHbI Mega Soft yHHBepcanbHBbli;
Dnextpoa Bo3BpaTHbi Mega Soft yHuBepcanbHsiit, o6pasew;
AnekTpoa Bo3BpaTHbI Mega Soft yHuBepcanbHblii ¢ AByMs Kabensamu;
DnexTpoa Bo3BpaTHEI Mega Soft yHuBepcanbHbIii ¢ AByMa kabenamu, oGpaselt

<Kpyrnas neuyars: [IEYHATb HOTAPUYCA;

NPOH3BOACTBA KOMITAHUHU -
Meragaaiiti Meaukan INMponakrc, Unk. LITAT OrAHO>
(Megadyne Medical Products, Inc.),
<noANMHCaHO>

11506 Cayt Creiit C s Hnep, IOra 84020, CLUA
ay Creiit Ctpur. Jlpeiinep 2 <Haonucv om pyxu: 08 dexabpa 2021 200a>

<llTamn: MEJIMCCA UBY;
Horapuyc, wrat Oraiio,
Cpok ae#icTBua MOeH THUEH3UMU HCTEKAET
24 anpens 2024 roga>

2021 r.
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lMepeBof JaHHOrO TEKCTa BbIMO/IHEH NEPeBOAUMKOM FiinosH [aBmaom MeoprneBuyem.

noanmcob

Poccuiickas ®degepauyms
Nopog MockBa
[JecaToro gekabps gBe TbicAYN ABajLaTb NEPBOro roja

A, Mowuceesa Jlnnua BnagumupoBHa, HoTapuyc ropoga MOCKBbI, CBWAETENbCTBYHO
NOAJIMHHOCTb NOANMCU NepeBoaUnKa AilnosH asuga Meopruesnya.

Mognuck chenaHa B MOEM NPUCYTCTBUMN.

JInyHoCTb NoAnucasLLEro LOKYMEHT YCTaHOB/IEHA.

3apeructpuposaHo B peecTpe: Ne 50/995-H/77-2021-  ~ A C

YnnayeHo 3a CoBepLUeHVe HoTapuanbHoro aeictems: 400 pyo.

MnoAMNnCh MepboBas nevatb Mep6oBas nevaTb
HoTapuyca r. MockBbl HoTapuyca r. Mocksbl
Mowceesoi J1.B. Mowceesoi J1.B.

J1.B.MowuceeBa

Bcero npoLwHypoBaHo, NPOHYMepOoBaHO W1 CKPenseHo nevatbro 20 mct(-a,-08™"\A,y Y™

noannmcob J1.B.M6uceeBa
Poccuiickaa ®egepaums \ N
fopog MockBa t N
LecaTtoro gekabpsa aBe ThbicA4YM ABaALaTb NepBOro roja AN
v " *x

A, Mowceesa Jlnunna BnaguMmumpoBHa, HoTapuyc ropoga MOCKBUH, CBWAETENLCTBYHO
BEPHOCTb KOMUW C NPeACTaBNEHHOro MHe JOKYMeHTa.

3aperuct”*poBaHo B peecTpe: Ne 50/995-H/77-2021-
Ynna® Ho 3a COBEpLUEHME HOT ManbHOro gein  s: 1260 py6. 00 kon.

J1.B.MowuceeBa

Bcero npowHyposaHo, T1pLUymMepoBaHz v CKpensieHo Tbto 20 fucT(-a,-0B).

J1.B.MowuceeBa
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MEGADYNE

The ElectrosurgicalJ Authority

INSTRUCTION FOR USE
OF THE MEDICAL DEVICE

Reusable Electrosurgical Return Electrodes, with accessories;
Universal Plus Mega Soft Pad Top Assy; Universal Plus Mega Soft
Pad Top Assy (sample); Universal Dual Plus Mega Soft Pad Top Assy;
Universal Dual Plus Mega Soft Pad Top Assy (sample)

manufactured by
Megadyne Medical Products, Inc.,
11506 South State Street, Draper, Utah 84020, USA

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

«YTBEPXJAH» / “APPROVE”
Megadyne Medical Products, Inc., USA
Associate Director. Regulatory Affairs
(momkHocTb/position)

Brian K Ruble

(uma/name)

(nognuce/signature)

07 2021r.
«fieHb» Mecal (undpamn) / «day» month (numerals)
M.IM. / Stamp

NHCTPYKUMNA HO NMPUMEHEHWNIO
MEONUNHCKOIO N3AENNA

3net0'pofbl BO3BPaTHbIE 31EKTPOXMUPYPruYecKme, MHOTOpPasoBoro
MCNOMb30BaHNSA C NPUHALIEXKHOCTAMU:

AnekTpof Bo3BpaTHbIi Mega Soft yHMBepcanbHbIl NAKOC; DNEKTPOA
BO3BpaTHbI Mega Soft yHuBepcanbHbIl Ntoc, obpasel; 3NeKTpos
BO3BpaTHbI Mega Soft yHMBepcanbHbIl NNKOC ¢ ABYMS Kabensmu;
AnekTpos Bo3BpaTHbIA Mega Soft yHVBepcabHbIN MC ¢ ABYMS

Kabensamu, obpasel,

MpoV3BOACTBA KOMMaHUN
MeragaiiH Meankan MNpogakTtc, VIHK.
(Megadyne Medical Products, Inc.),

11506 South State Street, Draper, Utah 84020, USA (CLLA)

MELISSA IWU
2021 year / r. # % NOTARY PUBLIC
i E FOR THE
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Russian text

English text

. HAUMEHOBAHHUE MEAMUIHNHCKOI'O U3AEJIHUA (MH)

. OnekTpoanl  BO3BpaTHblE  3JIEKTPOXHPYPrHYECKHE,  MHOTOpPa30BOro
MCMOJIb30BaHHA B BAPHAHTAX UCMOJHEHHA:

1.1. DnekTpoa Bo3BpaTHblit Mega Soft yHuBepcanbHbIi nitoc, B cocTase:

1.1.1. Onektpon Bo3BpaTHbii Mega Soft yHuBepcanbHblii numoc, |
wr./yn.
1.1.2. KabGenb coeaHuTenbHslid, 1 wr./ym.
1.1.3. UHcTpykums no npumeHeHuio, 1 wr./yn.
1.1.4. TapaHTHA NOMIMHHOCTH HAa  A3bIKE
Heobxoaumoctu), 1 wr./yn.
1.2. Dnextpon Bo3BpatHblii Mega Soft ynusepcanbHbif nmoc, obpasen, B
COCTaBe:
1.2.1. Onexrtpon BO3BpaTHbii Mega Soft yHuBepcanbHblfi MUIIOC,
obpaseu, 1 wr./yn.
1.2.2. Kabenb coeauHuTenbHbii, 1 wr./yn.
1.2.3. HUHcTpykuus no npuMeHeHHIo, 1 wr./yn.
1.2.4. TapaHTHA NOAIMHHOCTH Ha  A3bIKE
HeoOxoaumocTH), 1 wr./yn.
1.3. Onextpoa Bo3BpaTHblii Mega Soft yHuBepcanbHbifi nialoc ¢ ABYMs

opuruHane (npu

opuruHane (npu

KabensiMH, B COCTaBe:

1.3.1. Dnextpoa Bo3BpaTHbiii Mega Soft yHuBepcanbHblii mmoc ¢
AByMa kabensamu, | wr./yn.

1.3.2. Kabenp coeauuuTenbHbIH, 2 wir./yn.

1.3.3. UHcTpykuus no npuMeHeHHto, | wr./yn.

1.3.4. lapanTHs  MOANMHHOCTH  Ha
Heobxoaumocty), | wr./yn.

A3bIKE OopuruHane

(npwm

1. MEDICAL DEVICE (MD) NAME
1. Electrosurgical return electrodes, reusable, in variations:

1.1. Universal Plus Mega Soft Pad Top Assy, included:
1.1.1. Universal Plus Mega Soft Pad Top Assy;
1.1.2. Pad cable;

1.1.3. Instruction for use;
1.1.4. Warranty;

1.2. Universal Plus Mega Soft Pad Top Assy (sample), included:
1.2.1. Universal Plus Mega Soft Pad Top Assy (sample);
1.2.2. Pad cable;

1.2.3. Instruction for use;
1.2.4. Warranty;

1.3. Universal Dual Plus Mega Soft Pad Top Assy, included:
1.3.1. Universal Dual Plus Mega Soft Pad Top Assy;

1.3.2. Pad cable;
1.3.3. Instruction for use;
1.3.4. Warranty;

1.4. Universal Dual Plus Mega Soft Pad Top Assy (sample), included:
1.4.1. Universal Dual Plus Mega Soft Pad Top Assy (sample);
1.4.2. Pad cable;

1.4.3. Instruction for use;
1.4.4. Warranty;
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1.4. Dnextpon Bo3BpaTHbii Mega Soft yHuBepcanbHbIfi Mmaoc ¢ AByMs

kabensamu, obpaseu, B cocrase:

1.4.1. DOnextpon Bo3BpaTHbIi Mega Soft yHuBepcanbHBIA MIOC ¢
AByms kabensamu, obpazen, | wr./yn.

1.4.2. Kabenb coeaMHHUTENbHBIH, 2 WIT./yN.

1.4.3. UHcTpyKuHs no npuMmeHexuto, | wr./yn.

1.4.4. TapaHTMs NOMMMHHOCTH HAa  A3bIKE
HeobxoaumocTh), | wr./yn.

opuruHane (npH

Tabnnua | — Homepa no katanory BapyHaTOB HCMIONHEHHS MeqULIMHCKOro u3aenus / Table 1 — Reference numbers of MD variations

Haumenonsanmne MH, MOJEJTH HIH
BapHAHTHI Hcnonwenns MU

'MD name, models or variations of MD

Homep no xaranory / Reference number

1. JnexTpons! BO3BPaTHLIE IEKTPOXHPYPrHUECKHE, MHOTOPA30BOI0 HCNO/IL30BAHAS B BADHAHTAX HCNOIHEHHS: /

1. Electrosurgical return electrodes, reusable, in variations:

I1. 3nc1crpoil BospaTHuii  Mega  Soft 1.1. Universal Plus Mega Soft Pad Top Assy; 0847

YHHBEpCaJIbHBIH M1I0C

1.2. Onextpon Bo3spatHelii Mega Soft [ 1.2. Universal Plus Mega Soft Pad Top Assy 0847S

YHHBepcalbHblii Noc, obpasely (sample);

L3. 3ne|crpoi1 Bo3BpaTHbI  Mega  Soft 1.3. Universal Dual Plus Mega Soft Pad Top Assy; 0848

YHUBEpCabHbIH MIIOC ¢ ABYMs KabensMu

1.4. 9nex1po§ Bo3BpaTHbiA  Mega Soft 1.4. Universal Dual Plus Mega Soft Pad Top Assy

YHHBEPCANIbHbIA MIIOC C AByMsi KabGensiMH, (sample); 0848S

obpazent pie);

1. HASHAYEHHME MEJUIUHCKOI'O U3AEJIHUS U ITIPHUHLIUIIBI 2. INTENDED USE AND PRINCIPLE OF OPERATION
JEVCTBUSA 2.1. Intended use of medical device

1.1. Ha3nadeHHe MEAHUHHCKOTO H3AEAHS The intended use of this device is to conduct monopolar electrosurgical energy

JlanHoe yCTpo#CTBO npefHa3sHa4YeHO AN nepeaayt SHEPriy OT UENEBOH TKaHU
nauueHta obpaTHO K OAHOH WM [IBYM 3JIEKTPOXHPYPrHYECKMM YCTaHOBKaM
(electrosurgical units, ESU) uau reneparopam.

from target tissue of a patient back to one or two electrosurgical units (ESU), or
generators.

2.2 Ilpunuunsl geicreus

2.2. Principle of operations
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DnexkTpoasl BO3BpaTHbIE NEKTPOXHUPYPrHYECKHE, MHOropa3oBoro
MCMOJIb30BAHUA MpPEAHA3HAYEHbl I NPUMEHEHHS B Ka4eCTBE BO3BPATHBLIX
anekTpoaos 6e3 cuctembl REM (CHCTEMbI KOHTPOJIS BO3BPATHOrO JJIEKTPOAA) H
pa3paboTaHHBIX AN €MKOCTHOrO COEAMHEHHs C MaLHEHTOM, B OTIMYHE OT
BO3BPATHLIX 3/IEKTPOJOB OT CTOPOHHHMX KOMMaHHH, KOTOpbIe HaXOAATCA B
HEMOCPEACTBEHHOM KOHTaKTe ¢ Koxe#l nauventa. Tok, mnonaBaeMbli
reHepaTopoM, OrpaHHueH €AMHHYHOM MJOWAALI0 E€MKOCTHOW MNIIACTHHBI,
YCTaHOBJIEHHOH MeXIy MalMeHTOM M HAaKJIafKoW 3nextpoaa. Bepxnuii croit
BO3BPATHOrO 3M€KTpoja Obin pa3paboTaH ¢ HCMONL30BaHHEM MAaTCpPHANOB,
KOTOpPbIE UMEIOT HHU3KYIO €MKOCTb HA €IMHHLY [UIOWA/H, a 3TO O3HAYAET, YTO
JUI MOJIa4M TaKOrO )K€ KOJIMYECTBA TOKA, KaK M C OHOPAa30BbIMH MPOKNAIKaMH,
TpebyeTcs Gonblan NnoWAaAb KOHTaKTa. BepxHHii o orpaHHYMBaeT noaavy
TOoKa 10 Ge30macHbIX ypoBHEH, OCOOEHHO KOrJa MEXAY CJIOEM U MaLMEHTOM
cnabbli KOHTaKT.

The Reusable Electrosurgical Return Electrodes are intended to be used as a
non-REM (return electrode monitoring) return electrode that is designed to be
capacitively coupled with the patient, unlike competitors’ return electrodes
which are in direct contact with the patient’s skin. The current delivered by the
generator is limited by the unit area of the capacitive plate as established by the
patient and the pad overlap. The Reusable Return Electrode pads have been
designed using materials that have a low capacitance per area, meaning that a
larger contact area is required to deliver the same amount of current as with the
disposable pads. The pad limits the current flow to safe levels, particularly
when there is little contact between the pad and the patient.

2. MOKA3AHHS U IIPOTUBOIIOKA3AHHA K NIPUMEHEHHIO MU
H BO3MOXHBIE IOBOYHBIE 3OPEKTbI

2.1. Iloxa3zanus

JlaHHO€ YCTPOWCTBO MpEAHA3HAYCHO I MEPEAA4YH IHEPIUM OT LIEICBOM TKaHH

MaluMeHTa o6paTHO K 3NEKTPOXHUpYpruydeckoil ycraHoske (electrosurgical units,

ESU) unu reneparopy.

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

3.1. Indications

The intended use of this device is to conduct monopolar electrosurgical energy
from target tissue of a patient back to an electrosurgical unit (ESU), or
generator.

2.2. llporuBonokazanus
[MporHBONOKa3zaHus K MPUMEHEHHIO MEMLIHHCKOrO H3/1E/HS HE BbISBICHDI.

3.2. Contraindications
Contraindications to the use of the medical device were not identified.

2.3. [Io6ouHble 3ddexTsI
IMo6ounble 3¢ deKThI Mocyie NPUMEHEHHS MEHLIMHCKOrO M3J€/1Hs HE BbIABJICHBI.

3.3. Adverse effects
No adverse effects were detected after using the medical device.

3. HHO®OPMAIUA O NOTEHIHAJIbHBLIX IOTPEBUTEJISIX MH H
YKA3AHUSA IO UCNIOJIB30OBAHHIO

3.1. Yka3anus no Henojib30BaHHIO

Hsnenus npegHa3HayYeHH  Ans

3/paBOOXPAHEHHA.

Usnenns peKoMeHAYeTCS HCNOJ/b30BaTh MPH YCJIOBHAX, YKA3aHHBIX B HHXKE.

HCTIONIB30BAHUA B YUpCXKIACHHUAX

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.

3.2. loTtenunanbHbie norpeburenn MH
K skcnsiyaTauuu 3TOr0 YCTPOWCTBAa AO/KHBI JOMYCKaThCs TONBKO BpayH,
3HAKOMBIE C NIEKTPOXHUPYPrUYE€CKUM JIEHCTBUEM Ha ONMEPHPYEMbIX MALHEHTOB.

4.2. Potential users of MD
Only physicians familiar with electrosurgical effects on surgical patients should

operate this device.
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3.3. Ycnosu4a skcnnyartauun MU

YcnoBus akcnsyatauum
Temnepatypa, °C OT 10 po 40
Ot 1580 75
(6e3 KoOHAeHcaLmm)
OT 700 go 1060

OTHOCUTENbHAsA BNAXKHOCTb, %

ATmOc(epHoe aasneHue, rfa

4.3. Use conditions of MD
Table 2. Use conditions of MD
1] Environmental conditions
Temperature, °C From 10to 40
From 15to 75
(non-condensing)
From 700 to 1060

Relative humidity, %

Barometric pressure, hPa

4.1. ObLee onucaHne PyHKUNOHaNbHbIX 3ieMeHToB MW / General description of functional elements of MD

JnekTpof BO3BpaTHbIl Mega Soft yHMBepcanbHbIi NAKOC.  ONEKTPOL,
BO3BpaTHbIN Mega Soft yHMBepcanbHbIA MKOC C 4sy v Kabensmu
ONeKTpofAbl UMEKT MArKOe MOKPbITUE M3 BA3KOYMPYroro nonvMepa

MeMLMHCKOro HasHayeHuns ans obecrneyveHns KoMopTa nauuneHTa, a Takxe B
KayecTBe [M3/MIEKTPUYECKOr0 C/I0oA C  BbICOKAM  COMPOTWBNEHWEM  [LJif
HEeo6X0AMMOro 3HaYeHNs eEMKOCTH.

DNeKTpoabl NMPUMEHAOTCA AN NauneHToB BecoM oT 0,8 dyHTOB 1 60onee (0,35
Kr).

AnekTpog BO3BpaTHbIN Mega Soft yHMBepcanbHbI NAOC C ABYMS Kabensamu
paspaboTaH A1s WCMO/b30BaHWA B onepauusx, rae NPUMEHSeTCH HEeCKObKO
anekTpuyeckux 6nokos (ESU), Hanpumep, B KapAUOXMPYPruu.

4.2. BO3MOXHOCTb M MeTofbl
n3gennamm

KomnaHus Megadyne pekoMeHAyeT MCMob30BaTb BO3BPATHblE 3/1EKTPOAbI C

3N1IEKTPOXMPYPruyeckum reHepatopom MegaPower, reHepatopoM Ethicon

Megadyne © [onoNHWTENbHbIMKM yCcTpoilicTBamyu  Megadyne (Hanpumep.

3M1eKTpojaMu N HaKOHEYHUKaMW C,-Z. )

5.3. TexHnuyeckune xapakrepuctnkn MW / Technical characteristics of MD

Tabnnua 3 - OCHOBHble TEXHUYECKNE XapPaKTEPUCTUKN MEANLIMCHKOIO 13aenns
Table 3 —The main technical characteristics of medical device

WUHTerpaymMm ¢ ApYrMMn  MeauunuHCKUMU

HanmeHoBaHue™* Name of MD
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Universal Plus Mega Soft Pad Top Assy. Universal Dual Plus Mega Soft Pad
Top Assy

The medical grade visco-elastic polymer is used in Mega Soft Pads to provide
both comfort for the patient as well as the high impedance dielectric layer for
the desired capacitor.

Pads function with the patient population from 0.8 Ib. and over.

Universal Dual Plus Mega Soft Pad Top Assy is specifically designed for use
in surgeries where more than one Electrosurgical Unit (ESU) is used, for
example cardiac surgery.

5.2. The possibility and ways of integrating with other medical devices
Megadyne recommends the use of return electrodes with the Megapower
electrosurgical generator, Ethicon Megadyne electrosurgical generator and
Megadyne accessory devices, (i.e. E-Z CLEAN electrodes and pencils.)

TexHUYecKue XxapakTepucTukm / 3HaueHune / Value * i
Technical characteristics if



1 OneKTpoabl BO3BPATHbLIE 3MIEKTPOXUPYPryYecKre, MHOropa3oBoro 1cnosb30BaHns B BapuaHTax UCMONHEHNs: /

1.1. 3nekTpog Bo3BpaTHbI Mega Soft 1.1. Universal Plus Mega Soft Pad Top Assy;

YHMBepCcanbHbIl NAKOC; 1.2. Universal Plus Mega Soft Pad Top Assy (sample);
1.2. 3nekTpoA Bo3BpaTHbI Mega Soft  1.3. Universal Dual Plus Mega Soft Pad Top Assy; HomuHanbHoe HanpsxeHue, kB nuk / <55
yHUBEpPCaNbHbI Ntoc, 06pasel; 1.4. Universal Dual Plus Mega Soft Pad Top Assy Rated voltage, kVp

1.3. dnekTpoa Bo3BpaTHbIN Mega Soft (sample);
YHUBEpCanbHbIA  NAKC  C  [ABYMS

Kabenamu;

1.4. SnekTpog BO3BpaTHbIN Mega Soft
YHMBEpCabHbIA  MAC C  ABYMA

kabensamu, obpasel;

[wnanasoH yacToT, Ky / Frequency range,

KHz 300- 1000

6. MEPEYEHb MATEPVANOB MW/ LIST OF MD MATERIALS
AnekTpoabl BO3BpaTHble Mega Soft yHuBepcanbHble nmoc ¥ 3nekTpoabl  Universal Plus Mega Soft Pad Top Assy and Universal Dual Plus Mega Soft

BOo3BpaTHble Mega Soft yHuBepcanbHble nOC €

AaByma  Kabenamu Pad Top Assy are made from following materials: PVC Gray; ABS Gray;

nsrotaBnusatoTCcA u3 cnegyrowmx matepuanos: MBX (nonvsuHunxnopupa) Urethane Gray; Brass Alloy; Medical Grade Akton Polymer; Thermoplastic
(cepbiii); ABC-nnacTuk (cepblii); YpetaH (cepblit); MefHbili cnnas; Monuvep Polyurethane Film; Brass; Nickel/Copper Taffeta Fabric; Polyurethane;
nonnypetaHosad Beryllium, PTFE; PVC (for Universal Dual Plus Mega Soft Pad Top Assy only).

AKton MeAuUMHCKOro HasHadeHus; TepmonnactuyHas

nneHka; Megb;, Hukenb / MegHas TadTa; MonuypetaH; bepunnuesas megp;
MonutetpadropatuneH; MBX (nonnBuHUAXIopua) (TONbKO A/1F 3/1EKTPOLOB
BO3BpaTHbIX Mega Soft yHuBepcanbHbIX NIKOC C ABYMS Kabenamu)

7. MHCTPYKUWMA MO 3KCNNYATALWWN / INSTRUCTIONS FOR USE

YcTaHOBKa BO3BPATHOIO 3/1eKTpoja

I. OcmoTpuTe BO3BpaTHbIi  3MEKTPOL Ha  npeaMert
MOBPEX/EHNIN HapY>XXHOI 060104KKM, Kabena (Kabeneit)
nan  pasvema (pa3bemMoB) (Hanpumep, OTBEPCTWIA,
paspbIBOB, PaccnoeHus, MOBPeXAeHuin msonauun). B
Clydae  MNOBPEXAEHUA  U30MALMN  3NIEKTPUYECKUX

Installing the Patient Return Electrode

1

Inspect the Patient Return Electrode for damage to the outer skin, cable(s), or connector(s) (e.g.
holes, tears, peeling, damaged insulation). Replace the Patient Return Electrode or cable(s)
before using if electrical components or cable insulation are damaged or if the month of
expiration is reached. Properly discard after use per institution’s policy for disposal of
biomedical waste.

If the outer skin is damaged, repair before use. See repair instructions below.

Place the Patient Return Electrode on the operating surface, either side up. Do not place the
Patient Return Electrode directly onto a metal surface. The Patient Return Electrode may be

KOMMOHEHTOB WM Kabenei, a Takxke ecnuM Hactynun 2.

Mecsl, OKOHYaHMA CpoKa 3JKchnayaTauuu, 3ameHute 3.

BO3BpATHbIN 3N1eKTpog uan Kabenb (Kabenu) 4o Havana

akcnayaTtauumu. Tlocne MCNONb30BaHUA YTUNN3MPYITE placed over positioning devices and frames.
Hag/nexauuMm 06pa3oM B COOTBETCTBMM C MOAUTUKON 4.

YUPEXOEHUs N0 YTUAU3AUMK  BUOMEAULIMHCKUX
0TX0/0B.
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Position the patient directly on the Patient Return Electrode to maximize patient contact area.
The Patient Return Electrode should not be used on top of the patient. Make sure the electrode
remains smooth and prevent wrinkles or folding of electrode under patient.



Ecnm  BHewHss 0607104Kka MOBPeEXJeHa, YCTpaHuTe
Henonagkn nepes ucnonb3oBaHuem. CM. WHCTPYKLMIO
MO PEMOHTY, NPUBELEHHYHO HUXE.

MomecTnTe BO3BPATHbIA 31EKTPOL Ha OMepauuoHHYH
MOBEPXHOCTb /11060 CTOPOHOWN BBeEpX. He KknaguTe
BO3BpaTHbIV 3NEeKTPOS, HenocpeaCcTBEHHO Ha
MeTaN/IMYecKy0 MOBEPXHOCTb. Bo3BpaTHbIV 3neKTpos
MOXHO  pasMecTUTb  Haj  MO3ULUOHWUPYHOLLMMM
YCTPOMCTBaMU WM paMamu.

PacnonoxmuTe  nayueHTa  HeMOCPeACTBEHHO  Ha
BO3BPaTHOM  3/1eKTPOAe Takum 06pa3oM, 4TOObI
obecrneynTb MaKCUMa/lbHYH M/0Wadb KOHTakta C
nauueHToM. He KnaguTe BO3BPATHbIA 3MEKTPOL Ha
naumeHTa ceepxy. O6s3aTe/IbHO pasrnagbTe 3N1eKTPOA U
He [fonyckaiTe 06pa3oBaHUA MeNKUX WAN  KPYMHbIX
CK/1aJ0K 3/1eKTpoAa Noj naynmeHToM.

Ecnn notpebyeTca M3MEHWUTb MOMOXEHNE BO3BPATHOIO
aNleKTposa Nof nauueHTOM, NoXanyicrta, cobnogariTte

OCTOPOXHOCTb BO  M36exaHMe  upe3MepHoro
HaNPSOKEHWUS WA PacTSHKEHUs, KOTOPOe  MOXeET
NPMBECTM K pPacciaMBaHWiO UM TMOBPEXAEHNIO
aneKTposa.

He nomewarite mexay nayuMeHTOM W BO3BPaTHbIM
3M1EKTPOAOM CAULLIKOM MHOFO MPOCTbIHEN WMAWM APYrux
matepvanoB. Hanuume 4peamMepHOro  Ko/jm4yecTBa
mMaTepvana Mexgy naumeHTOM W 3M1eKTPOLOM MOXET
MPMBECTU K CHMXKEHUKD  3N1EKTPOXMPYPrUYECKOro
appekTa. Ha 3n1eKTPOL MOXHO MOMOXKUTb MPOCTbIHb
A NOACTWUAKY, OfHAKO 3TO CHMXXAET XapaKTepuUCTUKM
CHATUA HanpskeHus cgsura. [lpum  MCNoONb30BaHUK
NPOCTbIHN ee Heo6X0AMMO CBOOGOAHO MONOXWTbL Ha
anekTpof. OHa He [0/KHa ObITb HaKpaxMa/leHHOM 1 He
AOMKHA UMETb 3arMboB MM CKNafoK.

[ns  ycTaHOBKM BO3BPaTHOrO 3/71eKTpoJa BCTaBbTe
Kabenb COeAUHUTENbHbIA (HOMepa MO  KaTanory:
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10.

If the Patient Return Electrode requires repositioning under the patient, please use care MmN
cause undue stress or stretching which may result in splitting or damage of the electrode.

Do not place excessive amounts of linens or other materials between the patient and the Patient
Return Electrode. The use of excessive material between the patient and the electrode assembly
may result in a diminished electrosurgical effect. A sheet and draw sheet may be placed over
the Patient Return Electrode; however, this reduces the shear relieving characteristics. 1fa sheet
is used, it should fit loosely over the electrode and be unstarched and free of wrinkles or folds.
To install the Patient Return Electrode, insert the correct cable connector (reference numbers:
M2KO01, M2K02, M2K03, M2K04, M2K05, M2K06, M2K08 or M2K09) for the generator
being used. Ensure cable is not located under patient or where it could be damaged.

The Patient Return Electrode may be used with two separate generators. When using only one
generator with the Patient Return Electrode, use the pre-attached cap(s) supplied with each cable
to cover the exposed connector and secure the cord out of the way before starting electrosurgery.
If the cap(s) is damaged or lost, call Megadyne customer service for a replacement.

If the generator allows for a single or dual plate selection, select the single plate option. If the
cable is installed correctly, the generator light will change from red to either no light or a green
light depending on the model of generator. If the light does not change, DO NOT PROCEED.
Contact your Megadyne customer service representative.

To install the Patient Return Electrode in a contact quality monitoring (CQM) dedicated
generator, insert the blue cable connector (reference numbers: M2K08 or M2K09) end into the
patient return electrode receptacle on the generator. The CQM light should go green, indicating
that the electrode has been recognized by the generator and allowing for the use of
electrosurgery. If the CQM light of the generator does not illuminate after connecting the
electrode to the generator, DO NOT PROCEED. Contact your Megadyne customer service
representative. Note: The Patient Return Electrode utilizes current limiting technology which
has been determined to be safer than the contact quality monitoring system regarding pad site

burns.



M2KO01, M2K02, M2K03, M2K04, M2K05, M2KO06,
M2KO08 nnn M2K09), COOTBETCTBYHOLLNIA
ncronb3yemMomMy reHepatopy. [lpocneguTte 3a Tem,
4yTobbl Kabenb He pacnonaranca Hag nayueHToM W Tam,
rfe OH MOXET NOBPEeANTLCA.

8. Bo03BpaTHbIl 31EKTPOA MOXHO WUCMOMb30BaTb C [BYMS
He3aBUCUMbIMW TeHepaTopamMu. Ecnn ¢ BO3BpaTHbIM
3M1IEKTPOLOM WCMOJb3yeTCAa TOMbKO OAUH TeHepatop,
3aKpOWTE  HEMCNO/Mb3yeMbIi  pa3beM  KOAMauykoMm
(konnaykamu), WMeKWMMCA Ha KaxgoMm Kabene, u
nepes HayalOM 3NeKTPOXMPYPrnuYecKoim ornepawmu
3aKpenuTe Kabenb Tak, 4TOObl OH He Mewan. Ecnu
KOMnayok  (KO/MNayku) MNOBPEeXAeH WAM  YTEpSsH,
obpatuTecb B CAy6y nopdepxkum Megadyne 3a
3aMeHO.

9. Ecnm reHepatop no3BonseT BblOpaTb OLHY MIACTUHY
Win ABe MNNacTWHbI, BblIOEpUTE OMNUUKD C  OfHOW
nnacTMHOM. B cnyyae npaBWbHOTO MOAKNHOYEHUS
Kabens WHAMKATOp Ha reHepaTope CMEHWT LUBeT ¢
KpacHOro Ha 3e/1eHbI/i WX NOTacHeT, B 3aBUCUMOCTU OT
MOJenun reHepartopa. Ecnu coctosHue uHAmKatopa He
nsmenutcd, NMPOAO/IKATb HEMB3A. Ceaxutecs ¢
npeacTaBuTenieM OTAena O06CNY>XMBaHWUA  K/IMEHTOB
KomnaHun Megadyne.

10. UTo6bl  NOAKNHOUUTL  BO3BPATHbLIA  3NEKTPOS K
cneumanbHOMY TeHepaTopy A1 KOHTPOAS KavecTsa
KOHTakKTa (contact quality monitoring, CQM), BCTaBbTe
KOHeL, CMHero kabens ¢ pasbemoM (HoMepa no Katanory:
M2K08 wnn  M2K09) B rHe3fo reHepartopa,
npefHasHayeHHOe AN BO3BPATHOIO  3/IEKTPOJA.
MHpukatop CQM Lo/mKeH CTaThb 3e/1eHbIM, YKasbiBas Ha
TO, 4YTO 3NIEKTPOJ pacro3HaH reHepaTopoM U
BbIMO/IHEHWE  3/IEKTPOXUPYPrUYeCKOn  npoueaypsbl
paspeweHo. Ecnn uHankatop CQM reHepatopa He
BKNKOYUTCA  MOCMe  MOAK/MOYEHUs  3nekTpoga K
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reHepatopy, 1o NMPOAOJ/IKATb HE/b3A. Ceaxutech
C MNnpeAcTaBuTeNIeM OTAena 06CNYXVBaHUA KINEHTOB
KomnaHunm Megadyne. TNpumMeyaHne. B KOHCTpyKUuUK
BO3BPATHOrO 3/IeKTpOfa MNPUMEHSeTCAa TexHOosorusa
orpaHuyeHns TokKa. Kak mokasana npakTuMka, OHa
6e3onacHee CUCTEMbl MOHUTOPMHIAa KayecTBa KOHTaKTa
C TOYKWM 3PEHUS pUCKA OXOra B MeCTe HasIoKeHUs
anekTpona. ) )
OTCOeAMHEHME BO3BPATHOIO 31EKTPOAA To disassemble the Patient Return Ele_c_trode N
1 TepeBeguTe BbIKMOYATENb FEHEPATOPA B MONOXEHME 1 TL_Jrn the generator to the “OFF” position, or “STANDBY” position. _
«OFF» (BblK/1.) Ui «STANDBY>» (DEXUM OXUZaHWS). 2. Disconnect the cable from the generator by unplugging it. Store the cables when not in use to

2. OTKnounTe Kabenb OT reHepaTopa, OTCOEAMHMB preyent a tripping hazard or damage to the cables. _
pasbeM. UTOBbI WCKMIOUNTL YIPo3y CMOTHIKAHWA 06 3. The electrode should be stored either on the operating room table or in an area away from heayy
Kabenb 11 NoBpexaeHus Kabenew, nocnegHne cnegyet or sharp objects when not in use.

y6upaTtb, KOraa OHM He UCNO/b3YTCS.

3. Ecnu anekTpog He MCNonb3yeTcsi, TO €ro cnegyet
XPaHMTb Ha CTOME B OMePaLMOHHON UK B MeCTe, rfe HeT
TSXKE/bIX WAN OCTPbIX NPeaMeTOB.

Mogorpes 1 oxnaxaeHue Heating and Cooling . . N

1 TlaumMeHTa MOXHO pasMecTUTb Ha MpeasapuTensHo 1. The patient may be placed on a pre-warmed Patient Return Electrode in order to minimize
NOAOrPETOM BO3BPATHOM 3NEKTPOAE, YTOBbI CBECTU K patient heat loss. The Patient Return Electrode may be pre-warmed by placing it under or oyer
MUHAMYMy TOTeplo Temna Tena nauveHTa. UTo6bl a patient warming deyice. The Patient Return Electrode is NOT intended to be used in place of
MOAOrpeTb BO3BPATHbIN 3MEKTPOA, MOXHO MOMOXKMTb a patient warming deyice. _ _ _ _
ero noa yCTPOWCTBO 060rpeBa NaLyMeHTa UaM Ha Hero. 2. Follow patient warming deyice manufacturer’s instructions for use to preyent patient
BosgpaTHbiii  anekTpog HE  npedHasHaueH  Ans hyperthermia or thermal insult.
MCNONb30BaHMS B KayecTBe YCTpoicTBa o06orpesa
naumeHTa.

2. UT06bl He fONYCTUTb TUMNEPTEPMUN UIN TEPMUYECKOM
TpaBMbl  NauueHTa, ChnefyinTe  NpefocTaBNeHHON
3aBOJIOM-N3rOTOBUTENEM NHCTPYKL MK no
"ar.nnvstsllvm ycTooicTBa 060rpeBa naymeHTa.
8. BHAYUEHWNA CMMBOJIOB, YKA3AHHbLIX HA ¥YTMAKOBKE / 1IJNTERPRETATION OF SYMBOLS USED ON THE PACKAGE

Ta6nuina 4 3HAYEHUA CUMBOJIOB, YKa3aHHbIX Ha ynakoBke / Table 4 - Interpretation of symbols used on the package — -
Cumson / Symbol K' 3Ha4veHune cuMMBoNa - Symbol meaning--------- n
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m I lMponssogunTenb Manufacturer

EC REP YNonHOMOYEHHbIN NpefcTaBuTens B EBponelickom coobuiectse*  Authorized Representative in the European Community*
REF Howmep no katanory Catalog Number
Kog naptum Lot Number
1 1 AT
Vicnonb3osaTtb [0 Use By Date
w 3 Serial Number CepuiiHblii HOMep
[Vmax < XX kVp MakcuMmanbHO AONYCTUMOe Harps>keHne (0cobble YCnoBus) Voltage Rating (Specific Conditions)
IIT XpaHUTb B CYXOM MecTe Keep dry
XpaHuTb BAaIM OT UCTOYHUKOB Tenna Keep away from heat
BnaXXHOCTb NpKW YCNOBMAX XpPaHEHMWS Humidity under storage conditions
0 N\
IAV SO0X .
5"CW| TemnepaTypa nNpu YCNOBUAX XpaHeHNs Temperature under storage conditions
EfnHUL, B ynakoBke Packaging Unit
CooTBeTCTBME NpOAyKTa TpeboBaHMaM Mo 6GesonacHocTm ans  Product compliance with consumer safety, health and environmental
C € notpebuTenei, MeAMNKO-CaHNTapHbIM Tpe6oBaHUAM n requirements of the European Union.*
10
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["only

TpeboBaHMAM N0 6e30MacHOCTU  ANs  OKpYXKaroLlen
Esponelickoro Cotosa.*

BHumaHne! ®depepansHbiM  3akoHom CLUA  npofaxa 3Toro
yCTpoWcTBa paspeLueHa TOJIbKO NNLEH3NPOBaHHOMY
NpakTUKYHoLLeMy MeapaboTHUKY WK MO ero 3akasy.™

cpeap!

CM. MHCTPYKLMIO MO MPUMEHEHUIO

YKasblBaeT Ha TO, YTO 3/IEKTPUYECKOE W 3NEKTPOHHOE u3genue
(93N) cofepXUT TOKCMUHbIE U OMacHbIe BELLLECTBA UM 3/IEMEHTHI
B KOHLEHTpauusx, MpeBbILIAOWNX MaKCUManbHble 3HaYeHus.
HasBaHuA W cofep)KaHne TOKCUYHBLIX W OMacHbIX BELecTB Win
3/1eMeHTOB YKa3aHbl B PYKOBO/CTBE M0 3KCnayatauuu U3fenmns Ha
KuTalcKoM A3blKe. Yncno «10» B 0603HA4YEHUN OTHOCUTCA K CPOKY
6e3o0nacHOro 18 OKpyXXawLlleli cpefbl UCMO/b30BaHUA; nocse
NCTeyeHMs cpoka 6e30MacHOro [Ansa  OKpyxarwuled  cpefbl
NCNONb30BAHUA OHWU [O/DKHbl ObITb MOMELLEHbI B CUCTEMY
yTunusauumn (ob6o3HayveHne, npuHaToe B KuTaickoit HapogHoit
Pecnybnuke nns orpaHuyeHWs COAepXKaHWUs OMacHbIX BELLecTB
IROHS) B 3neKTPUYECKUX W 3/IEKTPOHHbIX U3AeNnax).*

YKasblBaeT Ha TO, YTO 3NEKTPUYECKOe W 3NIEKTPOHHOE Wn3aenne
(93N) cofepXUT TOKCMUHbIE U OMAacHbIe BELLECTBA WU/IN 31EMEHTHI
B KOHLIEHTpauuMax, npesBblWaloWnX MakcumabHble 3HauyeHus.
HasBaHusa ¥ cofepXaHne TOKCMYHbLIX W OMacHbIX BeLecTs Wnu
3/1eMeHTOB YyKa3aHbl B PYKOBOACTBE M0 3KCNyaTauumn nsgenuns Ha
KUTaCKOM s3blke. Yncno «10» B 0603HAYEHUN OTHOCUTCS K CPOKY
6e30MacHOro A8 OKpY>Kalollel cpefbl UCMONb30BaHWSA; MNoc/e
NCTeYeHNss cpoka 6Ge3onacHoro [N OKpyxKatowlelk  cpegpl
MCNONb30BAHUA OHW [O/DKHbI OblTb MOMELLEHbI B CUCTEMY
yTunmnsaumm (0603HauveHve, npuHaToe B Kutaickoin HapopgHoii
Pecny6nvuke fns OrpaHWyeHUs COAEPXKaHWA OMacHbIX BeLLECTB
TROHS" B 3/1eKTPUYECKNX N 3NIEKTPOHHBIX U3LENNsAX).*

* - ynakoBka N MapKunpoBka MeANLUWUHCKOro mn3genma Mo>KeT He
cofjep>KaThb OTMEYEHHbIE CUMBO/bI. Takke MOryT
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Caution: Federal (USA) law restricts this deyice to sale by or on the
order of a Licensed Healthcare Practitioner.*

Consult Instructions For Use

Indicates that the Electrical and Electronic Product (EEP) contains
toxic and hazardous substances or elements oyer the defined maximum
concentration yalues. The names and content of the toxic and
hazardous substances or elements shall be proyided in the Chinese
product instruction manual. The number *“10” in the symbol refers to
the enyiroment-friendly use period; after their enyironment-friendly
use period expires, they shall be put into the recycling system
(People’s Republic of China symbol for Restriction of Hazardous
Substances (RoHS) in electrical and electronic products).*

Indicates that the Electrical and Electronic Product (EEP) contains
toxic and hazardous substances or elements oyer the defined maximum
concentration yalues. The names and content of the toxic and
hazardous substances or elements shall be proyided in the Chinese
product instruction manual. The number “10” in the symbol refers to
the enyiroment-friendly use period; after their enyironment-friendly
use period expires, they shall be put into the recycling system
(People’s Republic of China symbol for Restriction of Hazardous
Substances (RoHS) in electrical and electronic products).*

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



COLep>KaTbCAd  CUMBObI,
cTaHjapTamu.
8.2. CpOK rogHocTu, CPOK Cy>0bl
CpoK rofHOCTW 3M1eKTPOA0B BO3BPATHbIX 3/IEKTPOXUPYPrUUecKux - 24 Mecaua.
8.3. dopma nocTtaBku
Kaxpaas ynakoBka MeLULMUHCKOTO W3LeNns COLEPXMUT 3MeKTPOJ BO3BPATHbIN
3NEKTPOXMPYPIrUYECKMIA, MHOIOPa3oBOro MCMO/b30BaHNA C OAHUM WU ABYMS
npeayCcTaHOBNEHHbIMU  COEAVHUTENbHBIMU  Kabenamu (B 3aBUCUMOCTU  OT
BapvaHTa UCMOJIHEHUS), a TaK)Xe MHCTPYKLMIO MO aKCnayaTaunm MeLUUnHCKOro
N30ennsa 1 rapaHTUAHbIA BKNagbILL.

MpUHAANEXHOCTM  MOCTaBAATCA B WMHAMBMAYaNbHbIX  YMNakoBKax npwu
HeobX0ANMOCTH.
9. MEPEYEHb MATEPVA/TOB XXMNBOTHOIO 7 wmnnwn

YEJ/TOBEYECKOI'O NMPONCXOXOJEHWA

HenpumeHnmo. [aHHOe MeAWLMHCKOE W3JeNnve He COLepXWUT maTepuasnsl

YXMBOTHOIO 1 (MN) Ye/IOBEYECKOrO NMPOUCXOXAEHUS.

10. NTH®OPMALLNA @] MPOBEAEHHDbIX NCMbITAHNAX,
MPOTOKOJIAX WCMbITAHUW, AHAMM3E MOJYYEHHbIX
OJAHHbBIX

MeauunHCKoe n3genmne BblAepXXann UCNbITAHUA MO BEPUDMKALUN N BaMAaLMM

N YLOBNETBOPAIOT TpeboBaHMAM cnegyowmx craHgapTos: 1SO 10993-1, 1SO

10993-5, ISO 10993-10, 1ISO 10993-12, EN 60601-1, EN 60601-2-2, ISO 14971,

ISO 13485, EN 62366, EN 1041, ISO 15223-1, MEDDEYV 2.7.1, ISOATR 14969.

11. TPEBOBAHWNA BE3OINMACHOCTUN NN SPDPEKTUBHOCT MU

11.2. TpepynpexaeHnsa v Mepbl NPegoCcTOPOXKHOCTH

MpepynpexaeHns

* B BO3BpaTHOM 3/1EKTPOAE NPUYMEHEHa TEeXHONOrns OrpaHWYeHus TOKa,
KOTOpas aBTOMaTU4YeCKN OrpaHMUMBAET TOK B LIENU B CNyyae YMeHbLUEHUS
naowann KoHTakTa MeXay 3/1eKTPOAOM W MauMeHTOM [0 YPOBHSA HuXe
YCTaHOB/EHHOr0 3HayeHuns. MoaTtomy curHan Tpesoru reHepatopa CQM He
OyaeT 3ByyaTb NpPM OTCYTCTBMM KOHTaKTa nNauueHTa C 31eKTPOLOM.
BcTpoeHHas B 3neKTPO/ TEXHONMOM NS OrpaHNYeHns ToKa npefHasHayeHa 4is
TOro, u4TOObI M36exaTb O0XOroB B MeCTax HaknafoK 3a Ccuet
aBTOMATMYECKOro OrpaHWYeHWsa TOKAa B LENW B C/lyvyae COKpalleHus
naowanm KoOHTaKTa nauMeHTa W 3/IeKTpoJa HWKe YCTaHOB/EHHOrO

12
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He perynupyemble HauWoHaNbHbIMU

7.1. Shelf life, use by date

Shelf life of the Reusable Electrosurgical Return Electrodes - 24 months.

7.2. How supplied

Each package of a medical device contains a reusable electrosurgical return
electrode with one or two pre-installed connectors (depending on the variation
of medical device), instruction for using the medical device and insert warranty.

Accessories are supplied in individual packs as required.

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

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

The medical device has passed the verification and validation tests and meet the

requirements of the following standards: ISO 10993-1, ISO 10993-5, 1SO

10993-10, ISO 10993-12, EN 60601-1, EN 60601-2-2, 1ISO 14971, ISO 13485,

EN 62366, EN 1041, ISO 15223-1, MEDDEV 2.7.1, ISO/TR 14969.

10. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

10.1. Warnings and precautions

Warnings

e The Return Electrode utilizes current limiting technology that

automatically limits the circuit current in the event the area of contact
between the electrode and the patient drops below predetermined levels.
Therefore, a CQM generator alarm will not sound if the patient is not in
contact with the electrode. The current limiting technology built into the
electrode is designed to prevent pad site burns by automatically limiting
the circuit current in the event the area of contact between the patient and
the electrode drops below predetermined levels, resulting in a noticeable
reduction in the electrosurgical effect.



3HayeHus, B pesynbTare yero 3Ha4YNTENBHO CHWKaeTcA
ANEKTPOXMPYPrUYECKUIA IDEKT.
ONna fOCTMXKEHNA Heob6X04MMOro agheKTa MCNoMb3yiTe Kak MOXHO 6onee
HWU3KMEe HaCTPOMKM MOLLHOCTH.
cnonb3yiiTe TONbKO M30/1MPOBaHHbIE FeHepaTopbl.
Bo3BpaTHbI 31eKTPO4 MOXXHO MUCMO0/b30BaTh A5 NaUMeHTOB C Maccoi Tena
or 0,35 kr (0,8 ¢yHTa). MakcumanbHad Macca Tena nauyueHTa He
orpaHuyeHa.
He knagute BO3BpaTHbIN 3NEKTPOL HEMOCPEACTBEHHO Ha METaNIMYECKYHO
MOBEPXHOCTb.
He wncnonb3yinTe BO3BPaTHbLIA 3/1EKTPOL CO CheuuanbHbIMU  peXxnmamm
reHepaTopos, Hanpumep, pexxumamu peskun HIGH CuUT
(BblCOKO3(h(heKTMBHbINM) nnn ENDO CUT ((hpakuMOHMPOBaHHbLINA) Mpu
NCMO/Ib30BaHUN 3NEKTPOXNPYpPruyeckux reHepatopos ERBE ICC 200, 300,
350 wu  VIO. 3T0 MOXeT nNPWBECTM K  HexenaTe/lbHOMY
3NEeKTPOXMPYPruYecKomy agexTy.
Korga reHepatop paboTaeT, [AepXuTe HEUCNONb3yeMOe aKTUBHOe
BCnomMoraresibHoe 060pyfoBaHWe nojasblie OT nauueHTa M BO3BPaTHOro
3NEeKTPOa UM XPaHWUTE ero B 3/IEKTPUYECKN M30/IMPOBAHHOM KOHTEMHEpe.
He vcnonb3yiiTe BO3BpaTHble 3/1EKTPOAbI C paspe3aMn U paspbiBamu, npu
KOTOPbIX OTKPbIBAETCA MOMUMEP, A0 BbIMONHEHUA HaA/1eXallero peMoHTa.
PUCK BO3ropaHusi OrHeonacHbIX rasoB W ApPYruxX MaTepuasioB XapakTepeH
AN19 3NeKTPOXUPYPrUYECKUX MPOLEAYP U HE MOXET OblTb UCK/THOYEH 3a CYeT
KOHCTPYKL UK YCTPOIiCTBa. Heobxognmo cobnogartb Mepbl
NPefoCTOPOXHOCTM,  M36eras  KOHTaKTa  JIerKOBOCM/IaMEHSAOLWMNXCA
mMaTepuanoB U BeWeCcTB C 3/1eKTPOXMPYPrUYecKUMU  3N1EKTPOLaMU,
He3aBMCUMO OT TOro, MPUCYTCTBYHOT OHM B (DOpMe aHecTeTMKa Wn
npenaparta A9 NOLrOTOBKM KOXW, 06pa3oBa/MCb B XOLE eCTECTBEHHbIX
MPOLLECCOB B TMOMIOCTAX OpraHu3Ma WM WX WUCTOYHUKOM  SABMSAETCHA
orepaumnoHHas NPOCTbIHA, TpaxeanbHas Tpybka wau Lpyrue marepuanbl.
UT06bl M36eXaTb pUCKa BO3ropaHUs B Tpaxee, 3anpeLiaeTcs MUCMo/b30BaTb
3MIEKTPOXMPYPrMYECKY0 Mpoueaypy A1 BXOXAEHWA B Tpaxew npu
BbINOMHEHMNMW TPAXeOCTOMUMN.
[na npoBefeHUs XUpPYpruyeckux npouesyp, Npv BbINOMHEHUU KOTOPbIX
BbICOKOYACTOTHbIA 3M1EKTPUYECKUI TOK MOXET MPOXOAWUTbL Yepe3 4acTu
13
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Use the lowest possible power settings to achieve the desired effect.

Use only with isolated generators.

The Return Electrode may be used with patients weighing from 0.35 kg
(0.8 Ibs). There is no maximum weight restriction.

Do not place the Return Electrode directly onto a metal surface.

Do not use the Return Electrode with specialty modes on generators. For
example, HIGH CUT or ENDO CUT modes when using the ERBE ICC
200, 300, 350, or VIO series of electrosurgical generator(s). Doing so may
result in a different electrosurgical effect than intended.

When the generator is operational, keep active accessories away from the
patient and the Return Electrode, when not in use, or store in an electrically
isolated container.

Do not use the Return Electrode with any cuts or tears that expose the
Polymer until properly repaired.

The risk of igniting flammable gases or other materials is inherent in
electrosurgery and cannot be eliminated by device design. Precautions
must be taken to avoid contact of flammable materials and substances with
electrosurgical electrodes, whether they are in the form of an anesthetic or
skin preparation agent, are produced by natural processes within body
cavities, or originate in surgical drapes, tracheal tubes, or other materials.
To avoid the risk of tracheal fires, never use electrosurgery to enter the
trachea during tracheostomy procedures.

For surgical procedures where the high frequency 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.

Failure to cap the extra cord of the Dual Cord Patient



Tena, MWMelolMe OTHOCUTENbHO He6OoMbLIY MNMoWadb MOMepevyHoro
ceueHus (Hampumep, B cnyyae 06pe3aHust), MOXHO PeKOMeHA0BaTb
NCMONb30BaHWe  ABYXMOJOCHOW  METOAMKM,  4ToGbl  U3GexaTb
HEeXenaTeslbHOTO NMOBPEXAEHUS TKaHeiA.

OTCyTCTBME KOMMayka Ha JONONHUTENBHOM LUHYpPe BO3BPATHOTO 3/1EKTPOAa
Dual Cord Bo Bpems ero UCMo/b30BaHUs MOXKET CO3AaTb Yrpo3y MOPaXKeHNs
3NEKTPUYECKUM TOKOM.

Mepbl NPesocTOPOXKHOCTHU

CBefieHMs 0 Hag/exawem WCNoAb30BaHUM  3N1EKTPOXMPYPrMUecKoro
ob6opyfoBaHNs NpuBeLeHbI B PYKOBOACTBE MO 3KCMJyaTalmm reHeparopa.
Kak 1 B cnydae [pyrMx MegULMHCKUX YCTPONCTB, cnepyet wu3beratb
CKOM/MEHNA XUMUYECKUX BeLLeCTB WM XKUAKOCTER, KOTopble MOryT
CNoco6CTBOBATbL HAPYLLEHWNIO KOXHOFO MOKPOBa MauveHTa Wan NpuBOAUTb
K 06pa3oBaHMIO NPOJIEXHEBbIX A3B.

He ponyckaiite, 4To6bl MauMeHT pacnonarancid HenocpeAcTBEHHO Ha
XKECTKOM Yy wnu Kabene BO3BPaTHOrO 3/1eKTPoAa, 4YTO6bl M36eXaTb
CO3/aHNs BO3MOXHbIX TOYEK [aB/IeHuns.

Ona 3awmTbl nNayMeHTa OT 00pa30oBaHUA MPOJIEXHEBLIX 3B ClefynTe
Haf/iexxallMm MeToAMKaM 1 npoueaypaM yxoja.

CTepunn3oBaTb BO3BPaTHbIE 3/1EKTPOAbI He Creayer.

36eraitiTe KOHTaKTa C OCTPbIMU NMpeLMeTamMy U KPOMKaMU.

Hn B Koem cnyyae He MCNONb3YyWTE AN YACTKM BO3BPATHOrO 3/71eKTpoja
Ae3NHpMUMPYIOLLINE CPeACTBa, coaepallne 6onee 70% cnmpTa. 3TO MOXET
NPMBOANTL K 3aTBEPAEHUIO BHELLHEN 060/0UKN.

K akcnnyaTaymm 3atoro ycTpoucTBa AO/DKHbI [OMYCKaTbCA TONbKO Bpauu,
3HAKOMble C 3NIeKTPOXMPYPrUYECKUM  [eiACTBMEM Ha  OMepupyembiX
nayMeHTOoB.

Vcnonb3oBaHve W Hafnexallee pacrnonoXeHve BO3BPaTHOrO 31eKTpofa
ABNAOTCA onpefenstowum pakTopom 6e30nacHoro M 3HeKTUBHOro
NPUMEHEHUS  OLHOMOMIOCHOW  3MEKTPOXMPYPrMYECKOW  METOAMKM, B
4aCTHOCTM B MNaHe MNpefoTBpalleHns oxXoros. CreayiTe ykasaHUsM W
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Precautions

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

As with other medical devices, avoid pooling of chemicals or fluids that
may contribute to patient skin breakdown or pressure ulcer formation.
Avoid placing the patient directly on the rigid comer or cable of the Return
Electrode to avoid possible pressure points. Universal Mega Soft Pads and
Universal Dual Mega Soft Pads does not have the same level of pressure
reduction capabilities of other thicker Return Electrodes.

Follow proper nursing practices and procedures to protect the patient from
pressure ulcers.

Do not sterilize the Return Electrode.

Avoid sharp objects and edges at all times.

Never use disinfectant containing more than 70% alcohol to clean the
Return Electrode. It may cause hardening of the outer skin.

Only physicians familiar with electrosurgical effects on surgical patients
should operate this device.

The use and proper placement of a return electrode is a key element in the
safe and effective use of monopolar electrosurgery, particularly in the
prevention of burns. Follow directions and recommended practices for the
preparation, placement, surveillance, and use of this return electrode.

To reduce the chance of alternate site burns due to alternate current
pathways, the patient, when practical should not be allowed to come into
contact with metal parts that are grounded. It is recognized that this
recommendation may not be practical during certain procedures; however.



PeKOMEHA0BaHHbIM MeTOAMKaM MOArOTOBKW, Pa3MeLleHus, KOHTPoNs W
MCMOo/Ib30BaHNS BO3BPATHOIO 3M1eKTPOAA.

[N CHYKEeHNS puCKa 0XX0roB ApYrux y4acTKOB Tena 13-3a a/ibTepHaTUBHbIX
nyTel NPOXOXAEHWS TOKa, CrefyeT Mo BO3MOXHOCTU u3beratb KOHTaKTa
nauuMeHTa C 3a3eMIeHHbIMU MeTal/IMYecKUMMn npeameTamu. PasymeeTcs,
3Ta peKOMeHJaunMs MOXET OblTb NPaKTUYECKM HEeOoCyLWecTBMMON Mpu
BbIMO/IHEHMM  HEKOTOPbIX  MNpouedyp; O4HaKo  ans  obecrneyeHus
MaKcumasbHOn  6e30nacHoOCTU nayveHTa  nNpM  MCMNO/b30BaHMM
3NEKTPOXMPYPIrUYECKUX YCTPONCTB, MNPUMEHEHUE MNOAOOHbIX MeTOAUK
[OMKHO ObITb CBEAEHO K MUHUMYMY.

JNeKTpoXupypruyeckme Kabenu [OSMKHbI pacrnonaratbCAd Tak, 4TOoObI
KOHTaKT C NayneHToM 6bl/1 MUHUMaNbHbIM, & COMPUKOCHOBEHWE C APYTVMU
npoBogamMun 6bl/I0 UCKIKOYEHO BO M30eXaHWe HEeraTMBHOrO B/IMSHUA Ha
paboTy 3/1IeKTPOHHOr0 060py0BaHNS.

Habnogaemas Hu3Kas BbIXO4HAs MOLHOCTb WM HeucripaBHas paboTa
3NEKTPOXMPYPrUYecKoro 060pyoBaHMs Npu 0BbIYHbIX HACTPONKAX MOryT
yKa3blBaTb Ha HEnpaBW/IbHOE PAacrosioKeHWe BO3BPATHOIO 3M1eKTpoja unu
MOBPeXJeHWe 3NeKTPUYECKOro nposoja. He yBennumBaite BbIXOAHYHO
MOLLHOCTb, He Yy6eAuBLIMCb B OTCYTCTBMM OYEBUAHBLIX [edeKToB U
NpaBWIbHOCTN  PacMooOXeHWUs anekTpoga. B cnyyae OAHOMONKOCHOM
XUPYPrum 3@eKTUBHbIA KOHTAKT MeXAy MauveHTOM W BO3BPaTHbIM
3/1eKTPOLOM HeOoOXOAMMO MPOBEPSATb NPU KaXKLOM M3MEHEHWUW MONOXEHUA
naymeHTa.

SNeKTPOXMpypruyeckme ycTpoincTea MOryT co3faBatb NOMeXU 415 4pyroro
obopynoBaHus. ans nayueHToB c KapAMoCTUMYNATOpamMm,
3M1EKTPONPOBOAALLUMN U PYTUMU aKTUBHBLIMW MMMaHTaTaMu CyLLecTByeT
NnoTeHUManbHas  ONAacHOCTb,  CBA3aHHas C  KOHUeHTpauuenh  wmm
nepeHanpaB/eHeM BbICOKOYACTOTHbIX TOKOB. BbICOKOYACTOTHbIE TOKM
nomex MOryT MOBPeAUTb KapAMOCTUMYNATOP WAW APYroW aKTWBHbIN
MMnnaHTat. B cnyvyae COMHEHMIA 06paTuTech 3a KBaIUPULMPOBAHHbLIMU
peKoMeHZauMsM1 K NPOn3BOAUTEN0 060pyA0BaHNS.

Kak n B cnyuyae n06bIX BO3BPaTHbIX 3/1EKTPOLOB, CrefyeT wu3beratb
KOHTaKTa pas/IMyHbIX YYaCTKOB KOXW NauueHTa (Hanpumep, pyK W Tena
nayuneHTa), Hanpumep, NPONOXMNB MEXAY HUMU CYyXYH Mapsto.
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to maximize patient safety during the use of electrosurgical devices, such
practices should be minimized.

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.

Apparent low power output or failure of the electrosurgical equipment to
function correctly at normal settings may indicate faulty application of the
return electrode or failure of an electrical lead. Do not increase power
output before checking for obvious defects or misapplication. For
monopolar surgery, effective contact between the patient and the return
electrode must be verified whenever the patient is repositioned.

Use of electrosurgical devices can cause severe electromagnetic
interference in other devices, for patients with cardiac pacemakers,
electrically conductive or other active implants, a possible hazard exists
due to the concentration or re-direction of HF currents. The pacemaker or
other active implant may be damaged due to the interference of HF
currents. In case of doubt, approved qualified advice should be optained
from the device manufacturer.

As with any return electrode, skin-to-skin contact (for example between
the arms and body of the patient) should be avoided, for example by
insertion of dry gauze.

When high frequency surgical equipment and physiological monitoring
equipment are used simultaneously on the same patient, any monitoring
electrodes should be placed as far as possible from the surgical electrodes.
Needle monitoring electrodes are not recommended. In all cases,
monitoring systems incorporating high frequency current limiting devices
are recommended.



e [lpy OAHOBPEMEHHOM  MCIIOJIb30BAaHHH Ul OAHOr0  MaUMEeHTa
BBICOKOYAaCTOTHOrO XHpYpruyeckoro obOpynoBaHHs U CpPEACTB KOHTPOJIS
¢u3MoNOru4ecKUX MNokKasaresieid, BCE HCMNONb3YEMbIE I KOHTPOJsS
3MEKTPO/Ibl CAEAYET pacnoiararb Kak MOXHO Jajibllie OT XMPYpPrU4ecKuX.
Hcnonb30BaHHE HIOALYATHIX KOHTPOJIbHBIX JIEKTPOJIOB HE PEKOMEHAYETCH.
B moboMm cilyyae peKOMEHAYeTcs HCMONb30BaThb CHCTEMbl KOHTPOJA CO
BCTPOEHHBIMH YCTPOMCTBAMH OTPaHHYEHHs BLICOKOUYACTOTHBIX TOKOB.

12. ”THO®OPMAIIUSA O JIEKAPCTBEHHBIX IPEIIAPATAX H (MJIH)
®APMALIEBTUHYECKHUX CYBCTAHIIUSAX B COCTABE MH

DTOT pazien He NPUMEHHM K JaHHBIM M3JE/UAM, TaK KaK M3JIE/IUA HE coepXaT

JIEKapCTBEHHbBIX BELLECTB W HE HCMOJb3YIOTCA B COYETAHHH C JIEKAPCTBEHHBIMH

BELLECCTBAMH.

11. 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.

13. HHCTPYKUHA 1O OYUCTKE H YXOOY

1) MpoussoauTth uYUCTKY M (MAH) AE3MHPEKUMIO BO3BPATHOrO 3NEKTPOAA,
KOMMIEKTa J/MEMEHTOB 3alUMTHOro 4Yexna U kabens ciaenyer OAHMM M3
CNeAyIOWMX  pacTBOpoB: cnabeiM  pactBopom  xsopku  (10:1);
rmoTapaibaeruaoM; o-penun-dpeHonoM; o-6ensun-n-xnoppeHonom; n-
Tpet-amundenonom. TiarensHo mMpomoiTe BO3BPAaTHLIH 3MEKTPOA H
KOMIMJIEKT 3ME€MEHTOB 3alUMTHOrO 4Y€XJa YHCTOH BOMOH Ul YAaneHWA
ocajaka, oO6pa3oBaBLuerocs B pe3yJibTaTe IPUMEHEHHSA YUCTAUIMX PACTBOPOB.
Heynanenue XHMHYECKOIr0o ocajika MOXET  MPHUBOAMTH K
MpexXAeBPEMEHHOMY pa3pyLIeHHIO HapyXHo# o6onouku. Crniupt u apyrue
CHbHbIE J1e3MHPULMPYIOILHE CPEICTBA MOTYT NPUBOAUTL K 00pa3oBaHHIO
NATeH MM 3aTBEpAECBaHMIO BHeWHeH o6onouku osnextpogos. He
JONYCKAETCS MPUMEHATL YUCTALLME PAaCTBOPLI, COAEpXKAlllHE MEPOKCHA.

He nomnyckaiiTe KOHTaKTa YHCTALLMX PacTBOPOB WIH NPOMBIBOYHO# BOJbI €
METaJUTHYECKHMH pa3beMaMH.

[pocylnTe BO3BpaTHBLIA 3MEKTPOL M KOMIUIEKT 3JIEMEHTOB 3ALUMTHOrO
yexJia BO3BPAaTHOrO 3MEKTPO/ia Nepe HCMoNb30OBAHHEM B CCAYIOLIMHA pas.

2)

3)

12. CLEANING AND CARE INSTRUCTIONS

1) Clean/disinfect the Return Electrode, sheath assembly and
cable with any of the following solutions: mild bleach
solution (10:1); glutaraldehyde; o-phenylphenol; o-benzyl-
p-chlorophenol; p-tertiary amylphenol. Thoroughly rinse
the Return Electrode and sheath assembly with clear water
to remove any residue from cleaning solutions. Failure to
remove chemical build up may cause premature failure of
the outer skin. Alcohol and other strong disinfectants may
cause staining or hardening of the electrode’s outer skin.
Cleaning solutions with peroxide should not be used.
Do not allow cleaning solutions or rinse water to come in
contact with metal connectors.
Dry the Return Electrode and sheath assembly prior to next
use.

2)

3)

14. TPEBOBAHUS K TEXHHYECKOMY OBCIYXHBAHHIO U
PEMOHTY MH

Q6mue ceefeHus

e PemonTHblii Habop Mega Soft MOXHO nerko MCnonb30BaTh AN PEMOHTA

noBpeXACHUIl BHeLHeH 060104KH INEKTPOaa.

13. REQUIREMENTS FOR TECHNICAL SUPPORT AND
REPAIR OF MD
General information
e A Mega Soft Pad Repair Kit can easily be used to repair
damage to the electrode’s outer film. Follow the
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Eciu BO3BpaTHbIi 31€KTPOA He paboTaeT A0MHKHBIM 06pa3oM, TO TEXHHK NO
GUOMEIMLUMHCKOMY OOOpYJOBaHHIO MOXET HW3MEPHTL COMpPOTHBICHHC
kabeneit U yriosoro coeqHeHus. ECu pe3ynbTHpyioliee CONPOTHBICHHE
MeXay KoHuamu kabened Gonbwe 3 Om (kpome kabeneii «Kabenb
COeMHUTENbHBIA, nepexoanuk, 2.4 M» u «Kabenb COeNUHMTENBHBIH,
nepexoaHuK, 4.4 mM»), BbIBEAUTE SNEKTPOL H Kabenu U3 JKCIUTyaTauuu M
CBYKHTECDH C OT/IENIOM OBCAYXHMBaHUA KIHEHTOB koMnaHuM Megadyne s
3aMeHBbl BO3BPATHOTO 31EKTPOJia UK Kabens B COOTBETCTBUHM C YCIOBHAMH
rapaHTHH.

B cnyuae kabeneit «Kabenb COEANHUTENbHBIH, MEPEXOAHHUK, 2.4 M» H
«Kabenb coe AMHUTENbHBIN, NEPEXOAHHK, 4.4 M», €CIIH U3MEPEHHAA EMKOCTh
MeXy KOHLaMH kabend BLIXOAMT 3a Mpelesibl AHanasoHa 90-110 Hd,
HeOOXOAHMMO BLIBECTH Kabenb M3 IKCIUlyaTallMM M CBA3aThCad €
npeAcTaBUTeNleM OTAena O6CNYXKHBAHHA KIHEHTOB JUIA  3aMCHBl B
COOTBETCTBHH C YCAOBHAMH rapaHTHH.

instructions for use included with the repair kit for more
information.

If the Return Electrode is not functioning as expected, a
biomedical technician may measure the resistance of the
cables and corner connection. If the resulting resistance is
greater than 3 ohms end to end for all cables except «CQM
Compatibility Cable, reusable standard connector 2.4 m»
and «CQM Compatibility Cable, reusable standard
connector 4.4 m», please remove the electrode and cables
from service and contact Megadyne customer service for
Return Electrode or cable replacement according to the
terms of the warranty.

For the «CQM Compatibility Cable, reusable standard
connector 2.4 m» and «CQM Compatibility Cable, reusable
standard connector 4.4 m» cables, a capacitive reading
outside a range of 90 nF and 110 nF, end to end, remove
the cable from service and contact your customer service
representative for a replacement according to the terms of
the warranty.

17

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




15. YCJ/1OBNA TPAHCIMOPTUPOBKW N XPAHEHUA

TpaHcnopTMpOBKa

* He TAHMTE, He NOAHMMANTE U HE HOCUTE 3/IEKTPO, 32 LUHYP. DTO MOXeT
NPUBECTUN K 3N1EKTPUYECKOI NOSIOMKE.

e Bcerga cobntogainte 0CTOPOXHOCTb MpW 06paLLeHNN C BO3BPATHbLIM
anekTpogoM. OCTOPOXHO CHUMaKTE 3/1eKTPOZ CO CTOMA WK ApYyroro
XUPYPruyeckoro obopynosaHus.

* BosBpaTHbIil 3neKTpo4 He06Xx0AMMO CBOGOAHO CBOpaYMBaTh UK
CKnagpiBaTb U NMepeHOCUTb Ha pyKax (Kak miajeHua).

* B cnyuae nepeHoca anekTpoga 6e3 nofaepXky BHeLLHAA 060/104Ka MOXET
PacTAHYTLCA W BbI3BATb YPE3MEpPHbIe HaMPSHXKEHUS, NPUBOAALLME K
pacc/ioeHuto.

* B cnyuae nogvema n3genus 3a yriibl BHELLHAS 060/104Ka MOXET
PacTAHYTbCS, YTO NPUBEAET K 06pa30BaHM0 PaCTSHKEK WM pa3pbiBOB.

Tabnuua 5. Y cnosusi TPaHCNOPTUPOBKMU:

, HanmeHoBaHuMe Jdnana3oH
Temnepatypa, °C OT—34 po 65

OTHOCUTENMbHAs BNAXXHOCTb, % Ot 1500 95

ATMocepHoe gasneHue, rfa Ot 700 no 1060

XpaHeHue
e XpaHuTb B CYyXOM MecTe
e XpaHuTb BAann OT UCTOYHMUKOB Tensa

Tabnuua 6. YCnoBus XpaHeHus:

HanmeHoBaHue a Jdnana3oH
Temnepartypa, °C Ot 510 50
OTHOCUTEeNbHAA BNAXHOCTb, % Ot 15 o 95
ATMOC(epHoe faBneHue, rfa Ot 700 o 1060
16. NOPAAOK n YCNOBP14 y TN {ALUNN NJTN YHNUTOXEHNA

MW
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14. CONDITIONS OF TRANSPORTATION
STORAGE
Transportation
» Do not pull, lift, or carry by the cord. This may cause
electrical failure.

AND

» Always handle the Return Electrode with care. Carefully

remove it from the table or other surgical equipment.

e The Return Electrode should be loosely rolled or folded

and cradled (like a baby) when carried.

« Carrying the electrode unsupported can stretch the outer
skin and cause undue stress that may result in splitting.
e Lifting the product from the corners may stretch the outer

skin, causing stretch marks or tears.

Table 5. Transportation conditions:

Designation u Range
Temperature, °C From —34 to 65
Relative humidity, % From 15to 95
Barometric pressure, hPa From 700 to 1060
Storage
e Keep dry

e Keep away from heat

Table 6. Storage conditions:

Designation , Range
Temperature, °C From 5to 50
Relative humidity, % From 15 to 95
Barometric pressure, hPa From 700 to 1060

15. MD DISPOSAL RULES AND CONDITIONS



&

e

Uznenua yTHausvpyloTcs JeYeOHBbIM  YYPEXACHHEM B COOTBETCTBHH C
tpeGosanusamu CaulluH 2.1.3684-21 . Hsnenua nocne MCTEYEHHA CpoOKa
FOJHOCTH OTHOCATCA K 3MUIEMHONOrMYeCKH Oe30MacHslM OTXOJaM H
YTHIIM3HPYIOTCS KaK OTXO/bI kutacca A.

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.

17. TAPAHTHUS U PEKJIAMAILIHUSA

Komranus «Meranaitn Meaunkan [lpomakrc, Uuk.» (nanee «Meranaiin»)
rapaHTMpyeT NepBOHAYalbHOMY MOKYNATeNo OTCYTCTBHE MPON3BOACTBEHHBIX
aedexToB, a Takke ACPEKTOB B MaTepHanaxX 3/ME€KTPHYECKHX KOMIMOHEHTOB
MHOIOpa30BbIX BO3BPATHbIX NEKTPOXHPYPrHYECKHUX 3/1EKTPOAOB NMPH YCIOBHH
MX HOpPMAJBHOTO Hcnoab3oBaHus. OO6s3atenscTsa komnahuu «Meranainy,
BHITEKAIOLLHE U3 HACTOsALIEH rapaHTHH, OTPAHHYHMBAIOTCA KPEAMTOM Ha 3aKyNKy
cnenyioweii napTun 3nektpoaos B pasmepe 1/24 (1/18 ans anektponos
Bo3BpaTHbIX Mega 2000) 3aKkynouyHOH uUEHbI BO3BPALLECHHOrO JJIEKTpPoOJa 3a
KK Mecsil, OCTaBIIMHCA O HUCTEYEHHMs CpOKa TFOAHOCTH BO3BPALICHHOro
3NeKTpoAa, €cMH  (aKT HEUCNPABHOCTH  INIEKTPHYECKHX  KOMITOHEHTOB
BO3BPALIEHHOTO 3MeKTpoja OyaeT MOATBEPXKACH pe3yNbTaTaMH 3KCMEPTH3bI,
npoBeficHHOH  komnanueit  «Merapain»*.  Hacrosuias rapaHTHs  He
pacnipocTpaHsieTcs Ha moboe H3aenue, koropoe: (1) noasepriock
HeONaronpUATHOMY BO3JCHCTBHIO B PE3Y/IbTaTe MCIO/Nb30BAHHA COBMECTHO C
M3AENUAMH, H3rOTOBIEHHBIMH  HAH  TNpOJAaBacMbIMH  CTOPOHaMH, HE
YNOJHOMOUYEHHBIMU Ha TO KoMnaHHe# «Meranaiiny»; (2) noaBepriaoch peMOHTY
WIH W3MEHEHHIO KOHCTPYKLMH MPH OTCYTCTBHM Ha TO YKa3aHW! KOMMAaHHH
«MerapaiiH», 4TO, MO MHEHHIO XoMnaHWW «Meragaiin», Morio okasarb
HeraTHBHOE BJIMSIHHE HAa €ro CTaOMIILHOCTD WIH HaJEXKHOCTD; (3) moaseprioch
HeHaieXalleMy MCMOE30BaHHIO, HEOPEXHOMY OOpaLIEHHIO WK ClTy4aHHOMY
MOBPEXEHHUIO; WK (4) HCMONB30BANOCh 6€3 COONONEHHA KOHCTPYKTHBHBLIX H
SKCMTyaTaUMOHHBIX MAapaMeTpoB, TpeOOBaHHWI PYKOBOAALLIMX NOKYMEHTOB H
MHCTPYKUMA 1O MpUMEHEHHIo, MO0 (YHKUMOHANBHBIX, SKCTyaTaUMOHHBIX
MM 3KOJNIOTMYECKMX CTAHJApPTOB, YCTAHOBJEHHBIX A/ aHANOrHYHBIX M3JENHM,
ABJIAFOLLMXCA 00LIEeNPHHATBIMH B COOTBETCTBYIOLLEH oTpaciu
NPOMBILUIEHHOCTH.

3A UCKJIIOUEHUEM CJIVYAEB, KOTJIA JIENCTBVIOLLEE MECTHOE

3AKOHOJATEJILCTBO MPEBAJIMPYET, HACTOALIASA TAPAHTHUA

16. WARRANTY

Megadyne Medical Products, Inc. (Megadyne) warrants to the
original purchaser that the electrical components of the Reusable
Electrosurgical Return Electrodes are free from defect in
material and workmanship under normal use. Megadyne’s
obligation under this warranty is limited to a credit on the next
pad purchase of 1/18" of the purchase price of the returned pad
for each month remaining before expiration of the returned pad
if upon examination Megadyne determines the electrical
components of the returned pad are defective*. This warranty
does not apply to any product that has been: (1) adversely
affected due to use with devices manufactured or distributed by
parties not authorized by Megadyne, (2) repaired or altered
outside of direction of Megadyne in a way as to, in Megadyne’s
judgement, affect it’s stability or reliability, (3) subjected to
improper use, negligence or accident, or (4) used other than in
accordance with the design and use parameters, instructions and
guidelines for the product or with functional, operational or
environmental standards for similar products generally accepted
in the industry.

UNLESS SUPERSEDED BY APPLICABLE LOCAL LAW,
THIS WARRANTY IN LIEU OF ALL OTHER
WARRANTIES, EXPRESS OR IMPLIED, INCLUDING THE
WARRANTIES OF MERCHANTABILITY AND FITNESS
FOR A PARTICULAR PURPOSE, AND OF ALL OTHER
OBLIGATIONS OR LIABILITIES ON THE PART OF
MEGADYNE AND IS A PURCHASER’S EXCLUSIVE
REMEDY. IN NO EVENT SHALL MEGADYNE BE LIABLE
FOR SPECIAL, INCIDENTAL OR CONSEQUENTIAL
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3AMEHSET COBOM BCE [NTPOYUE TAPAHTHUH WJIHU VCJIOBUA, SIBHBIE
WU MIONIPAIYMEBAEMBIE, BKIIIOYAS, TTOMHUMO [IPOYEIO, BCE
[MOJPA3YMEBAEMbBIE TAPAHTHH WIH YCJIOBHUA KOMMEPYECKOH
MPUTOJIHOCTU UJIK COOTBETCTBUA KAKOM-JIMBO KOHKPETHOM
LUEJU, A TAKXE JIIOBBIE JIPYTHE OBA3ATEJIbCTBA HJIN
OTBETCTBEHHOCTb CO CTOPOHbI KOMIIAHHUH «METAJIAHH» W
ABJIIETCA EAUHCTBEHHBIM U UCKITIOYUTEJIbBHBIM CPEICTBOM
CYIAEBHOM  3ALUMTBI T[IOKYIMATEJNA. HHU TIPH  KAKHX
OBCTOSITEJIbCTBAX KOMIIAHUA «METAJIAMH» HE HECET
OTBETCTBEHHOCTHU 3A JIIOBbIE [TOHECEHHBIE T[IPAMBIE,
KOCBEHHBIE, CNELIMOHUYECKUE WIH CIVYYAHUHBIE VBbITKH,
BKJIIOUAS, BE3 OI'PAHMYEHHWM, VYBbITKU, BO3HHUKAIOILIME B
CBs3U C MHCIOJIb3OBAHUEM EE [POAYKLIHH, [IOTEPH
BCJIEACTBHE HEI[OI'IOJ]Y‘-IEHHOI’I [MPUBbUIX, TIPEPBIBAHUE
KOMMEPYECKO# WM IMTPOU3BOJICTBEHHOH AEATEJIbLHOCTH UJIH
B CBS3U C MOTEPEM BU3HECA MJIM JIEJIOBOW PENYTALIMH, 3A
UCKJIIOYEHUEM  CJIYYAEB, npPAMO  MPEAYCMOTPEHHbBIX
COOTBETCTBYIOUIUM 3AKOHOM.

Komnanus «MeraaaiH» He NPUHUMAET Ha cebs M He YNoJIHOMOYHMBAET KaKoe-
nu6o apyroe nuuo Gpath Ha ceba MoOyio APYTyiO OTBETCTBEHHOCTh B CBA3M C
npojaxced WM ucrionb3oBaHuem moboro usnenns «Meranaitt». Komnanusa
«Meranaiii» ocTaBaser 3a co0oil MpaBO Ha BHECEHHE M3MEHEHHIA B
KOHCTPYKLIHIO CBOMX M3A€Hi B M0Goe Bpems 6€3 kakux-nmu60 06A3aTeNbCTB Mo
BHECEHHIO TAKHX K€ WIIH aHAIOTHYHBIX U3MEHEHHMH B KOHCTPYKLMIO W3JENHH
«Meraaaiin», U3roTOBAEHHBIX /UK MPOJAHHBIX paHee.

3asenenus omveveHHble «*» AGAAIOMCA He NPUMEHUMbIMU npu obpaweruu
MeduyuHckozo uzdenus Ha meppumopuu Poccuiickuu Pedepayuu.

DAMAGES INCLUDING, WITHOUT LIMITATION,
DAMAGES RESULTING FROM LOSS OF USE, PROFITS,
BUSINESS OR GOODWILL, OTHER THAN AS
EXPRESSLY PROVIDED BY A SPECIFIC LAW.

Megadyne neither assumes nor authorizes any other person to
assume for it any other liability in connection with the sale or
use of any of Megadyne product. Megadyne may make changes
to its products at any time without incurring any obligation to
make the same or similar changes on Megadyne products
previously built and/or sold.

Statements marked with "*" are not applicable when handling a
medical device on the territory of the Russian Federation.

18. HAUMEHOBAHME U IOPUIUYECKHH AZIPEC
NPOU3BOJUTEJISI MU H YIIOJIHOMOYEHHOI'O
NPEJACTABUTEJIA [TPOU3BOJAUTEJIA B POCCHH

PAZPABOTYHK:

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

DEVELOPER:

20
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Merapnaiin Meaukan [lpoaakrc, Uuk., 11506 South State Street, Draper, Utah
84020, USA (CLLA).

INPOU3BOJAUTEJID:
Merapaiin Meaunkan INpoaakre, Uuk., 11506 South State Street, Draper, Utah

84020, USA (CLLUA).

YIIOJJHOMOUYEHHOHN IPEACTABHUTEJIb IPOU3BOJIUTEJISA B
POCCHHA:

000 «JIxoucon & Jxoucon», 121614, r. Mocksa, yn. Kpsinarckas, a. 17,
Kopnm. 2.

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

DL-INJRUMedical QA@ITS.JNJ.com,

DL-JNJRU-Medical-Regulatory@ITS.JNJ.com

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

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-JNJRUMedicalQA@ITS.JNJ.com,

DL-JNJRU-Medical-Regulatory@I TS.JNJ.com
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[lepe6od ¢ an2nuiicko2o A3LIKA HA PYCCKUil ALK

<Jlorotun: «Meranaitt» | Ocuoeano 6 1985 200y «Merapafin Menuxan Ipogaxrc, Ukk.»,
11506 Cayt Creiit Crpwr,

(Megadync)> Hpei KOra 84020, CILIA
I [TpodreccuoHan B cepe 3MEKTPOXHPYPrHIECKOTO obopynosaHus® petnep, ’

«YTBEPXIAIO»

«Meragaitn Meauxkan Ipoaaxre, Huk.», CILIA
3aMecTHTENb AWPEKTOPa OT/ENA HOPMATHBHO-MPABOBOIO PEryIHPOBAHUA

(AODKHOCTB)

Bpaiian Py6n

(ums)

< MOAMHCAHO >
(noamnuce)

«07» 12 2021 r.
«neHp» mecau (uudpamu)

M.IL

HHCTPYKHIUA 10 NPUMEHEHHIO
MEJUIIAHCKOI'O U3JIEJIHNA

DneKTPoAB! BO3BPATHbIE 3IEKTPOXHPYPrHYECKHE, MHOTOPa30BOro
HCIONB30BaHUsl, C MPHHALICKHOCTAMM:
AnexTpon Bo3sparHslit Mega Soft yHuBepcanbHbIH MUTIOC;
SnekTpon Bo3BparHslit Mega Soft yHuBepcanbHbli mmoc, obpazen;
SnekTpoa Bo3spaTHbIi Mega Soft yHHBepcanbHEIH ILTIOC C ABYMA Kabensmu;
JnexTpon Bo3spaTHHI Mega Soft yHuBepcanbHEIH IUTIOC ¢ ABYMS Kabenamu, obpazent

MPOM3BOACTBA KOMIAHHH <Kpyrnas neyats: [IEYATD HOTAPHYCA;
Meranaiia Meaukan [Mpoaakre, Huk. IUTAT Or'AHO>

(Megadyne Medical Products, Inc.),

11506 Cayt Creiit Ctpur, dpeiinep, IOTa 84020, CLIA <noAMKCaHo>

<Haonuce om pyxu: 08 dexabps 2021 200a>
<IHltamn: MEJIUCCA UBY;
Horapuyc, mrrar Oraiio,

& 000 LUPMH &) INFO@CIRMI.RU @& WWW.G0SZDRAVNADZOR RU Cpok AeficTBUA MOCH JIKUCH3HH HCTEKACT
24 anpens 2024 rona>
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MepeBoA AaHHOI0 TEKCTA BbIMOIHEH NepeBOAYMKOM ANnosH [asugom Meopruesuyem.

MoAnNnUCh

Poccuitckaa deaepaums
MNopog MockBa
JecaTtoro fekabpsa gBe ThicAYM ABajuaTh LLepBOro roga

A, Mowuceesa Jlunua BnagumunpoBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYIO
NOA/IMHHOCTbL NOoANMCK nepeBofumnka AnosH [asmaa Meoprmuesnya. A
Moanuckb chenaHa B MOEM NMPUCYTCTBUMN.

JInYHOCTb NOANMNCABLLErO JOKYMEHT YCTaHOB/EHA.

3aperncTpumpoBaHo B peecTpe: Ne 50/995-H/77-2021- j 3 - <fiXx

YnnayeHo 3a coBepLUeHMe HOTapuanbHoro gericteums: 400 pyo.

noanuceo Mep6oBas nevatb Fep6oBas neyathb
HoTapuyca r. MockBbl HoTapuyca r. MOoCKBbl
Mownceesoi J1.B. MownceeBoii J1.B.

J1.B.MowuceeBa

Bcero npowHypoBaHo, NPOHYMEPOBAHO 1 CKPen/ieHo nevaTbio 22 nncT(-a,-0B).

noannmcb J1.B.Mowuceesa

Ir
Pocculickasa depepaums i \

Nopog Mocksa
[ecaToro gekabpsa gse TbicAYM ABajuaThb LEPBOro roja

A, Mownuceesa Jiunua BnagumupoBHa, HoTapuyc ropofa\locksbl,". CBUAETENTBYIO
BEPHOCTb KOrMnwun C npeactas/1€HHOro MHe AOKYMEHTa. A

3ap\pveTpLyroasHo B peecTpe: Ne 50/995-H/77-2021- ~3 n~
/m A hkp .
NYnnayeHo 3a COBeM I ME HOTapuasibHOro Jaicteus: 1380 py6. 00 Kon

| a. N Y R /vy f / i/'i N.B.Mounceesa

: o®/ ' m L L
bcero np(~W,0BaHo,|/*"OHyMepoBaHO 1 CKPen/eHo neyarbio 22 nnuct(-a,-0B).

J1.B.MowuceeBa
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MEGADYNE

The Eloctrosurgical Authority

INSTRUCTION FOR USE
OF THE MEDICAL DEVICE

Reusable Electrosurgical Return Electrodes, with accessories;
Accessor: Mega Soft Pad, Repair Kit, included: Patch; Instructions for
use

manufactured by
Megadyne Medical Products, Inc.,
11506 South State Street, Draper, Utah 84020, USA

2021 year /. A
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Megadyrie Medical Products.
Inc., 11506 South State Street.
Draper, Utah 84020, USA

«YTBEP)XJAK» / “APPROVE”
Megadyne Medical Products, Inc., USA
Associate Director. Regulatory Affairs
(nomkHocTb/position)

Brian K Ruble

(noanucb/signature)

«3? » /27 2021 .
«feHb» Mecal (Umdpamn) / «day» month (numerals)
M.IM. / Stamp

NHCTPYKUWA HO NMPUMEHEHWIO
MEJNLMNHCKOIO U3AETNA

netorpogbl BO3BPATHbIE 3EKTPOXMPYPrUYECKME, MHOTOPa30BOro
CMOMb30BaHMA C NMPUHALIEXHOCTAMU:
MpuHagexnocTb: PeMOHTHBbINM Habop Mega Soft, B cocTae: Haknagka,
LWT,; VIHCTPYKLUWMA MO NpUMeHeHnto, 1T,

MPOM3BOACTBA KOMMaHUM
MeragainiH Meaukan Mpogakte, UHK.
(Megadyne Medical Products, Inc.),

11506 South State Street, Draper, Utah 84020, USA (CLLUA)

0.V -y MELISSA IWU
NO JARY PUBLIC
. FOR THE

"I STATE OF OHIO

Cornrnission Expires

Apiit 24, 202
csm* |



¢

Russian text

English text

1. HAMMEHOBAHHUE MEJULIUHCKOI'O U3J1EJIUA (MH)
DnexTpoabl BO3BpaTHbIe 3JIEKTPOXUPYPrUUYeCcKHe, MHOrOpa3oBOro
UCNOJIb30BaHUA, IPHHALIEKHOCTD!

1. PemontHslii Habop Mega Soft, He 6oaee 100 wr., B cocTase:

1.1. Haknaaka, 1 wr.

1.2. UHCTpYKUMSA NO NPHMEHEHUIO, | wiT.

1. MEDICAL DEVICE (MD) NAME
Electrosurgical return electrodes, reusable, accessor:
1. Mega Soft Pad, Repair Kit, included:

1.1. Patch;
1.2. Instructions for use.

Ta6nuua | — Homepa no katanory BapuHaToB HCTIONHEHMs MeaHUMHCKOro u3aenns / Table 1 — Reference numbers of MD variations

Haamenosanue MH, moxem nin
BapHauTH HcnoiHeRas MHA

MD name, models or variations of MD

Hoiuep no xamory / Reference number

1. PemonTHbIii HaOop Mega Soft, B cocrase:
1.1. Haknaaka, ! wr.
1.2. UHCcTpyKuMs no npuMeHeHHo, 1 wrt.

1.1. Patch;
1.2. Instructions for use;

1. Mega Soft Pad, Repair Kit, included:

PKITO001

2. HABHAYEHHE
PemonTHbIii HaGop Mega Soft npenHasHayeH Ans peMOHTa B Clly4yae paspesa
WJIH pa3pbiBa BEPXHErO C/10s 3AEKTpOJa.

2. INTENDED USE
Mega Soft Pad, Repair Kit is intended for repair in case nicked or torn of the top

layer of the electrode.

3. NMIOKA3ZAHUA H NIPOTHUBOIIOKA3ZAHHUA K INPUMEHEHHIO
MH 1 BOBMO>XXHBIE IOBOYHBIE 3PDEKTHI

3.1. Hokazanus

Pa3pes unu pa3pbiB BEpXHEro Cios 3J1eKTpo/a.

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

3.1. Indications
Cases of nick or torn of the top layer of the electrode.

3.2. [IpoTnBonoka3anus
[TpoTHBONOKa3aHKs K PUMEHEHHIO HE BBIABJICHBI.

3.2. Contraindications
Contraindications to the use were not identified.

3.3. ITo6ounnbie 3¢pPeKxTnl
[ToGoutibie 2¢deKTs! Nocne NPUMEHEHUS HE BbISBIIEHBI.

3.3. Adverse effects
No adverse effects were detected after using accessor.

4. HHOOPMAILIHSA O NNOTEHUHUAJIBHBIX ITIOTPEBUTEJISIX MU
U YKA3ZAHUSA 110 HCITI0JIB30BAHHIO
4.1. YKa3aHHA N0 HCNOJIb30BAHHIO

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

4.1. Directions for use

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

3APaBOOXpaHeHMs.
MpUHaANEXHOCTb PEKOMEH/YETCS UCMOb30BaTh MPW YCOBUSX, YKa3aHHbIX B

H " X e

npegHasHadeHa An14 WCNOJSIb30BaHNA B Y4pexxKaeHuax

4.2. ToTeHUuMnanbHble noTpebutenn Mm
K akcnnyaTaumm 3TOro YCTPOWCTBA AO/XKHbI [0NYCKaTbCH TONbKO Bpauw,
3HAKOMbIe C 3/1eKTPOXMPYPrUYeCKNM [eiiCTBMEM Ha ONepupyeMbIX NauueHToB.

4.3. Ycnosua skcnayataumm MU

a Ycnosus akcnnyataumnm
Temnepatypa, °C Ot 10 po 40
Ot 1580 75

OTHOCUTENbHAA BN@XXHOCTb, % (663 KOHEHCALMN)
ATMOCthepHoe faBneHue, rfa Ot 700 go 1060

3

Accessor is intended for use in healthcare facilities.
Accessor is recommended for use under operation conditions indicated below.

4.2. Potential users of MD
Only physicians familiar with electrosurgical effects on surgical patients should
operate this device.
4.3. Use conditions of MD
A Environmental conditions iN¢”

Temperature, °C From 10 to 40

From 15to 75
(non-condensing)

From 700 to 1060
AkIVIAT 27T ITIVTTAMI T« m»Tr

Relative humidity, %

Barometric pressure, hPa

5.1. Ob6uiee onucaHmne PyHKLUMOHaNbHbIX anemeHToB MU / General description of functional elements of MD

PeMOHTHbIi Habop npeacTaBnseT co60i obpasel, M3 TOrO XXe YpeTaHa,
MCMO/Ib3yeMOro B KAyeCTBE BepXHero Cnos 3/eKTpoja,
MoM0XKOIA.

5.2. BO3MOXXHOCTb W MeTOAbl WHTerpauuu ¢ Apyrumum MeguunHCKUMM

n3gennamm

KomnaHua Megadyne peKOMeHAyeT MUCMO/b30BaTb PEMOHTHbIA HAbop TONbKO
C 93MIeKTpojamMu BO3BPATHbLIMWU  3MIEKTPOXUPYPrUYECKUMM, MPOU3BOACTBA
Megadyne

5.3. TexHnuyeckue xapaktepuctukn MW / Technical characteristics of MD

HO C KNelrKo

Ta6nmua 3 - OCHOBHbIE TEXHNUYECKME XapaKTEPUCTUKN MEANLIMCHKOTO M3aeNnns

Table 3 - The main technical characteristics of medical device
Name of MD

HanmeHoBaHWe

3. Mega Soft Pad, Repair Kit, included:
3.1. Patch;
3.2. Instructions for use;

3. PemoOHTHbIi Habop Mega Soft, B
cocTaBe:

3.1. Haknagka, 1 wr.

3.2. VIHCTpyKuuA Mo npuMeHeHuwo, 1
L.
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The repair kit is a swatch of the same urethane used as the top layer but with an
adhesive backing.

4.4. The possibility and ways of integrating with other medical devices
Megadyne recommends the use of repair kit only with Megadyne Reusable
Electrosurgical Return Electrodes

TexHUYeCKMe XapaKTepucTuku /

) e 3HaueHue / Value *
Technical characteristics

PemMOHTHaA neHTa, rabapuTHble
pasmepbl (AXLWXT), mm + MM / Repair
tape overall dimensions (LXWxXT), mm

£ mm

100x910x0,08



* [1ns BCEX NPUBEAEHHbIX B TabNnLe XapakTepucTuK AoMNycK n3mepeHuin coctaenset 10%, ecnm He ykasaHo mHoe / For all characteristics listed in the table, the
measurement tolerance is 10% unless otherwise noted.
6. NMEPEYEHb MATEPMAJ/IOB MW/ LIST OF MD MATERIALS

Haknagka n3rotasnmeaercs u3 MBX (MONVBUHUAXNOPUL) Patch is made from PVC Gray.

(cepbii).

7. MHCTPYKUWA NO SKCMNNIYATALMWN / INSTRUCTIONS FOR USE

«  PEMOHTHYIO NIEHTY MOXHO HaHOCWTb TOMIbKO Ha umMcTbIii u *  The repair area must always be clean and dry before repair tape may be applied. Therefore,

Cyxoil y4yacToK. CnefoBaTeNbHO, €M Ha MOBPEXAEHHOM if the damaged area has any sticky residue, it should be remoyed using a cloth dampened
yuyacTKe OCTAafUCb KaKMe-n6o NUMKME  3arpsisHeHns, with IPA (Isopropyl alcohol, 50-70% in water). IPA solution residue should then be
HeOGXOANMO  yAanuTb  MX  TPAMKOW,  CMOYeHHOM remoyed with warm, soapy water and blotted dry.
nsonponaHonom (50 — 70 % BogHbIM pacTBopom ° Measure the damaged area and cut repair tape accordingly, allowing a \ain (1cm) oyerlap
1N30NPONMNOBOTo CnmpTa). 3ateM cnefyeT yaanuTb OCTaTKu on all sides of damaged area. Carefully separate one half of the repair tape from its brown
pacTBOpa W30MPOMaHona Temnoil MblibHOW BOAON W paper backing. Carefully apply the exposed clear repair tape to the damaged area while
BbICYLUMTb NPOMOKAHMNEM. remoying the paper backing as necessary. Any air bubbles which become trapped between

o 13MepbTe  MOBPEXKAEHHbIi  Y4acTOK U OTPEXbTe the pad and the tape should be worked out from under the tape before placing the pad back
COOTBETCTBYHOLMIA KyCOK PEMOHTHOI NeHTbl. Heobxoanmo in seryice.

obecneunTb nepekpbiTne B 1cm (% Aroiima) co BceX CTOPOH
MOBPEXAEHHOr0 yyacTKa. AKKYpaTHO OTAe/MTe NONOBUHY
PEMOHTHOI NEHTbl OT KOPUYHEBOW MOASIOXKKM. OCTOPOXHO
HakneTe PEMOHTHYH /IEHTY Ha MOBPEXAEHHbIA Y4yacToK,
yfanas nog/iokky no mepe Heobxoaumoctu. Ecnm mexay
NOAKNAAKOA W NEHTOW OCTalnCb My3bIPpbKM BO3AyXa, WX
cneayeT BbITECHUTb W3-MOJ NIeHTbl, Mpexae 4emMm BHOBb
OKCM/yaTnooBaTb NMOAKNAAKY.
8. BHAUEHWMA CMMBOJ10B, YKA3AHHbIX HA YINAKOBKE / INTERPRETATION OF SYMBOLS USED ON THE PACKAGE

Ta™anmna 4 - 3HAaveHna Q/IVBONIOB, yKasaHHbIX Ha ynakoBke / Table 4 - Interpretation ot symbols used onthe p a c k a g e

' Cumson / Symbol - *3HauyeHMeCMMBONB."';'v .SymbolTOeaning;-:,
I id np0I/I3BO,£I,I/ITeI'Ib Manufacturer
IEC REP YnonHomodeHHbliA  npeAcTauTens B EBPOMEACKOM  Aythorized Representatiye in the European Community*
coobuecTee*
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B
BNaXHOCTb MPU YCNOBUSX XPaHEHUS
B’

TemnepaTypa Npy YCNOBUSX XPaHEHUS

EAVHUL, B yNaKoBKe

CooTBeTCTBME MpOAyKTa TpeboBaHMAM Mo 6Ge30nacHOCTU A1

noTpeobuTenei, MeANKO-CaHNTapHbIM TpeboBaHMAM "
C€ TpeboBaHMAM N0 6e30MacHOCTU A1 OKpY»KatoLleid cpegpbl

Esponeiickoro Coto3a.*

BHumaHue! ®epepanbHbiM 3akoHoM CLLUA npogaxa aTtoro

yCTpoiiCcTBa paspeLueHa TOJIbKO NNUEH3MPOBaHHOMY

NPakTUKYHLLEeMY MeLpabOTHUKY WK MO ero 3akasy.
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Humidity under storage conditions
Temperature under storage conditions
Packaging Unit

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

Caution: Federal (USA) law restricts this device to sale by or on the order
of a Licensed Healthcare Practitioner *



8.1. CpOK rogHocTu, CPOK Cy>6bl

CpoK rogHoCT PeHMOHTHOIO Habopa —He OrpaHuyeH.

8.2. dopma nocTtaBku

Kaxpaas ynakoBka peMOHTHOro Habopa COAepXuT:

' Haknagka, 1 wr.

VIHCTPYKLMA No NpuMeHeHuto, 1 LWT.

9. NMEPEYEHb MATEPVANOB  >XXMBOTHOIO "
UENOBEYECKOIO NMPONCXOXAEHNA

HenpumeHrMo. PeMOHTHbI Habop Mega Soft He copepXuT martepuansi

YXMBOTHOIO U (U11) YeN0BEYECKOro MPOUCXOXAEeHNA

10. N"H®OPMALWA O JIEKAPCTBEHHbBLIX MPEMAPATAX U (NTN)
PAPMALIEBTUYECKUX CYBECTAHUNAX B COCTABE MU

JTOT pasgen He MNPUMEHUM, TaK KaK PEMOHTHbIA Habop He COoAepXuT

NEeKapCTBEHHbIX BELLECTB U He UCMONb3yeTCA B COYETaHUW C fIeKapCTBEHHbIMU

BeLL,eCTBaMMu.

11. YCNOBUA TPAHCMOPTUPOBKIN N XPAHEHNA

Nn)

TpaHcnopTUpoBKa
HavmeHoBaHMe t AvanasoH |
Temnepatypa, °C OT1- 34 o 65
OTHOCUTENbHAs BNAXHOCTb, % Ot 15 pgo 95

ATMmocepHoe aaBneHue, rMa Ot 700 go 1060

XpaHeHue
e XpaHuTb B CyXOM MecTe
*  XpaHuTb BAaIN OT UCTOYHWNKOB Ternna

HanmraoBaHue ® Onana3oH !
Temnepatypa, °C Ot 5 po 50
OTHOCKTENbHAA BAAXXHOCTb, % Ot 15 1o 95

ATmocepHoe aaBneHue, rfa Ot 700 po 1060

YHNUTOXEHNA MU
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7.1. Shelf life, use by date

Shelf life of the repair kit —is not limited. ¢

7.2. How supplied

Each package of the repair lit included:

Patch - 1pc.

Instructions for use 1

8. LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable. Mega Soft Pad, Repair Kit does not contain materials of animal
and / or human origin.

9. INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

This section is not applicable because the repair kit do not contain medicinal

substances and are not used in combination with medicinal substances.

(OR)

10. CONDITIONS OF TRANSPORTATION AND STORAGE

Transportation
Table 5. Transportation conditions:
Designation
Temperature,
Relative humidity, %
Barometric pressure, hPa

Range
From —34 to 65
From 15to 95
From 700 to 1060

Storage
e Keep dry
* Keep away from heat

Table 6. Storage conditions:
Designation s
Temperature, °C
Relative humidity, % From 15to 95
Barometric pressure, hPa From 700 to 1060
11. MD DISPOSAL RULES AND CONDITIONS

Range
From 5to 50



N3genna  yTuUnmsmpyroTcs NiedyebHbIM - yUpexaeHnem
TpeboBaHuammn CaHluH 2.1.3684-21 . W3genus nocne WCTEYEHUA Cpoka
FrOLHOCTM OTHOCATCA K 3NUAEMUONOrnyeckn 6Ge3onacHbIM OTXo4aM U
YTUNIN3NPYIOTCA KaK 0TXoAbl Knacca A

13. TAPAHTUA N PEKNAMALINA

KomnaHusi «MeragaitH Mepaukan [MpopakTtc, WHK.» (ganee «MeragaiiH»)
rapaHTupyeT rnepBoHavYa/ibHOMY MOKYMaTesil0 OTCYTCTBME MPOU3BOACTBEHHbIX
[e(eKToB, a TakKxke Ae(eKTOB B MaTepuanax 31eKTPUYeCKMX KOMMOHEHTOB
MHOr0pa30BbIX BO3BPATHbIX 3/IEKTPOXUPYPTUUECKUX 3/IEKTPOLO0B NPU YCN0BUN
MX HOPManbHOro Mcnonb3oBaHus. O6s3aTenbCTBa KOMMaHUW «MerafaiH»,
BbiTEKalOLWMe U3 HACTOAWEA rapaHTUK, OrpaHUYMBAKOTCA KpPeauToM Ha
3aKynKy crnegylowein napTui 3nekTpogoB B pasvepe 1/24 (1/18 pns
3NeKTpogoB BO3BpaTHbIX Mega 2000) 3aKyno4HOWN LEeHbl BO3BPaLLEHHOro
3NeKTpoda 3a KaXAblii Mecsl, OCTaBLUMIACA LO WCTEYEHWS Cpoka FOAHOCTU
BO3BPALLEHHOI0 3/1EKTPOAA, €eCnM  (PaKkT HewucnpaBHOCTU  3NIEKTPUYECKUX
KOMMOHEHTOB BO3BPALLEHHOr0 3/1eKTPoAa OyeT NOATBEPXAEH pe3ynbTataMu
3KCNepTM3bl, MPOBEAEHHON KoMnaHuel «MerafainH»*. Hactosdwas rapaHTus
He pacnpocTpaHseTca Ha nboe wu3genne, Kotopoe: (1) nogseprioch
HebnaronpuATHOMY BO3JEeNCTBUIO B pe3y/bTaTe MCNOAb30BaHWUS COBMECTHO C
N30ennaMKM,  W3rOTOB/IEHHBIMW  WAW  MPOLABAEMbIMW  CTOPOHamu,  He
YNO/THOMOYEHHbIMWN Ha TO KOMNaHuel «Meragalii»; (2) No4BEPri0CL PEMOHTY
WA U3MEHEHMIO KOHCTPYKLMU MpU OTCYTCTBMM Ha TO YKa3aHUn KOMMaHUK
«MeragaiH», 410, MO MHEHUIO KOMMaHun «MeragaiH», MOr/I0 OKasaTb
HeraTuBHOE B/INAHWME Ha ero cTabunbHOCTbL UM HAAEXHOCTh; (3) noABeprnoch
HeHageXxaleMy  WUCMOMb30BaHWIO,  HebpeXHOMy  obpalleHuto  uau
Cny4vaiHOMY MOBPeXAeHUto; wunm (4) wncnonb3oBanock 6e3 cobnaeHus
KOHCTPYKTMBHbIX W 9KCMNJyaTauMOHHbIX  napameTpoB,  TpeboBaHWii
PYKOBOAALMX  [OKYMEHTOB W  WHCTPYKUMA NO MPUMEHEHMI0, 1Mbo
(OYHKUMOHANbHbIX, 3KCMyaTalMOHHbIX WIW 3KOMOrMYecKux CTaHAapTos,
YCTaHOB/EHHbIX A1 aHANOTNYHbIX U3LENNIA, ABNSIOLNXCS 06LLENPUHATLIMUN B
COOTBETCTBYIOLLLEN OTpac/Iv NPOMbILLIEHHOCTH.

B COOTBETCTBUMN C

3A NCK/TIOYEHVEM CNIYYAEB, KOI'JA AENCTBYHLLEE MECTHOE
3AKOHOOATENBCTBO MPEBAMNPYET, HACTOAWAA TAPAHTUA
3AMEHSAET COBOW BCE MPOYME TAPAHTUMN WAW YCNOBUA,
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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.

12. WARRANTY

Megadyne Medical Products, Inc. (Megadyne) warrants to the original purchaser
that the electrical components of the Reusable Electrosurgical Return Electrodes
are free from defect in material and workmanship under normal use. Megadyne’s
obligation under this warranty is limited to a credit on the next pad purchase of
1/18* of the purchase price of the returned pad for each month remaining before
expiration of the returned pad if upon examination Megadyne determines the
electrical components of the returned pad are defective*. This warranty does not
apply to any product that has been: (1) adversely affected due to use with devices
manufactured or distributed by parties not authorized by Megadyne, (2) repaired
or altered outside of direction of Megadyne in a way as to, in Megadyne’s
judgement, affect it’s stability or reliability, (3) subjected to improper use,
negligence or accident, or (4) used other than in accordance with the design and
use parameters, instructions and guidelines for the product or with functional,
operational or environmental standards for similar products generally accepted in
the industry.

UNLESS SUPERSEDED BY APPLICABLE LOCAL LAW, THIS
WARRANTY IN LIEU OF ALL OTHER WARRANTIES, EXPRESS OR
IMPLIED, INCLUDING THE WARRANTIES OF MERCHANTABILITY
AND FITNESS FOR A PARTICULAR PURPOSE, AND OF ALL OTHER
OBLIGATIONS OR LIABILITIES ON THE PART OF MEGADYNE AND IS
A PURCHASER’S EXCLUSIVE REMEDY. IN NO EVENT SHALL
MEGADYNE BE LIABLE FOR SPECIAL, INCIDENTAL OR
CONSEQUENTIAL DAMAGES INCLUDING, WITHOUT LIMITATION,
DAMAGES RESULTING FROM LOSS OF USE, PROFITS, BUSINESS OR
GOODWILL, OTHER THAN AS EXPRESSLY PROVIDED BY A SPECIFIC
LAW.

Megadyne neither assumes nor authorizes any other person to assume for it any
other liability in connection with the sale or use of any of Megadyne product.
Megadyne may make changes to its products at any time without incurring any
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SIBHBIE WU T[IOOPA3YMEBAEMBIE, BKJIIOYAS, [TOMHMO
[IPOYETO, BCE [10JIPA3YMEBAEMBIE FTAPAHTHH WJIM YCJIOBH
KOMMEPYECKOH NPUrOAHOCTH UJIM COOTBETCTBHA KAKOH-
JIMBO KOHKPETHOM UEJIM, A TAKXE JIIOBbIE JPYI'HME
OBS3ATEJIbCTBA WJIM OTBETCTBEHHOCTb CO CTOPOHBI
KOMIIAHUU «METAJAWH» U SBJIAETCS EAWUHCTBEHHBIM H
MCKJIIOYUTEJIbHBIM ~ CPEJICTBOM  CVYIEBHOM  3ALLMTHI
MOKYIMATEJA. HY MTPU KAKUX OBCTOATEJILCTBAX KOMITAHUA
«MEFAJJAMH» HE HECET OTBETCTBEHHOCTU 3A JIIOBbIE
[TIOHECEHHBIE I[IPSIMBIE, KOCBEHHBIE, CTMELUU®UYECKUE WUIIU
CJIVYAMHBIE YBbITKH, BKJIIOYAS, BE3 OTPAHUYEHMH, VEBITKH,
BO3HUKAIOLLUME B CBSA3H C UCITOJIb3OBAHUEM EE MPOJAYKLMH,
[TIOTEPHU BCJIEACTBUE HEuononquHHon [TPUBbIJIH,
MPEPBIBAHUE KOMMEPYECKOM WJIU ﬂPOl/lBBOlICTBEHHOl/I
JIEATEJILHOCTH WIM B CBA3KM C TMOTEPEM BHU3HECA WIH
JIEJIOBOW PENYTALIMH, 3A UCKJIIOYEHHEM CJIVYAEB, MPAMO
MPELYCMOTPEHHbBIX COOTBETCTBYIOLLIMM 3AKOHOM.

KomnaHus «Meraaaiti» He NPMHUMAET Ha ceOst U He YMOJIHOMOYHBAET KaKoe-
nubo apyroe nvuo 6path Ha cebs M00YI0 APYrYyIO OTBETCTBEHHOCTb B CBA3H €
npojiaxeil WM KCMONBL30BaHHEM Jitoboro uasenus «Meragakny. Komnanus
«Meragaiin» octaBaser 3a co0oil NpaBO Ha BHECEHME H3MEHEHWH B
KOHCTPYKLMIO CBOMX M3J€Hil B MoGoe BpeMa Ge3 kaknx-1ubo 0613aTenbCTs
[10 BHECEHHMIO TAKHX JX€ WM aHAJIOTHYHbIX M3MEHEHHH B KOHCTPYKLHMIO
u3genuii «MerazaiiHy», H3roTOBNEHHbIX H/HH NPOAAHHBIX paHee.

3aseneHus ommeyeHHble «*» AGNAIOMCA He NpUMEHUMbIMU npu obpawenuu
MeQuyuncrko2o uzdeaus Ha meppumopuu Poccutickuu Pedepayuu.

obligation to make the same or similar changes on Megadyne products previously
built and/or sold.

Statements marked with "*" are not applicable when handling a medical device
on the territory of the Russian Federation.

14. HAUMEHOBAHUE U IOPUAWYECKHH AIPEC
MPOU3BOJIUTEJISA MU H YIIOTHOMOYEHHOT' O
IPEJACTABHUTEJISI TPOU3BOAUTEJISAA B POCCHHU

PA3PABOTYHK:
Meraaaiin Meaukan [ponakre, Muk., 11506 South State Street, Draper, Utah
84020, USA (CLIA).

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

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

USA.
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MANUFACTURER:
MPOU3BOANTE/b: Megadyne Medical Products, Inc., 11506 South State Street, Draper, Utah 84020,

MeragaitH Megukan Mpogakte, WHK., 11506 South State Street, Draper, Utah USA.

84020, USA (CLLA).
AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN

YMNOTHOMOYEHHOW MPEACTABUTE/bL MPOU3BOAUTENA B RUSSIA:

POCCUI: Johnson & Johnson LLC,

000 «[KOHeoH & [KOHeoH», 121614, r. Moeksa, yn. Kpbinatckas, 4. 17, 121614, Moscow, Krylatskaya str., 17/2.

Kopr. 2. Tel. +7 (495) 580-7777, Fax: +7 (495) 580-7878
Ten. +7(495)580-7777, dakc: +7 (495) 580-7878 DL-JNJRUMedical OA(S)ITS.JNJ.com,
DL-JNJRUMedicalOA(2),ITS.JNJ.com, DL-JNJRU-Medical-Reeulatorv®.1TS.JNJ.com

DL-JNJRU-Medical-ReeulatorvATS.JNJ.com
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MNepesos c aHrNACKOr 0 A3blKa Ha pyCCKI/IVI A3bIK

<Jlorotun: «MeragaitH» OcHoBaHo B 1985 rogy «Meragaiti Megukan Mpogaktc, VHK.»,
(Megadyne)> 11506 Cayt CreiAt Crpur,
[Openinep, KOTa 84020, CLLUA

MpodheccmoHan B chepe aNeKTPOXMPYPrinYecKoro 060pyaoBaHNA®

«YTBEPXOAK»
«MeragaiH Meankan Mpopgakrtc, NHK.», CLUA

3amecTuTenb AMpeKTopa OTAeNa HOPMATUBHO-MPaBOBOrO PErynMpoBaHus
(AOMKHOCTD)

BpaitaH Py6n

(nms)

< nognucaHo >
(nognuce)

«07» 12 2021 r.
«fieHb» mecsy (Lndpamm)

M.T.

NHCTPYKUUNA no NMPUMEHEHNIO
MEONUNHCKOIO N3AEJTNA

ANeKTpoabl BO3BPATHbIE 3N1EKTPOXMPYPruyecKne, MHOropasosoro
NCNo/Ib30BaHWUA, C NPUHAANEXHOCTAMU:
MpuHagneXxHocTb: PeMOHTHbIV Habop Mega Soft, B coctaBe: Haknagka, 1 wrt.;
WHCTpYKUMS Mo NpuMeHeHnto, 1 wr.

<Kpyrnasa nedyats: MEYATb HOTAPUNYCA,;

npov3BOACTBa KOMMaHUN LTAT OFAMO>
Merapgaiin Meaukan MNpopaakTtc, VIHK.
(Megadyne Medical Products, Inc.), <nognucaHo>
11506 Cayt Cteit CtpuT, peiinep, KOTa 84020, CLLA <Hagmnch oT pyku: 08 fexabps 2021 ropa>
<WTamn: MEJICCA VBY;
2021 r. Hotapuyc, wrat Oraiio,

CpoK AeincTBma MOei NNLEH3NN NCTEKAET
24 anpensa 2024 roga>
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MepeBoj aHHOTO TEKCTa BbIMOMHEH NepeBoAYNKOM HiinosH [dasuaom eopryeBuyem.
MnoAnmch
Poccuiickaa degepauus

Mopog MockBa
[ecAaToro fekabpsa gse Tbica4uum ABajUaTb NepBoro roga

A, Mowuceesa Jlunua BnagummnposBHa, HoTapuyc ropoga MOCKBbI, CBUAETENLCTBYHO
NOANMHHOCTb Noanucyu nepesogunka AnosH dasmaa Meoprmesunya.

Mognuce caenaHa B MOEM MPUCYTCTBUN.

JlnyHocTb NognucasLlero 4OKyMeHT yCTaHOB/IEHA.

3apeructpuposaHo B peectpe: Ne 50/995-H/77-2021-

Ynna4yeHo 3a CoOBeplLUeHMe HOTapuanbHoro geinctemus: 400 py6.

noanncob rep6osas nevatb MepboBas neyatb
HoTapuyca r. MoCKBbl HoTapuyca r. MOCKBbI
MowuceeBoii J1.B. MowuceeBoii J1.B.

J1.B.MowuceeBa

Bcero npowHypoBaHo, NPOHYMEPOBAHO U CKpenaeHo neyartsto 10 nuct(-a,-0B).
noarnnmcob N1.B.Mowuceesa
Poccuiickaa degepaums

Nopog MockBa
[JecaToro gekabpsa ABe TbicAYN gBajLaTb nep

A, Mownceea Jlunua BnagumuposHa, HoTapuyc ropofa MOCKBbI, "CBUAETENbCTO3N
BEPHOCTb KOMWU C NPeACTaB/NEHHOI0 MHe JOKYMeHTa. \ AF

3aperl/IFT|pV|pOBaH0 B peecTpe: Ne 50/995-H/77-2021- 3 " (P
YnnaveHo 3a COBeplLUeHMe HOTapuarwHoro aeictena™ O py6. 00 kon.

% J1.B.MowuceeBa

(o) “iv
Bcero nponruypoBaHo, NPoHY3MepoBaHO M CKpenaeHo nevatbto 10 nucT(-a,-oB).
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