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Languages:
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English (USA) / EN-US - English (USA)

Espanol / ES - Spanish

B2 / KO - Korean

Pycckunin / RU — Russian

Wenasa /AR - Arabic

Eesti keel / ET - Estonian

Lietuvis /LT ~ Lithuanian

Slovensky / SK - Slovak

bbnarapcku / BG - Bulgarian

Francais / FR - French

Latvijas / LV - Latvian

Svenska / SV - Swedish

OE A /CN - Chinese

L

rvatski / HR - Croatian

Nederlands / NL - Dutch

lng / TH - Thai

Cesky / CS - Czech

Magyar / HU - Hungarian

Norsk / NO - Norwegian

Turkce / TR - Turkish

Dansk / DA - Danish

Italiano / IT - Italian

Portugués / PT - Portuguese

YKpaiHcbka / UA Ukrainian

Deutsch / DE - German

Jofoyma / KA — Georgian

Romana / RO - Romanian

Uzbek / UZ — Uzbek

Cpncku /RS - Serbian

Tiéng Viét / VI - Viethamese
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SYMBOLS GLOSSARY: Symbol Glossary is provided at www.apyxmedical.com/symbolglossary
Federal Law [USA] restricts this device to sale by or on the order of a physician. For a listing of indications, contraindications, precautions, and warnings, please refer to this document,

The device is not made with any natural rubber latex.

WARNING: This product can expose you to chemicals including Di [Iso-Nonyl) phthalate [DINP], which is known to the State of California to cause cancer. For more information, go to: www.
P&5Warnings.ca.gov.

INDICATIONS FOR USE/INTENDED USE:

The Disposable Split Adult Return Electrode Pad is a disposable, single-use, neutral electrode, which provides a return path for high frequency electrical current to the ESU device.

DEVICE DESCRIPTION AND OPERATING PRINCIPLE :

Disposable Split Return Electrodes [also known as grounding pads and dispersive electrodes) are single use, non-sterile, disposable devices. They are used in conjunction
with an electrosurgical generator and accessories, such as electrosurgical handpieces, pencils, and electrodes, Grounding pads are used in monopolar surger¥ to disperse
electrosurgical current délivered by a monopolar electrode to low density [reducing the risk of patient burns) and return the electrosurgical current back fo the generator.

RF energy, which is ngnerated from the generator travels through the interconnecting cable to an electrosurgical acce550r¥_[e. .: handpiece], where the energy is delivered to an electrode to coagulate
tissue. The electricalcurrent passing through the patient’s tissue seeking a return ground is directed to the grounding pad that is attached to the patient. The currént will flow through the ground pad back to
the generator, completing the circuif. This provides safety to the patient By dispersing the RF energy over the large surface area of the grounding pad to avoid burning the patient due to high current density.

The electrode is placed on or under the patient, and the cable is attached to the appropriate port on the electrosurgical generator. Grounding pads are attached directly to the patient's skin by a gel
adhesive. This grounding pad is a split return electrode, and it is used with compatible generators to provide additional safety in that the contact quality is monitored.

CONTRAINDICATIONS: None

WARNINGS:

This medical device cannot be effectively cleaned and/or sterilized by the user and therefore cannot be safely reused. It is intended for single use only. Any attempl by the user to clean and resterilize this device may
result in bioincompatibility, infection, or other risks of device failure to the patient.

“IONS:
\"7 :\;rfigtr”sg;g a split return electrode, the NEM (neutral electrode monitor or contact quality monitor) confirms the total resistance is within the preset safety range. A split pad must be used to utilize this
eatlre.
It the patient is repositioned for the surgical procedure, verify that the pad remains in proper contact with the skin and the cable remains connacted to the pad. Failure to do so may result in patient burns.
During the surgical procedure, ensure that no object obstructs the pad site.
If higher than normal power settings are required, a problem may exist. Before increasing the power setting, verify that the pad has full contact with patient’s skin. Check the cable and connectors and
inspect all active accessories.
Do not relocate the pad after initial application.
Do not use damaged pads.
Do not cut or modify the pad in any way.
Review and follow any additional instructions, warnings, and cautions in the Instruction Manual for the generator in use.
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INSTRUCTIONS FOR USE:

A. Inspection and Handling

Upon removal of the Return Electrode Pad from pouch visually inspect the pad for any damage that may include a missing clear protective backing; rips or tears; holes in the pad: damaged cord or cord
connection las applicable); missing or damaged connection tab; gel sticking to the clear backing when remaved from the pad; adhesive missing from the perimeter on the clothed portion of the patient
contact side of the pad. The pad should be handled to prevent inducing damage. After the removal of the clear protective backing, handle the pad to ensure that it remains flat as it is placed onto the

patient’s skin.

B. Selection and Preparation of Placement Site

1. Selecta well-vascularized, muscular, and convex site in proximity to the surgical site. Do not place over scar, inflamed skin, fatty tissue, bony prominences, metal prostheses, ECG electrodes and cables,
pacemakers, or where fluids may pool.

2. Shave all hair from the selected site. Remove any excess moisture,

C. Placement of Grounding Pad
Plug pad into generator.

1.
2, Remove the backing from pad.

3. Apply to skin starting from one end of the pad and smooth out the opposite end.

4. Apply adequate pressure to the entire pad area to ensure adequate contact with the skin.




D. Removal and Disposal of Grounding Pad
1. Atthe completion of the surgical procedure, remove the pad slowly and with care to avoid skin trauma.
2. Disconnect the cord from the generator.
3. Dispose of pad in accordance with local procedures.

Technical Description
General Description:

¥ Reduces electrosurgical current delivered by an electrode to low density and returns current back to electrosurgical generator
¥ Energy source: Compatible, electrosurgical generator is required

Specifications

Surface Area & Size:
¥ Pad size: 10.5cm (105mm] x 21.5cm (215mm)
v Cable length: 9.85 ft [3 meters)

Environmental Information i

Patient Population
¥ Minimum weight: 25 Lbs [11.4 kg)

Site of Use and Site Conditions
¥ Place on a well-vascularized, muscular, and convex site in proximity to the surgical site
¥ Do not place over scar, inflamed skin, fatty tissue, bony prominences, metal prostheses, ECG electrodes and cables, pacemakers, or where fluids may pool.
¥ Shave all hair from the selected site. Dry skin thoroughly.

Intended User Profile

Education:
v" Trained Licensed Physician

Knowledge:
¥ Read and understand the information in the supplied IFU
¥ Understands electrosurgery and electrasurgical techniques

rmissible impairments:
“os“ Mild reading vision impairment or corrected vision to 20/20

Intended Conditions for Use
Environment:
¥ Doctor office, Surgery center, Hospital, or similar environment
¥ Intended for professional use only
v Ambient Temperature +10° C to +40° C
¥ Indoor or contained area use
Disposal Information:
¥ Dispose of used grounding pad as biohazard medical waste.
¥ Do not reprocess the grounding pad.

Customer Service
Please call Customer Service +1.800 537 2790 (USA).




RU — MHCTPYKUMA NO NPUMeHEeHWHo 0AHOopPasoBoro ABYXCEKUMOHHOro BO3BPaTHOro HaknagHoro 3NeKTpoAa ANA B3POLbIX

v
rNOCCAPUIA YCOBHBIX OBO3HAYEHWIA: rnoccapuii ycnoBHbIX 0603HaUeHUA NPUBOAWNTCA Ha CTpaHnue www.apyxmedical.com/symbalglossary

CornacHo degepansHoMy 3akoHy CLUA NpoAaxa AaHHOTO YCTPOWCTBE MOXET OCYLUECTBAATLCA TOALKO BPadaMv WM MO yKasaHuio Bpadei. Cnucok nokKasaHWiA, MPOTMBONOKa3aH WA, Mep
NpejocToOPoXHOCTI N NPeAYNPeXAEH WA CM. B AaHHOM JOKyMEHTE.

YCTPOMACTBO HE COAEPXNT KOMMOHEHTOB N3 HaTypanbHOro nartekca.

NMPEAYNPEXAEHWE. NpW MCNonb30BaHWW AaHHOTO NPOAYKTa NONB30BATENb MOXET NOABEPraThCs BO3ALACTBNIO XMMMUECKMX BELECTB, B TOM YMCNE ANN3OHOHWA $ranarta (ANH®D), KOTOPLIA
no uHpopMaynn WTaTa KanngopHUKM MOXET NPOBOLUMPOBaTL pak. A0NONHUTENbHbIE CBEAEHWNA CM. N0 aapecy www.P65Warnings.ca.gov.

NOKA3AHWA K MCNO/b30BAHVIO/HASHAYEHWE:

OAHOPa30BbIN ABYXCEKUMOHHbIA BO3BPATHLIW HaKN8AHO 31eKTPOA ANA B3POC/bIX NpeAcTaBNneT coboR HeRTPaNbHbIA yTUAV3NPYE MBI 3/1EKTPO/ OAHOPa30BOro UCNONb30BEHWA, KOTOPLIR
o6ecneymBaeT BO3BPaT BbICOKOHACTOTHOMO 3NEKTPUUECKOrO TOKA K 3/1EKTPOXWPYPrieckoMy NHCTPYMEHTY.

ONVCAHWE W NPMHLUWN PABOTbI YCTPOVICTBA:

OaHOpa30BbIe ABYXCEKLMOHHbIE BO3BPaTHLIE HaKN1aAHbIE 3NEKTPOALI (TEKOKE W3BECTHbIE KaK 3a3eMNALLME HaKNaAKWN, NN NacCMBHbIE INEKTPOAbl) — 3TO HECTEPW/IbHbIE YTUNU3UPYEMbIE
YCTPOMACTBA OAHOPA30BOro UCMNONb30BaHWA. OHM NCNONBL3YITCA BMECTE C 3INeKTPOXMPYPrudecKkm reHepaTtopom n NPUHaANEXHOCTAMM, TAKMMUW KaK 3NEKTPOXUPYPrUdeckne nsnydarenn,
PYHKW-31EKTPOAbI U 3NEKTPOABI. 3azeMNAlLne HaKNaakn NPpUMEHATCA B MOHOHOﬂHpHOﬁ XUPYPruvM AN pacceMBaHna 31eKTPOXUPYPruyeckoro Toka, NoAaBaemMoro MOHONONAPHLIM
aneKTpoaom, 4o HW3KOW NAOTHOCTW (4TO CHMXKEET PUCK NOAYUEHWA OXora NauWeHToM) M BO3BPaTa 31eKTPOXUPYPru4eckoro ToKa B reHepaTtop.

Pa/MOUaCTOTHAR IHEPTWA, BLIPAGATLIBEEMEA rEeHePaTOPOM, NPOXOANT MO COBAMHWUTENLHOMY KaBento K 3NEKTPOXNPYPrieckKoi NPUHEANEKHOCTI (Hanpumep, n3ydaTento), rae IHeprus
NoAAeTCs Ha 3NeKTPOA AN KOATYARLMM TKaHelR. INeKTPUUECKNA TOK, NPOXOAALIMIA Yepe3 TKaHW NauveHTa No BO3BPATHOM Lerni 3a3eMNeHNs, HaNPaBnaeTca Ha 3a3eMNAIOLLYI0 HaKN2AKY,
KOTOPan NPUKPENAAETCA K NaLUMeHTY. TOK NPOXOANT Uepes 3a3eMNS IOl HaKNa/AKY Ha3aA K reHepaTopy, 3aBeplian Lenb. besonacHocTb nayneHTa obecneunBaeTca 3a CHeT paccenBaHna
PaAMOUaCTOTHOM 3HEPriiv NO 6ONLLUOI MNOLLEAN NOBEPXHOCTH 3a3eMNAIDLIEN HAKNZAKW, UTO NO3BO/ISET M36EXaTh OXOra TKaHeR, BOSHMKaIOLEro BCieACTBME BLICOKOW NAOTHOCTK TOKa,

3NeKTPOoA Pa3MeLlaeTcs Ha NaukeHTe nan Noj HWM, a kabenb NoAKNOUEETCA K COOTBETCTBYHOLWEMY NOPTY 31eKTPOXUPYPrniyeckoro reHepatopa. 3aszemNALWME HaKNaaKn Kpenatcs
HENOCPEACTBEHHO K KOXE NalueHTa ¢ NOMOLUbID aAresmBHOMo renq. 3a3eMnNaAoWan Haknagka npeacrasnaer coboi AByXCF.‘KLLVlOHHbIﬁ BO3BPaTHbIA 3NMEKTPOA WM WCNONb3yeTca ¢
COBMECTMMbIMW reHepaTopamn Ana ofecnedeHns AONONHUTENLHOA He3onacHoCTH nyTem KOHTPO/A Ka4ecTBa KOHTaKTa.

MNPOTUBOMNOKA3AHWA: oTcyTcTBYHOT

NPEAYNPEXAEHWA:

Mockonbky 3GGEKTUBHAR OUMCTKAa W/MAW CTEPUAM3EUMS ASHHOTO MEeAWLWHCKOTO YCTPOACTBa MONb30BATENeM HEBO3MOXHE, €ro NOBTOPHOE WCMO/b30BaHWE HebesonacHo. OHo
“DeAHa3HaUEHO TONLKO A/ OAHOPA30BOTO NPUMEHEHNS, MoBas NonsITKa NONbL30BaTeNs OYNCTMTL M NOBTOPHO CTEPMAM30BETL AAHHOE YCTPONCTBO MOXET NPMBECTUA K 6MONOTMYeCcKor

 COBMECTMMOCTN, MHPULMPOBAHNIO MM APYTAM PUCKaM HEraTMBHOIO BO3AeACTBWA YCTPOWNCTBE Ha NaumeHTa.
e

NPEAOCTEPEXEHWA:

+  MpM MCNOAB30BEHWM ABYXCEKLIMOHHOTO BO3BPATHOO 31eKTPOAa NEM (MOHWTOP HERTPaNLHOTO 31EKTPOAE, NI MOHWTOP KaUeCTBA KOHTaKTa) NOATBEPXAAeT, UTo 06LYee CONPOTUBNEHINE
HaX0ANTCA B NPeAycTaHOBNEHHOM 6e30MacHOM AnanasoHe. /19 3a4efCTBOBaHMUA AaHHOM dyHKLIMWM Be30MacHoCTH HeOBX0ANMO UCMO/b30BATE ABYXCEKUMOHHYIO HEKNEAKY.

+ ECW NONOXEHME NaLMeHTa W3MEHAETCH NPW NPOBEAEHNN XMPYPTMUECKoi NpoLeaypLl, y5e4nTech, YTo HaKNajKa OCTAETCA B HajgNexXalllem KOHTaKTe ¢ KoxeR, a kabenb ocTaeTcs
NOAKAYEHHBIM K Haknaake, HecobaogeHne 3Toro TpeBoBaHNA MOXET NPUBECTM K OXOraMm TKaHel naumneHTa.

+  Bo Bpemsi XMpyprudeckoi npouedypel ybegnTech, 4To Ha MECTEe 3aKPEenNeHus HakNaakn oTCYTCTBYIOT Kakne-nn6o npeagmeTs.

+ ECAM BO BPEMS MPoLedypsl TpeGyeTcn MOBLILIEHWE YPOBHA MOUHOCTM, MO CPABHEHMIO C 0BLIUHOM, 3TO MOXET yKa3blBaTk Ha CyuwecTBoBaHve npoGnembl. Mepej yBennueHnem
MOLLIHOCTH Y6eANTECH, UTO HaKNaAKa NONHOCTLIO COMNPUKACAETCR ¢ KOXe NaumenTa. NposepbTe Kabe/lb U Pa3beMbl, 8 TAKKE OCMOTPUTE BCE MCNO/b3YIOLUMECH NPUHAANEXHOCTK.

+  He nepemelyainTe HaknaAKy Nocne NepBOro 3aKpenneHns,

+  He ncnone3syiTe NOBPeXeHHEIE HAaKNaAKN,

* He paspesaiiTe HaklagKy 1 He n3meHniTe ee kaknm-nnbo obpasom.

+ W3yumnte v cobniojaiiTe Be AONONHNTENBHBIE MHCTPYKLMM, NPEYNPEXAEHUA W NpeAaCTepexeHns, NPUBeAeHHbIE B PYKOBOACTBE M0 3KCNAYaTauWi UCNO/Ib3YEMOro reHepatopa.

WHCTPYKUWA NO NPUMEHEHWHO:
A. [lpaBuna ocmoTpa W 06palleHns

Mocne M3BNEYEHNs BO3BPATHOTO HaKNagHOTO 3NEKTPOAA W3 Yexna BW3yalbHO NPOBEPLTE €r0 Ha Hanuume Takux NOBPEXAEHWRA, Kak OTCYTCTBME NPO3PAYHON 38UNTHOW NOANOXKN;
pa3pbiBbl WM HaAPbIBLI; OTBEPCTUA B HaK/1aAKe; NOBPEX/AEHHBIA LHYP MW COBANHEH ME LWHYPa (ECAK NPUMEHMO); OTCYTCTBME AW NOBPEXKAEHME COEANHUTENIBHOMD KOHTaKTa] Hanudue
OCTATKOB FEAs, NPUAMNLIMX K NPO3PayHORA NOANOKKE NPY CHATAM C HAKNEAKW; OTCYTCTBIE KEA MO NepyuMeTpy Ha 06TAHYTOR MaTePNaNomM YacTh HaKaAKkn CO CTOPOHbI, MPWAETaloLen k
KoXe naumeHTa. OBPaLIEHNE C HAKNBAKOM A0/DKHO OCYILIECTBAATLCA TakKMM 06Pa3oM, UTOGLI CKUMTL Kakue-NNEo ee NOBPEXAeHWS. Moc/e yAaneHus Npo3paqHon 3aLUNTHON NOATOKKN
obpaljaiTech ¢ HakNagKol Tak, 4To6bl OHa OCTaBanack NAOCKOM NPKU HANOXKEHNW Ha KOXY NayvexTa.

B. Bbi60op ¥ N0OArOTOBKA MECTa HaNoMeHUA
1. BbifepuTe XOpOLIO BACKYNAPUINPOBAHHbIA MbllUEUHBIA YYacTOK C BbIMYKAOW NOBEPXHOCTLID B HenocpeacTBEHHOM 61M30CTM OT ONEPaLUMOHHOro NoNs. He pasMellante Haknajky
Ha pybuax, BOCNENEHHOM KOXe, XVPOBOMA TKaHM, KOCTHBIX BLICTYNaX, METaNIMUecKX NpoTesax, 3N1eKTpojax 1 kabenax JKI, KapanoCTUMYNATOPAaX, & TAKKE B MECTaX BOIMOXHOTO
CKONNeHna )KVIA?(OCTEVL

C6peiiTe Bce BONOCHI Ha BbIBPaHHOM yUacTKe, YAannTe N3NNILHIOW BAary.
“Lca3velleHne 3a3eMNAIUE N HaKNBAKA
1, NoaknoumnTe HEKNAAKY K FeHepaTopy.
2. CHAMWUTE NOANOXKY C HaKNaaKku.
3. HanoxuTe HaKNafKy Ha KoXy OAHWM KOHLOM W pasriajbTe ee B CTOPOHY NPOTUBONO/NOXKHOTO KOHLE.
4, MpwvknaabiBaitTe 4OCTATOMHOE AaB/EHME NO BCEN NNOWAAN HAKNEAKM, UTOEbI 06eCneUnTh HagNeXaluin KOHTaKT ¢ KOXen.

D. CHATUE Y YTUWIN3AUNA 3d3EMASIOLLER HaKNaAKn
1. Mo 3aBepPLIEHNIN XUPYPrMHECKOA NpoLeaypbl MEANEHHO M OCTOPOXHO CHUMMWTE Haknaaky, cnean 3a Tem, uT06bl HE TPABMMPOBATL KOXY.
2. OTCOEANHWMTE WIHYP OT reHepaTopa.
3. YTUAW3MpYATe HakNaiKy, cobnioAas MeCTHLIE HOPMbI.

TexHW4YecKoe onucaHue

ObLyee onucaHne:
v YMeHbLEeT 3NeKTPOXMPYPrndeckuin ToK, NoAaBaembli 31eKTPOAOM, A0 HU3KOIA NIOTHOCTM U BO3BPALLAET TOK B 3/1EKT POXWPYPru4ecknia reHepatop.
v MCTOUHMK 3HE Prian: TpebyeTca COBMECTUMBIA 3M1eKTPOXMPYpPruyecknin reHeparop.

C

Nnowagae MoBEPXHOCT K pasmep:
v Pa3mep Haknaakw: 10,5 cm (105 Mm) X 21,5 €M (215 Mm)
¥ Anvna Kabens: 3 meTpa (9,85 ¢T1)

ViHpopmaumna ob ok alwllei cpege

¥ MuHumMansHas macca: 11,4 xr (25 ¢yHTOB)
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v PaimellainTe HaKNaAKY Ha XOPOLO BaCKYIAPM3NPOBAHHOM MbILLEUHOM YUECTKE C BbINYKON NOBEPXHOCTLIO B HENOCPEACTBEHHOWM 6AN30CTH OT ONepaLMoHHOre Nons
¥ He pa3smellaiTe HakNaAky Ha py6Lax, BOCNANEHHOMN KOXE, XMPOBON TKEHW, KOCTHBIX BLICTYNEX, MeTaANMUEeCKUX NpoTe3ax, 3nekTpodax u kabensax 3KT, KapAnoCTUMYNATOpax, a Taky

B MECTax BO3MOXHOIO CKOMAEHWA XNAKOCTER.
v CBpeiTe BCE BONOCHI Ha BbIBPaHHOM yJacTke, TLWaTeNbHO BbICYLINTE KOXY.

Haanexaulni npodune nonbsosatens
Obpa3zosaHue:
¥ O6y4eHHbIA ANNNOMUPOBAHHbLIA BpaY
SHaHuA:
v TpoUTEHNE N NOHUMEHWE MHGOPMELIKW B NPeAOCTABNEHHON MHCTPYKLWMMW NO MCNONL30BAHNIO
¥ TIOHUMEHKWE 3NEeKTPOXMPYPrUv 1N 3NEKTPOXMPYPTMUECKMX METOANK
PaspeweHHan cTeneHe yXyALeHnsa cnocoBHOCTedH:
¥ HeBonblwoe yxyaweHne cnocoGHOCTA UTEHNA/3PEHNE UK KOpPEeKLWMA 3peHna ao 20/20

Qgﬁygmglg YCnoena MCNoNbL30BaHWA
Cpeaa ncnone308aHna:
v BpauebHbliit kabuHeT, XMpypruyecknii LeHTp, 601bHWLE WNK @HaNOTNUHaA cpeaa
v lpeAHazHa4eHo TONLKO ANA NpodeccnoHanbHOTo UCNoNL30BaHUA
v Temneparypa oKpyxaiollero Bozayxa o1 +10 °C go +40 °C
v MICNONb30BaHWE B NOMELEHWN UAN W30NNPOBEHHON 30He
WHpopmMaymnsa o6 yTiunnsalyun:
¥ YTUAM3MPYITE NCNONBL30BaHHYHID 333eMNALLYIO HaKNaAKY KaK BMONOrMUYeCcKM ONacHbIE MEANLMHCKNE OTXO0ASI.
¥ He npoeoanTe 06paboTky 3a3emnsiollel HaKNaaKkv C LUenbK NOBTOPHOTO UCNONb30BaHMA.

Cnyx6a NoAnepH KN KIMEHTOB
ObpalaitTecs B Cnyxby NOAAEPKKN KIMEHTOB No Homepy +1.800 537 2790 (CLUA).




