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MNpunnoxeHre Nel K PykoBOACTBY Mo/sib30BaTeNns Ha MeAULMHCKOE 1U3fenne:
CeHepaTop 3/1EKTPOXUPYPrnUYecKnii, ynbTpasByKoBo G11, ¢ NpuHaaNeXXHOCTSAMN

Appendix Nel to the User Manual for a medical device:
Electrosui”ical ultrasonic generator G 11, with accessories

STR-4007 RQ-16887 Page 1of 11

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA

~
>

wmwO



Elfttcon Erxfo-Surgery. LLO

E T H I C O N ézsa)?naa"beo(,:Puerto Rico 00969

MtTQ'Wtleberon”etw enlFAHH-rOFCOMMHMOI USA
Russian text English text
U HAMMEHOBAHWVE MEAVLIIHCKOIO U3AENNA (M) 1. MEDICAL DEVICE (MD) NAME
["eHepaTop 3MIEKTPOXVPYPIMHECKIINA, yNbTpasBykoBoi G11, ¢ Electrosurgical ultrasonic generator Gl I, with accessories*:
NPUHALIEXKHOCTAMUN™,
I. MeHepaTop 3MEKTPOXMPYPIMYECKIIA, YbTPasByKoBo G 11, B cocTaBe: I Electrosurgical ultrasonic gen”ator Gl 1
1) MeHepaTop 3MEKTPOXVPYPIMYECKII, YrbTpasByKoBo G 11 1) Electrosui®ical ultrasonic generator Gl 1
2) CeTeB0W Kaberb (NMpy He0bX0AUMOCTH) 2) Power cord (ifapplicable)
3) Kabenb nuraHmns s reHepatopa G11 3) Cable GII
4) PyKOBOZCTBO Mosb3oBarenst (Ha 6ymakHom wiv CD HocuTere) 4) Manual (on paper or CD)
11. MprHagexHoCT: 11. Accessories:
1) AganTep 415 HacagoK «I“mMoHuK» HGA11 (He 6onee 30a4iT.) 1) Harmonic HGAI I Generator Connector (no more 50 pcs)
2) ApanTep Ans Hacaaok «QHew» EGALL (He 60nee 50 LT.) 2) Enseal EGAI | Generator Qmnector (no more 50 pcs)
3) HoxHoi npuBog, 415 aktvisaLym FSW11 (He 6onee 5 WiT.) 3) Footswitch FSWI 1 (no more 5 pcs)
4) Tenexka-nofacraeka s reHeparopa CRT11 (He 6osee 5 LIT.) 4) CartCRTI 1 (no more5 pcs)

5) TMpoBepouHbIA K4 /1A TecTposaHua  reHeparopa GENIIVK ¢ 5) GENI IVK Verification Key with manual (no more 50 pcs)
WHCTPYKLWeN (He 6onee 50 LUT.)

*(paslee B  TEKCTe  MOXET  YrOMUHATBLCA KaK «reHepatop  e(hereinafter referred to as « Electrosurgical ultrasonic generator Gl I»,
AMIEKTPOXVIPYPIMYECKII,  yrbTpasBykoBoid  G1l»,  «reHepatop Gll», «generatorGll», «generator», «medical device», «device»).

«FeHepPaToP, «MeALIMHCKOE U3NENME», «M3LENVER).

HaviMeHoBaHVA MEAVILMHCKX V3N 1 MPUHA/IEXXHOCTE MOryT ObIMb  The names of medical devices and accessories can be mentioned in the text in
YMOMAHYTbI B TEKCTEe B COKPaLLgHHO dopve A1 yao6eTBa BocnpusTUa  abbreviated form for the convenience of perceiving information.

WHhopMaLn.
BLumeHoBaHHeM” MoAenn B/H BapuaHThbI ‘L Q Homep HOkatastory/ Reference
MCTOTHEH MEMM MD name, modeb or variations of MD mmber
eHepaTop 3NeKTPoXupypryuectii, ynstpassykosoin G1U ¢ gpsHagnexHoc amH / Electriosorelcal altiasoBiegenentor G IL with accessoiiia
I. eHepaTOp 3MEKTPOXMPYPINYECKIIA, YbTPAa3BYKOBO I. Electrosurgical ultrasonic generator Gl 1:
G Il, B cocTase:
1) eHepaTop 3/1EKTPOXVPYPIMHECKN, YIIbTPa3BYKOBOIA 1) Electrosurgical ultrasonic generator Gl 1
Gl
2) CeTeBoi1 Kabesb (NMpy He<X0aMMOCTH) 2) Power cord (ifapplicable) GENU
3) Kabenb numanus ans reHepatopa G11 3)Cable Gl
4) PyKoBOACTBO Mo/b30Bartens (Ha bymakHom mwim CD 4) Manual (on paper or CD)
HoCUTESIE)
MpuHagnexxHocTw: / Accessories:
STR-4007 RQ-16887 Page20f M
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Russian text
1) ApnanTtep ana Hacagok « apmoHuk» HGAI 1 (He 6onee

1) Harmonic HGA11 Generator Connector (no more 50

Luc

475 Calte C
Guaynabo, Puerto Rico 00969

English text

50T.) pes) HGAII
2) AanTep An1A Hacanok «OHew» EGALL (He 6onee 50 2) Enseal EGA 11 Generator Connector (no more 50 pcs) EGAII
LUT.)

3) HoxHoli npmBog, ana aktvesauym FSW11 (He 6onee 5 3) Footswitch FSWI 1 (no more 5 pcs) ESWII
LLIT.)

4) Tenexka-nogctaBka a1 reHepatopa CRT11 (He 6onee  4) Cart CRTI1 (no more 5 pcs)

5 1) CRTI
5) MpoBepouHbIi KMOH /19 TeCTUPOBaHKA reHepatopa  5) GENI 1VK Verification Key with manual (no more 50 GENIIVK

GEN11VK c nHcTpyKupeli (He 6onee 50 LuT.). pes).

1.1. Knaccnpmkaums MIA

Knacc B 3aBMCUMOCTM OT CTEMEHW MOTEHLMAIBHOMO PUCKA MPUMEHEHVIS B

MEOULIMHCKMX LIENAX B COOTBETCTBUM C HOMEHK/IATYPHBLIM K/IaCCU(MKATOPOM

MEIVNLIMHCKNX M30enni: 26.

CTeneHb 3aLnThI OT NOPAKEHUS AMEKTPUYECKM TOKOM - Pabouast YacTb

Tvna CF, coctosawaa u3 nHeTpymeHTtoB HARMONIC w ENSEAL

Knacc 3awmTbl 0T NopadkKeHNs a/1eKTpruyeckm Tokom - Knacc 1 no MOCT

PM3K 60601-1

3awmTa koprnyca G11 oT NPoOHUKHOBEHUS - 1P21

3almTa HOXXHOro NpPMBoAA 418 akTUBaUun (Nefasib) OT MPOHUKHOBEHUSA

-1P68

Knacc 6e3onacHoctu MO - kracc C

PeXkum paboTbl MEAULMHCKOTO M3ae/ns —F IpoLo/DKUTESbHbINA

2. HASHAYEROLL MEANLIMHCKOI O N3AENNA N MPULLLLIMbI
JENCTBUA

2.1. HasHauyeHVe MeaLIMHCKOro 1U3aenns

MeHepaTop G11 BbipabaTbIBaET PafyoHacTOTHYHO SHEPIKO /151 MPUBELEHVS B

JECTBUE AMEKTPOXVPYPINYECKX UHCTPYMeHTOB ENSEAL, Mcronb3yeMbix

BO BpeMSA OTKPbIMbX WM OOLWMX J1anapoCKOMNMYECKMX, a Takke

MHEKO/IOrMYECKIX OMepaLvi 151 pacceyeHmIst M 3aravBaHIs COCY/0B, aTakoke

[/ pacceveHVs, 3axBarta M UCCeYeHMs] TKaHeld. Kpowme Toro, reHepartop

BbIpabaTbIBaeT 3HEPIUI0 [/ MPUBEEHVS B [ECTBUE Y IbTPa3BYyKOBbIX

Xvpyprudeckmnx  vHcTpymeHtos  HARMONIC, npegHasHadeHHbIX A1

Hafpe30B MArKVX TKaHel, Korga TpeOytOTcA OCTaHOBKA KPOBOTEYEHWS U

MUHUMa/TbHOE TEPMNYECKOE BOEVCTBYE.

2.2 [MpuvHUMnNbI gencTBKA

STR-4007 Ra-16887
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I.LILM D classification
The class, depending on the degree of potential risk of medical use in
according to the nomenclature classifier of medical devices: 2b.

Degree of Protection Against Electric Shock - Type CF applied part
consisting ofthe HARMONIC or ENSEAL instruments

Class of Protection Against Electric Shock - Class 1 according to IEC
60601-1

Ingress Protection G il Enclosure - 1P2I

Ingress Protection G il Footswitch - 1P68

Safety classification of software - Class C
Medical device operating mode - Continuous
2, INTENDED USE AND PRINCIPLE OF OPERATION

2.1. Intended use of medical device

The Generator Gil provides radiofrequency power to drive ENSEAL
electrosurgical instruments tliat are used during open or laparoscopic general
and gynecological surgeiy to cut and seal vessels and to cut, grasp, and dissect
tissues. In addition, the generator provides power to drive HARMONIC
ultrasonic surgical instruments that are indicated for soft tissue incisions when
bleeding control and minimal thermal injury are desired.

2.2. Principle of operation

Page 30f 1
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Russian text
MeHepaTop G11 BbipabarbIBaeT MEKTPOSHEPT IO [/151 MPUBEAEHNS B AEACTBIE
XVPYPryyecKux WHCTPYMeHTOB Harmonic n EnSeal. B KoHCTpyKLyn
reHepaTopa MCro/b3yeTcst UHTEPAIEIC C CEHCOPHBIM 3KPaHOM U HE MMEHOLLINIA
aHa/10roB pasbeM MopTa /19 MOAK/HOYEHNA MHCTPYMEHTOB Harmonic wm
EnSeal. CoegnHutenn HGAIL pgns Harmonic n EGA1L gns EnSeal
NPYMEHSIOTCA /191 TOro, YTo0bI MreHepaTop MOr ObecrieumBaTb 3HEPIU0 A1
NpVBEAEHVS B AECTBME MHCTPYMEHTOB MPEAbIAYLLEr0 MOKO/IEHMS.
MeHepatop  OGecreuMBaeT  MHCTPYMeHTbl  EnSeal  BbICOKOYaCTOTHOW
pagnodactoTHol (PY) aneKTpUYECKOA SHEpruein [/l HerocpeacTBeHHOro
BO3AEMCTBUS Ha TKaHW. C [pyroi CTOpOHbI, FeHepaTop Mpou3BoaUT
MEKTPO3HEPTMI0  Ha  Y/IbTPa3BYKOBbIX — yacTotax 19 NpuBoga
Mbe30KEePaMNYECKUX [MCKOB B PYKOATKax Harmonic, KoTopble, B CBOO
oyepefb, CO3LAT MexaHNyeckue KorebaHWs A1 MPMBOLA aKTVBHBIX J1E3BUIA
B MPWCOEAMHEHHbIX Y IbTPA3BYKOBbIX  XVPYPrMYECKMX WHCTPYMEHTaX.
YNbTpa3ByKOBble KOMebaHWA SBMASKOTCA (POPMOM MEXaHWYECKON 3HEprimn; K
nauyieHTy He MepefaeTcs aMeKTPUYECTBO. lojada aHeprn akTyBMPYeTCs C
MOMOLLIbHO KHOTMKM aKTVBALWN 3HEPT N (EC/IM OHA ECTb) Ha MPUCOEANHEHHBIX
WHCTPYMeHTaxX Harmonic Wi ¢ MOMOLLHO HOXHOIO NMPYBOAA A1 aKTVIBaLN.
B pexxume Harmonic (ynbTpasBykoBasi XMpYprs) reHepatop 06ecrieqmBaeT
ABa YPOBHS MOLLHOCT: MUHUMabHLIA (MIN) 1 MakeyvianbHbin (MAX).
MVHUMa/IbHBIA ~ YPOBEHb  MOLLHOCTU  MOXET  ObIb  OTpery/mpoBaH
nosb3oBaTesieM OT YPoBHA | 10 5, B TO BpeMsi KaK MaKcUMasbHbIA YPOBEHb
MOLLIHOCTM YCTaHaB/IMBAETCA M0 YMO/THAHMIO U OCTAETCH Ha YPOBHE MOLLIHOCTU
5. boree HU3KVE YPOBHM MOLLIHOCTW MO3BOMSAKOT MOBLICUTL KOAry/isaLvio v
CHU3MTb CKOPOCTb PAaCcCeYeHus], Torja Kak 60/1ee BbICOKVE YPOBHW MOLLHOCTU
MCIO/Ib3YHOTCA /191 YBEIMYEHNA CKOPOCTU paccedeHust. OTae/bHble BKIabILA
B YMakOBKy WHCTpPyMeHTa Harmonic cogepkar — [OMONHUTETbHYHO
MHopMaLyiio 06 YpOBHE MOLLHOCTY, BK/IHOHas PEKOMEHIYeMble YPOBHU
MYCKOBOM MOLLIHOCTI, B 3aBVCUMOCTM OT KOHKPETHOTO C/Tyqast.
B pexume EnSeal (aneKTpoxmpyprisl) reHepatop MoaaeT (MKCMPOBaHHbIN
YPOBEHb MOLLHOCTM Ha VHCTPYMEHTBI, KOTOPble COZEpaT OuUMonsipHble
MEKTPOAbI A4/151 3aranBaHMs COCY0B U MexaHUHYECKOe pekyLLiee e3suie 41
pacceyeHrs CoCyoB N MATKUX TKaHein. HOXHOM NpuBog, 419 akTviBaumn He
UCM0Mb3YeTCA AN MHCTPYMeHToB EnSeal.
"eHepaTop G1106ecreynBaeT KOMIVIEKCHYHO AVarHOCTUKY CUCTEMbI, BKIHOHasA
Mpoueaypb! TECTUPOBaHUS, YTOObI XMPYPrMYeCKUiA NEPCOHa MOT YoeauTLCS.
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Englbh text
The Generator G11 supplies energy to the HARMONIC and ENSEAL surgical
instruments. The generator uses a touchscreen display interface and has a
unique receptacle port that accepts either a HARMONIC or an ENSEAL
instrument. Connectors (HGAI1 for HARMONIC and EGAI 1 for ENSEAL)
are used to enable the generator to power legacy instruments.
The generator provides high frequency radiofrequency (RF) electrical power to
EnSeal instruments for direct application to tissue. Alternately, the generator
provides electrical power at ultrasonic frequencies to drive the piezoceramic
discs in the HARMONIC hand pieces, which in tum produce mechanical
vibrations to drive the active blades of the attached ultrasonic surgical
instruments. The ultrasonic vibration is in the form of mechanical energy; no
electricity is transferred to the patient. Energy delivery is activated through the
use of an energy activation button (if present) included on the attached
HARMONIC instruments or by an optional footswitch (FSWI 1),
In HARMONIC (ultrasonic surgical) mode, the generator delivers two power
levels: minimum (MIN) and maximum (MAX). The minimum power level may
be adjusted by the user from Level | to 5 on the GENI 1 while the maximum
power level defaults and stays at power Level 5, Lower power levels allow for
increased coagulation and slower transection speeds, whereas higher power
levels are used for increased transection speed. The individual HARMONIC
instrument package inserts provide additional power level information
including recommended starting power levels, as appre/riate.
In EnSeal (electrosurgical) mode, the generator delivers a fixed level of power
to the instruments which contain bipolar electrodes for sealing vessels and a
mechanical cutting blade for transecting vessels and soft tissues. The footswitch
is not used for the Ethicon ENSEAL portfolio.
The Generator Gl 1 provides comprehensive system diagnostics including test
routines to allow surgical staff to ensure that 1€ generator, hand pieces (used
for HARMONIC instruments only), and instruments are ready for use. Audio
indicators provide the surgeon and surgical staff with feedback regarding the
current state of the generator and instruments while in use and direct the user to
the source of any system faults and troubleshooting steps, as applicable.
The principle of operation of the Verification key for testing die generator, see
the instruction for use for the accessory: «GENIIVK Verification Key with
manual».

Page 4o0f N



USA

Russian text
YTO reHepaTop, HaKOHEUHWKM (MCMOMb3YKOTCA TOMbKO 11 MHCTPYMEHTOB
Harmonic) 1 MHCTPYMEHTBLI FOTOBbI K UCMO/b30BaHMIO. 3BYKOBbIe NHOVKATOPbI
NPENOCTaBNSAOT XMPYPry U XUPYPruyeckoMy MepcoHasty 00paTHyo CBs3b O
TeKYLLIEM COCTOSIHUM reHepaTopa 1 MHCTPYMEHTOB BO BPEMSI UCTO/b30BaHUST U
HanpaB/AKOT MNO/b30BATE S K UCTOYHMKY N0OLIX CO0EB CUCTEMbI U AEACTBUSIM
MO YCTPaHEHWIO HEMOMAAOK, €C/IN 3TO MPUMEHMMO.

MprHUMN paboTbl NPOBEPOYHOIO K/KOYa /18 TECTUPOBaHMA reHepaTopa cM. B
WHCTPYKLM MO 3KCUTyaTaLym Ha NPUHaAIEXHOCTb «I JpoBEpOUHb I KoM A1t
TecTmpoBaHuA reHepatopa GEN11VK ¢ MHCTPYKLpen».
3. TMOBOYHbLIE SPPEKTbI
HexenatenbHble Mo6oYHbIE adeKTbl M (laKTo{Ma pPUCKa, CBsi3aHHblE C
YNbTPa3ByKOBbIMW  YCTPOWCTBaMK,  BK/KOYatOT B ce0s1  OMacHoCTb
KPOBOTEYEHWS!, MEXaHNYECKOTO WM TEPMUYECKOTO MOBPEXKAEHNA TKaHeN,
BBEJEHVSA TMPESMETOB C HECTEPWIbHOM MOBEPXHOCTBIO WM - MNepeHoca
BO30yAUTENen MH(EKLWMN, BOCTIVIEHWSI WM HEXeNATe/bHbIX PEaKLMIA TKaHN,
MOPaYKeHNS 3MIEKTPUYECKVIM TOKOM, HECOBMECTMMOCTb C MHOPOAHLIMA Te/laMm
W YCNOBUSIMM  MarHUTHO-PE30HAHCHOM ToMorpadmn, a Takke puck
MOBPEXAEHMA MYLLIECTBA WM HAHECEHVS BPeSA OKPY»KatOLLEN cpese. Kpowve
TOro, C/iACTBMEM MpoG/ieM, CBSA3aHHbIX C  aKTUBaLMen YCTPOICTBa,
MOBPEXAEHMEM YCTPOICTB, 3/IEKTPOMAr HATHbIX MOMEX, C/IbILLIMMONO LLyMa U3-
3a HernpaBWIbHOM CO0PKM, HEMPAaBWIBLHOMO MPYIMEHEHNA AMHAMOMETPUYECKOI0
Klo4a WM MONbTXK BHECEHVSI V3MEHEHWIA B YCTPOICTBO MOryT CTaTb
HeyMbILLUIEHHOe HaHeCeHVe Bpesa, MPOL/IEHNE XPYPrMyecKoi orepaLim win
BbIHY>XEHHOE M3MeHeHMe TaKTVIKA XMPYPrMYeCKOro BMeLLIATE/IbCTBA.
4. BOBMOXXHOCTb W METOAbl MHTEMPALM C OPYTUMW
MEAVLNHCKMIWN N3OENNAMUN
V3menve  MOXET  UCMOMb30BarbCAd  COBMECTHO € YTBEPXKAEHHBIMA
NPOV3BOAUTENIEM MESVLIHCKVMN W3AENMAMUN «I apMOHUK» 1 «SHCWT».
5. MEPEYEHb MATEPUAJIOB MWU/LIST OF MD MATERIALS
"eHepaTop He MEET KOHTaKTa C NaLeHToM. CrieLianiicT, paboTatoLLmi
MEAVLIMHCKVM M3enveM paboTaeT B repyaTkax.

- AganTep ana Hacagok «I"apmoHnk» HGAU v3rotaBnMBaeTcs 13
nonmkap6oHata Calibre™ 2061-15 (KpacuTerb cepbii 1 6eNbIiA).
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English text

3. ADVERSE EFFECTS

Undesirable side effects and risks associated with ultrasonic devices include the
potential for bleeding, tissue injury via mechanical or dermal damage,
introduction of non-sterile surfaces or pathogen transfer, inflammatory or
unintended tissue reaction, electrical shock, foreign body or magnetic resonance
inc<Mnpatibility, and property or environmental damage. Also, unintended harm,
extended surgery, or altered surgical approach may result from issues related to
device activation, damaged devices, electromagnetic interference, audible noise
due to misassembly, misuse of the torque wrench, or an attempt to alter the
device.

4. THE POSSIBILITY AND WAYS OF INTEGRATING WITH
OTHER MEDICAL DEVICES
The device is compatible with Enseal and Harmonic medical devices which are

provided and validated by the Manufacturer.

GEN 11 doesn’t have any contact with patient. Specialist who is working with
MD uses gloves.

- Harmonic HGAI | Generator Connector is made from polycarbonate
Calibre™ 2061-15 (gray and white).
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Russian text

AnanTep /s Hacaaok «3Hcew» EGAI 1 nsrotasnmeaeTes U3
nonmkap6oHata Calibre™ 2061-15 (KpacuTesb 6enblif).
Tenoxka-noacrtaBka ans reHeparopa CRT11 v3rotae/mBaeTcs U3
TFOMUHKA ¢ MOKPbITEM K3 nonmactpa PWT2-40119, PMSI797C

(ETTO00).

English text
Enseal EGAI 1 Generator Connector is made from polycarbonate Calibre™
2061-15 (white).
Cart CRTI 1is made from Aluminium with White Polyester powder coat
finish PWT2-40119, PMS1797C (ETH2000).

6, 3HAYEHVA CMMBOJIOB, YKA3AHHbLIX HA YTIAKOBKE / INTERPRETATION OF SYMBOLS USED ON THE PACKAGE
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OnwvicaHwne
HoxxHoli nprBog,

HeVoHM3VpYHOLLIEE 3MEKTPOMArHTHOE U3/TyueHIie

SOKBUMNOTEHLMATBHOCTD

JMeKTPUYECKOE U 3NIEKTPOHHOE 060pYA0BaHME.
Otxogb! CneflyeT BO3BpaLLATL B cucTemy cbopa
W1 Ha MPENPUSTYA 110 MepepaboTKe 1 yasIeHNO
oTXxof0B. HopMa, aelicTBytolLiast B cTpaHax EC. o
BO3BpaTa OTXOLOB CriefynTe VHCTPYKUMM [0
OYMCTKE N CaHUTAPHOM 06paboTKe.
YNoSHOMOYeHHb Il MnpeacTaBuTeslb B
EBponelickom CooblLLiecTBe*

YNoMHOMOYeHHb I NpeacTaBuTeb B CLLIA*

VisrotoBuTeSb
Mepekntovatens  Power On/Off  (Bk/BbIKn

NATaHUS)

BHumaHve!  defepanbHble 3akoHbl CLLA
paspeLLIaroT NMPOZAKY 3TOr0 YCTPOCTBA TO/bKO M0

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

Description
Foot switch

Non-ionizing electromagnetic radiation

Exponentiality

Electrical and Electronic equipment. Retumn
waste to a collection system or treatment and
recycling facilities. Applicable in the EU. Follow
decontamination instructions before returning
waste.

Authorized Representative in the European
Community*
Authorized Representative in the USA*

Manufacturer
Stand-by

Caution: Federal (USA) law restricts this device
to sale by or on the order of a physician*
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Russian text
3aKasy WAM  HasHa4YeHWU0 NIMLEH3NPOBAHHOTO
MeANLNHCKOro paboTHMKa*

bepeub OT Bnaru

He gonyckaTb BO3/eiiCTBME CONHEYHOTO CBETA

Homep rto kaTanory

CepuiiHblii HOMep

Homep naptum

CM. PYKOBO/CTBO M0 aKCMayaTauuu/6yknet

HecTepunbHo

Pabouast yactb Tuna CF

YKa3biBaeT Ha TO, UYTO 3/IeKTPUYECKOe WU
3/IeKTPOHHOE nsgenue (33n) COLEPXUT
TOKCUYHbIE M ONacHbIe BellecTBa UM XMMnUYeckune
3/1eMeHTbl B KOHUEHTpauuax, npesblllaloLmx
MaKCUManbHO AONYCTUMble 3HaYeHUA. Ha3BaHua n
cofiepXXaHue TOKCUYHbIX 1 OMacHbIX BELecTB Uu
XUMUNYECKNX 3/IEMEHTOB AO/MKHbI ObITb YKa3aHbl B
pPyKOBOJACTBE MO

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

English text

Keep Dry

Keep Away from Heat

Catalogue Number

Serial Number

Batch code

Refer to instruction manual/booklet

Non-sterile

Type CF Applied Part

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 inthe Chinese product
instruction manual. The number "50” in the
symbol refers to the environment-friendly use
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Russian text
aKcnayaTaynm M3Lenns Ha KWUTalNCKOM A3blKe.
Uucno «50» B 0603HAYEHUN OTHOCUTCSH K CPOKY
3KONOTMYecKM 6e30MacHOr0 MCNoNb30BaHUS; Mo
WUCTEYEHUN CpOKa 3KONMOrMyeckn 6Ge3onacHoro
MCNonb30BaHNA n3genuns JODKHbI 6bIThb
noMeLlleHbl B CUCTeMY yTunmsaumnu (0603HaveHue,
npuHaToe B KwuTalickon HapogHoit Pecnyb6nuke
Ana orpaHNYyeHnAa coaepXXaHna onacHbIX BeLecTs

(ROHS) B 3M1eKTPUYECKUX W  3NEKTPOHHbIX
nsgennsx) *

MpefoxpaHuTenb

n3penne  cepTUdUUMpPOBaAHO HauMoHanbLHOM’

ncnoiTatenbHon nabopatopuein CLUA.

O6paTuTeCb K WHCTPYKUWUW MO MPUMEHEHUID —
PykoBoACTBO nofb3oBatends no paboTe ¢
redHepatopom G11.

O6paTnTech K MHCTPYKLMU MO NPUMEHEHUIO

[Avana3oH BlaXHOCTH

Mpegen TemnepaTypbi

HwW3kuii ypoBeHb CUTHANA TPEBOTU

CpefHWii ypoBeHb CUTHAN TPEBOTU

Macca; Bec

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

Eufilish text
period; after dieir 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) *

Fuse

Product is certified by a Nationally Recognized
Testing Laboratory.

GEN! | Consult Instructions for Use

Consult Instruaions for Use

Humidity Limitation

Temperature Limit

Low Alarm

Alarm Medium

Mass; weight

Page 8 of U
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Russian text
CreneHb 3alUnTbI 060/104KN
3MeKTPoobopyaoBaHMS  OT  MPOHUKHOBEHMA

TBEPABLIX NPEAMETOB 1 BOAbI
Jata v3rotosneHus

MeavumHCKoe U3aeniie

OcTopoXKHO!

YnakoBo4Hasa eiMH1LA

YKa3blBaeT Ha TO, UTO 3/IEKTPUYECKoE U
ANeKTpoHHOe u3gene (D3A) He  COAEPXMT
TOKCUYHbIX 1 ONACHbIX BELLECTB WM 3/IEMEHTOB B
KOHLIEHTPaLWIsX, MPEBbILLAIOLLYX MaKCMMasbHble
3HaueHus,  ABMSeTCA  6esonacHbiM s
OKpY)KatoLLel cpefbl M NOLMIEXUT nepepaboTke
(o603HaueHwe, NpuHATOE B KnTaiickoli HapoaHoii
Pecnybnke [ns  OrpaHWYeHus  CoaepXKaHus
onacHbIx BellecTB (ROHS) B anekTpuyeckux u
3MIEKTPOHHBIX M3Lenmnsax) *

IMepeMeHHBbIIi TOK

He ncnonb3oBatb Mpn NOBPEXAeHNN yNaKOBKN

YHUKabHbIV MOEHTUDMKATOP YCTpOiicTBa*

Tpeb6oBaHWAM
OTHOLLIEHNM

V3penve COOTBETCTBYET
[VpeKTuBbI 03/42/EEC B
MeANLMHCKMX NPrbopos™

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

English text
Degree of protection of electrical equipment from
penetration ofsolid objects and water

Manufacturing date

Medical E)evice

Caution

Packaging unit

Indicates that the Electrical and Electronic
Product (EEP) does not contain toxic and
hazardous substances or elements above the
maximum concentration values, and that it is an
environment-friendly product which can be
recycled (People’s Republic of China symbol for
Restriction of Hazardous Substances (RoHS) in
electrical and electronic products) *

Allternating Current

Unique Device Identifier*

The device complies with the requirements of
Directive 93/42/ EEC for medical devices*

Page 9 of 11
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Russian text

- ynakoBKa W MapKWw>0BKa MeAUTMHCKOTO
waenma MO>XET He cofgep> aTb OTMEYEHHbIe
CUMBO/bI

*

7. CPOK CNYXXEbl
Cpok cny>k6bl n3genms - 10 ner.
8. ®OPMATIOCTABKN
"eHepaTop G11 nocTaBnseTcA B YaCTUYHO FOTOBOM K MCMO/b30BAHMIO BULE.
Mpn nocTaBKe B YNaKOBKe COAEPXMTCA reHepaTtop G11, ceTeBoi kabenb (npu
HeobxoaMMocTy), Kabenb nuTaHus ansa redeparopa G111 v pykoBoACTBO
nonb3osarens. OpHopasosble annapartsl Ethicon ENSEAL vy IHCTPYMEHTbI
HARMONIC He BX0AAT B KOMM/IEKT MOCTaBKU W AOMKHbI MpUoGpeTaThbes
OTAENbHO.
AganTep ana Hacagok «apmoHnk» HGALL, afanTep 415 HacafoK «3SHCWMD
EGA 11, HoxHO npuBog Anst aktvBaumn FSWI11, Tenexka-nofctaBka Ans
reHepatopa CRT11 1 NpoBepOYHbIA KU A1 TECTMPOBaHMA FeHepaTopa
GEN11VK ¢ MHCTPYKLMeA NpuoGpeTatoTcsl OTAENbHO W MOCTaBMSOTCA B
VHOVBUAYa/bHBIX YMaKoBKaxX npy HE06X0AMMOCTMW.
MpOBEPOYHBIA  KMKOY  [/11  TeCTUPOBaHWA reHepatopa MOCTaB/SeTCs B
HECTepPU/IbHOM COCTOSHWW; MPUIOAEeH L1 MOBTOPHOMO UCMO/Mb30BaHKA.
KomneKT noctasku nposepoyHoro knova GEN11VK:
- TMpoBepouHblii  KMO4  oNs TecTvpoBaHWs  reHepatopa GENILVK c
VHCTPYKUpeli (He 6onee 50 ).
"eHepatop G11, agantep Ana Hacafok «IapmoHuk» HGALL, agantep gns
HacafoK «QHcuN» EG AL HOXHOIM NprBoA, Ans akTuBaumm FSW11, Tenexka-
nofctaska A reHepatopa CRT1l  KOMMIEKTYHOTCA  MH(OPMALMOHHBIM
NINCTKOM-BKNajpbILLIEM.
Bce 13mennsa conpoBOXAa0TCA MapKUPOBKOIA Ha PYCCKOM Si3bIKe.
9. NH®POPMALNMA O TMPOrrPAMMHOM OBECIEYEHUN,
NCMOJIb3YEMOM B M

Bepcus nporpaMmMHOro obecrneveHus: 2018-1.X

10, TIEPEYEHb MATEPUANOB J>XWMBOTHOIO U
YEJIOBEYECKOI O NMPONCXOXAEHNA

He NpyYMeHUMO - KNEeTKM, TKaHW, OpraHbl XXUBOTHbIX /W Ye/oBeKa 1 Apyruie
BroNOrYecKVe MaTepHasibl B COCTaB MEAULWHCKOIO M3AENNS He BXOAAT U He
NPUMEHSNICH NPY ero NPOU3BOLCTBE.

%

STR-4007 RQ-16S87

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

475 CaHe C
Guaynabo, Puerto Rico 00959

English text
* - packaging and labelling o fmedical devices
maynotcontain noted symbols

7. SHELF LIFE

Service life is 10years.

8. HOW SUPPLIED

The Generator Gl 1is supplied in a semi-ready-to-use state. The shipping box
contains the Generator Gil, power cord (if applicable), cable GIlI and
Operator’s Manual. The disposable Ethicon ENSEAL or HARMONIC
instruments A not included in this packaging and must be purchased
separately.

The HARMONIC instniment connector (HGAII), ENSEAL instrument
connector (EGAII), footswitch (FSWI 1), cart (CRTI 1) and Verification Key
(GENI 1VK) are also available separately.

The GENI 1VK Verificaticm Key is supplied non-sterile and re-usable.
Contents of delivery:

- GEN 11 VK Verification Key with instruction for use (no more 50 pcs).

The Generator G II, HARMONIC instrument connector (HGAI 1), ENSEAL
instrument connector (EGAII), footswitch (FSWII) and cart (CRTII)
contains information insert

All devices have labels in Russian.

9, INFORMATION ABOUT SOFTWARE USED IN MD

Software version: 2018-1.X

10, LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN ORIGIN
Not applicable - Medical device does not contain any animal cells, tissues or
organs or other biological materials, that also were not us”™ in the
manufacturing process of this medical device.

Page 10 of 11
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Russian text
11. NTH®OPMALINA 0] I'IPOBUEILI,EHHI:IX NCMNbITAHNAX,
MPOTOKOJIAX WCMNbITAHUWA, AHANTM3E MNONYYEHHbBIX
OAHHbBIX
MeaMUMHCKOe  M3[eNne  BblAeXan  UCMbITaHUS M0 BepudmKaumm 1
BaMAAUMN N YAOBNETBOPAKOT TPeOGOBaHMAM CleayroLX cTaHgapToB: EN
60601-1, EN 6060M-2, EN IEC 60601-2-2, EN 6060M-8, EN ISO 13485,
EN ISO 14971, EN ISO 15223-1, EN 1041, EN ISO 20417, EN 62304, EN
60601-1-6, EN 62366-1, EN 50419, EN 50581, EN 62321-1, 1SO 10993-1, EN
1SO 10993-2, EN 1SO 10993-5, EN 1SO 10993-10, EN ISO 10993-11, EN ISO
10993-12, EN 1SO 10993-18, EN 1SO 10993-23.
12- NTHOOPMALNA O NEKAPCTBEHHbIX MPEMNAPATAX W (UN1N)
SAPMALIEEBTUYECKUX CYBCTAHUMAX BCOCTABE MU
He npumeHMMO - neKapcTBeHHble rpenapatbl U (hapmauleBTUYeCKue
CybCTaHLMM B COCTaB MEAVLIMHCKOrO U3AENNSA He BXOASAT M He MPUMEHSNNCL
NPV ero NPou3BoACTBeE.

13. HAUMEHOBAHWE 7 FOPUANYECKUN AJOPEC
NMPON3BOANTENA MU 7 YIMO/THOMOYEHHOIO
MPEACTABUTENA NPOU3BOANTEIA BPOCCUN

MPON3BOANTE/b:

OTNKOH 3HA0-Cepmpxepn, In-In-Cu

475 Calle C Guaynabo, Puerto Rico 00969 USA
YNOAHOMOUYEHHOW MPEACTABUTE/Ib NMPOVN3BOANTENA B
POCCINW:

00O «[IHKOHCOH & [IHKOHCOH»,

121614, r. Mocksa, yn. Kpblnatckas, g. 17, kopn. 2.

Ten. +7(495)580-7777, ®akc: +7 (495) 580-7878
DL-JNJRUMedical OA(0il TS.JNJ.com

STR-4007 RQ-16887

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

475 Cate C
Guaynabo, Puerto Rico 00969

English text

11. INFORMATION ON THE TESTS CARRIED OUT,
REPORTS, ANALYSIS OF THE OBTAINED DATA
The medical devices have passed the verification and validation tests and meet
the requirements of the following standards: EN 60601-1, EN 60601-1-2, EN
IEC 60601-2-2, EN 60601-1-8, EN ISO 13485, EN ISO 14971, EN ISO 15223-
1 EN 1041, EN ISO 20417, EN 62304, EN 60601-1-6, EN 62366-1, EN 50419.
EN 50581, EN 62321-1, ISO 10993-1, EN ISO 10993-2, EN ISO 10993-5. EN
ISO 10993-10, EN ISO 10993-11, EN ISO 10993-12, EN 1SO 10993-18, EN
ISO 10993-23.

IXST

12. INFORMATION ABOUT MEDICINES AND
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

Not applicable - medical device does not contain any pharmaceutical drugs or

pharmaceutical substances and these substances were not used in manufacturing

process ofthis medical device.

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

MANUFACTURER:

Ethicon Endo -Surgery, LLC

475 Calle C Guaynabo, Puerto Rico 00969 USA

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSU:

Johnson & Johnson LLC,

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

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

DL-JNJRUMedical QA@ITS.JNJ.com

(OR)

Page Il ofll



<Norotvn: 3TUKOH (ETHICON)> «Trukon SHpo-Cepmxepu, In-On-Cu»

o 475 Kanne C
MPYTINMA KOMIMAHWUN «'ﬂ')'l'(OMCOH &,DI)KOHCOH» |ya|7]Ha60 I'Iy:-)pTO-PI/IKO 00969
CLLUA
CornacoBaHo
<Kpyrnaa rep6osasa neyats: MAPK JOPEHBOCX; HOTAPNYC;
LUTAT KOHHEKTUKYT>
<MeyaTtb HOTapuyca Cc repbom LuTaTa KOHHEKTVIKYT:
Mapk [lopeH60Cx «QTUKOH SHA0-Cepmkepy An-3An-Cu»
HOTaleyC, LUTaT KOHHeKTVleT Opraunsaums
CpoK [eiicTBus MOeii NLeH3um uctekaet 31 mapTa 2025 ropa> 475 Kanne C yaiiHa6o, MyapTo-Puko 00969 CLLA
Nppec
[ onKHOCTb
<LLltamn: nognucaHo B (hOpMe HOTapuaibHO YLOCTOBEPEHHOrO
3aAB/IEHUSA B MOEM MPUCYTCTBUM ®amnnus. un
ceropHs, os anpens 2024 roga <Haanucb OT PYKW: 8 anpens 2024 roga>

fata 4. MM.FOT

<nofnucaHo> <nognvcablo>
HOTAPMYC Mognuce

MpunoxeHue Ne 1 K PyKoBOACTBY MOJ1b30BaTes1Id HA MeANLMHCKOE U3fenne:
["feHepaTop 3NMEKTPOXUPYPrUYecKnid, ynbTpasBykoBon G11, ¢ NpuHa/IeXXHOCTAMMN

STR-4007 RQ-16887 CtpaHuuya 1us 11
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MepeBo AaHHOTO TEKCTA BbIMOMHEH NePeBOAYMKOM [axTyHOBbIM AnekceeM BrnagumupoBryem

MoAnuChb

Poccuitckas ®Pepepaumns
Nopoa Mocksa
OAMHHaguaToro anpens gse TbiCAYM ABajLaTb YeTBEPTOro roja

1, HOpakoBa [uaHa LLIeBKETOBHA, BPEMEHHO MCMO/HSIOLAs 0653aHHOCTM HOTapuyca ropoga MocKBbl
Kopcuk Mapun AneKcaHApoBHbI, CBUAETENbCTBYIO MOAMMHHOCTL MOAMUCK MepeBoguMKa [MaxTyHOBa

Anekcea BrnagnmmnpoBuya.
Mognuck caenaHa B MOEM MPUCYTCTBUN.

JInyHoCTb MOANMCABLLUETO LOKYMEHT YCTaHOB/EHA.
3aperucTpupoBaHo B peecTpe; Ne 77/2139-H/77-2024- (o »

YnnayeHo 3a CoBepLUeHVe HOTapranbHOro felictaus: 400 py6. 00 Kon.

noanuncChb MepboBas neyatb epboBas neyaTb
HoTapuyca r. MocKBblI HoTapuyca r. MocKBbl
Kopcuk M .A. Kopcnk M.A.
. L. topakoBa

Bcero npoLuHypoBaHo, NMPoHYMepoBaHo
1 CKpensieHo neyatbto 12 nuct(-a,-oB).

BPWNO HoTapuyca: nognnmcob

Poccunc!”™ degepauyms
MNoop Mocksa
OfanHHaauaToro anpens AB bl CA4YM ABajLaTbh YETBEPTOro roga

A, FOpakosa OuaHa LLleBKeTOBHa, p UCNOMHAIOWAA 0653aHHOCTK ropoza Mocksbl
Kopcuk Mapumn AnekcaHipoBHbL. CTBYIO BEPHOCTb Konuu ¢ npeash OKYMEHTa.
3apeructpu

YnnaveH oro genctaus: 1300 py6.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Subscribed and sworn to before me

on this o A day of 2024
e
TATYPvBLJIC -

DA i1y
fFi*PAAL™  Aark Donfertbosdi

03/31/20%

Ethteon Endo-$urgery, LLC
475 CalleC

Guaynabo. Puerto Rico 00969
USA

CornacosaHo/APPROVAL

Ethicon Endo-Surgery LLC
OpraHuzauma/Ortimization

475 Calle C Guaynabo, Puerto Rico 00969 USA
Appec/Addrcss

JalXK1octb/OccmpallOn

<t>awvms. Mimsi/ Surname, Name
[ CkyAVi'lod-

A0.MM.FNT/0«c DD.MM.YYYY

noANHCH ignature

ch-AfrA

MHCTpYyKUMA No akcniyaTaunm Ha NPUHaaIeXXHOCTb:
[MpoBepOYUHbIN KNHOY ANnda TectupoBaHma reHepatopa GEN11VK ¢ MHCTpyKUmen

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

Instruction for use for the accessory:
GENIIVK Verification Key with manual



Ethicon Endo-Surgery. LLC

475 Calle C
E T H I C O N Guaynaabeo. Puerto Rico 00969

PARTOF TV MoluMOH«1A42(-»101 FAIIY Of COMPANIES USA
Russian text English text
1. HAMMEHOBAHWVE MEOVNUNHCKOIO N34AENNA (M) 1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
leHepaTop  3MEKTPOXMPYPruYeckuid,  ynbTpassykosoli  G11, ¢ Electrosurgical ultrasonic generator G11, with accessories*:

MPUHAANEXXHOCTAMU.
I. FeHepaTop aNEeKTPOXMPYPrUYECKniA, ynbTpassykoBoi G 11, B coctaBe: |. Electrosurgical ultrasonic generator G 11:
1) TeHepaTop 3MEKTPOXMPYPrUYECKnii, ynbTpassykoBon G 11 1) Electrosurgical ultrasonic generator G 11
2) CeTeBoit Kabenb (Npy HE06XOAMMOCTI) 2) Power cord (if necessary)
3) Kabenb nutaHmnsa gns reHepatopa G 11 3) Cable GII
4) PyKoB0oACTBO nonb3oBatens (Ha 6ymaxHom uan CD HocuTene) 4) Manual (on paper or CD)
Il. TpnHaaneXxHocTu: Il. Accessories:
1) AdanTtep Ans Hacafok «apmoHuk» HGAII (He 6onee 50 LT.) 1) Harmonic HGAI 1 Generator Connector (no more 50 pcs)
2) Agantep 418 Hacafok «3Hcun» EGAILL (He 6onee 50 wr.) 2) Enseal EGAI 1Generator Connector (no more 50 pcs)
3) HoxHoi npusoa ans aktusauum FSW11 (He 6onee 5 wr.) 3) Footswitch FSWI | (no more 5 pcs)
4) Tenexka-noacrtaska An1s reHepatopa CRT11 (He 6onee 5 wwit.) 4) Cart CRTI I (no more 5 pcs)
5) TpoBepoYHbIN KoY 4Nns TecTuposaHus reHepatopa GEN11VK 5) GENI I'VK Verification Key with manual (no more 50 pcs)

G, HCTpYKUuei (He 6onee 50 wwiT.)
6)
HacToswas NHCTPYKLUA pacnpocTpaHseTcs Ha NpoBepoyHbIi KoY and  These instructions apply to the GENIIVK Verification Key with
TecTupoBaHus reHepatopa GENI1IVK ¢ MHCTPyKUMeW™, KOTOPbIA manual*, which is an accessoiy of the Electrosurgical ultrasonic
ABNAETCA  MPUHAANEKHOCTLIO  FEHEPaTOpa  3MEKTPOXMPYPrUHECKOTO,  generator G 1
ynbTpassykosoro G 11.

*(fanee Mo TEKCTY MOXET YNOMUHATLCA Kak: «MpOBEpOUHbIN Kaiou», (nereinafter referred to as «Verification Key», «Key», «device»,

«KIIOY», «U3LENNe», «yCTPONCTBO», «GEN1IVK»). «GENIIVK»).

Tabnuua 1—Homepa No Kartasory BapMHaToB UCMONMHEHUA MeduuMHCKoro nsgenus / Table 1- Reference numbers of MD variations
HanmeHoBaHne MTI1, mogesin nnn sapnaHTbl Homep no katasory / Reference

M3) name, models or variations of MD

nucnosHeHna MU number
MpOBEPOYHBIIA K/HOY 415 TECTUPOBaHMWSA GEN11VK Verification Key with manual (no more
reHepatopa GEN11VK c uHcTpyKuueii (He 6onee 50 pcs). GENIIVK
50 wr.).

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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ETH ICON

2. HABHAYEHWE
MpoBepoyHbIA K4  Ans TecTMpoBaHust reHepatopa GENIIVK
ABNAETCA WHCTPYMEHTOM [/19 MPOBEPKM BbIXOAHOM MOLLHOCTM W
BbIX0AHOro Toka reHepatopa G11(GEN11) B pexxume HARMONIC unnu
ENSEAL.

USA

3. TMMOKA3AHWA n MPOTUBOITOKA3AHNA K
MPUMEHEHIO MW 11 BO3MOXXHbIE TMOBOYHbIE
QPDPEKTDI

3.1. MNoka3zaHwnA

Bepurkauus BbIXOLHOM MOLLHOCTU U BbIXOAHOMO TOKa reHepaTopa.

3.2. MNpoTuBoNoKasaHuA

MpoTnBONOKa3aHWs K NPUMEHEHUIO He BbISIB/IEHBI.

3.3. MNoboyHble 3pdeKTbI

Mo6oyHble addeKTbl Nocne NPUMEHEHNS He BbISIB/IEHD.

4. MHOPOPMALUNA O NOTEHUMANBHBIX MOTPEBEUTENAX
MU N YKA3AHNA MO NCIMNOJIbSOBAHNIO

4.1. YKasaHuA no 1Ucrnosib30BaHUIo

M3genus  npefHasHayeHbl 419 UCMNOMb30BaHUSA B YUPEXAEHUAX

34paBooOXpaHeHusa.  W3fnenua  peKoMeHAyeTca  UCMonb3oBaTb  Mpu

YCNOBUAX, YKa3aHHbIX Hwke. KIcnonb3yiiTe MNPOBEPOYHbIA  K/HOY

GEN11VK cornacHo YykKasaHUAM, MNPUHATbBIM B KOHKPETHOM

MEAMLMHCKOM YUYPEXAEHWN, ANS MNPOBEPKN BbIXOAHOW MOLLHOCTK

reHeparopa G 11.

4.2. ToTeHUManbHble NnoTpedbuTenn MM

MpoBepouHbli  kMtod  GEN11VK  npefHasHayeH TONAbKO — Ans

MCMOMb30BaHNA  KBUIM(MULMPOBAHHBIM  MEAULMHCKUM  NMepCcoHasIoMm,

VMEILMM  CMeuuanus3aLmio B YNbTPa3BYKOBOW  XUPYPrAU  Wnn
ANEKTPOXMPYPrnu.
HeHagnexatee CMoNb3oBaHMe 060pYy/10BaHNS

HeKBaM(ULMPOBAHHLIM MEPCOHAIOM MOXET MPUBECTM K OMacHbIM
nocneacTBMsM.

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

475 Calle C
Guaynabo, Puerto Rico 00969

2. INTENDED USE

The GEN 11VK Verification Key (GEN 11VK) is a tool to verify power
output by the Generator GII (GENII) in either HARMONIC or
ENSEAL mode.

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

3.1. Indications

Generator output power verification.

3.2. Contraindications

Contraindications to the use were not identified.

3.3. Adverse effects

No adverse effects were detected after using accessory.

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 theoperating conditions indicated below.

Use the Verification Key GENI IVK per facility guidelines to verify the

output of the Generator G II.

4.2. Potential users of MD

The GENI IVK is for use only by medical personnel trained in medical
and electrical equipment operation. Inappropriate use of the equipment
by untrained medical personnel may result in hazardous electrical output.
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4.3, Ycnosusi npHMeHeHus/akennyataynn M 4.3. Use/operation conditions of MD

Tabnuua 2 - YcnoBus NpMmeHeHus/aKenayaTaLmum Table 2 ™Use/operation conditions
YCnoBusa oKpyXxaroLen cpepbl Environmental conditions
OTHocuTeNbHada BNaHOCTb 0T 30% Ao 75% 6e3 KoHAeHcauum Humidity 30% - 75% non-condensing
Temnepatypa oT+15 X po +27 X Temperature +15 X to +27 X
ATMOChepHOe aaBneHve o1 700 rMa go 1060 rlMa Atmospheric Pressure Ramje 700 hPa- 1060 hPa

5. ONMMCAHWE OCHOBHBbIX PYHKUMNOHAJIbHbBIX 5. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS OF
3NEMEHTOB MU MD

5.1. O6ulee onucaHne GyHKLUNOHaNbHbIX 31eMeHTOB MU 5.1. General description of functional elements of MD

MpoBepouHbIn KoY Ana  TectupoBaHus reHepatopa GEN11VK  The GEN 11VK Verification Key (GENI IVK) is a tool to verify power

ABNIAETCA WMHCTPYMEHTOM [/11 MPOBEPKN BbIXOAHOM MOLLHOCTM W output by the Generator Gil (GENII) in either HARMONIC or

BbIXO4HOr0 ToKa reHepatopa G11(GEN11) B pexkume HARMONIC nnn  ENSEAL mode. -

ENSEAL.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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1 MpoBepoyHbIn KoY Ana TecTupoBaHus reHepatopa GEN11, Bug ceepxy / GENI1 Verification Key, top view;
2. MpoBepoyuHbIN KoY AN TecTupoBaHus reHepatopa GEN11, sug cnepeam / GEN1L Verification Key, front view;
3. Pasvem nHcTpymeHTa HARMONIC / HARMONIC receptacle; e
4. O6bl4uHbIN pasbem / Common receptacle;
5. Pasbem ENSEAL / ENSEAL ! receptacle
PrcyHok 1- MpoBepoyHbIin KoY ana TectupoBaHua reHepatopa GEN11VK / Figure 1—GEN11VK Verification Key

5.2. BO3MOXXHOCTb M METOAbI

MEAVLIMHCKUMUN U3Le/TUAMUN
V3genve MOXET WCrMo/b30BaThCA COBMECTHO C  YTBEPXKAEHHbLIMU
npovssogunTenem MeAuLMHCKUMU U3LENUAMUN «[ apMOHUK» N «SHCUII».
Bce yctporicteBa ENSEAL (OHcun) 1 HARMONIC (FapMOHMK),
COBMECTMMbIE C FeHepaToOpoM K MnocTaB/seMble komnaHweid Ethicon, a
TaKXXe aBTOPW30BaHHLIMW NPOM3BOAMTENAMU, MPOXOAAT npouecc
TLLaTeNbHOM NPOBEPKM M aTTecTaumn. Cuctema reHepatopa G 11 Ethicon
Endo-Surgery He npegHasHadeHa A1 paboTbl C HeyTBEPXAEHHbIMU
ycTpoicTBaMn. Takoe MPUMMEHEHME He COOTBETCTBYET MPOEKTHbIM U
Mo/1b30BATE/IbCKMM MapameTpaM, a TakKXKe MHCTPYKLUMAM NMPOU3BOLMTENSA
N HOPMATMBHBI.M TpeboBaHUAM K U3LeNNI0.

NHTerpauum APYTUMK

5.2. The possibility’ and ways of integrating with other medical
devices

The product can be used 'in conjunction with manufacturer-approved
medical devices “Harmonic” and “Enseal”.

All generator compatible ENSEAL and HARMONIC devices supplied
by Ethicon and authorized manufacturers are subject to a rigorous testing
and qualification process. The GII Ethicon Endo-Surgery Generator
System is not intended to operate with non-approved devices. Such use
is not in accordance with design and user specifications, manufacturer's
instructions, and product regulatory' requirements.

6. NMEPEYEHb N ONMMNCAHVE KOHTAKTUPYOLWMX C MALUVMEHTOM MATEPUNATIOB M/ LIST AND DESCRIPTION OF MD

MATERIALS IN CONTACT WITH THE PATIENT

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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reHepatopa GEN11VK GENIIVK Verification Key is made from polycarbonate CalibreM

2061-15 (white).

7. MHCTPYKLUWMA MO 3KCNNYATALUWNWN / INSTRUCTIONS FOR USE
ObopypoBaHMe, HEOOX0AMMOE /151 BbIMOIHEHWS NpoLesypbl

MpoBepOYHbIA KOY And TecTupoBaHua reHepatopa GEN11VK ¢
NHCTPYKLUMER (BXOAUT B YNaKOBKY)

He BXOAST BYyNakoBKY:

HoxxHoi npusog ans aktmBaumm FSW11

CTaHgapTHad napa TecToBbIX Kabeneid Agnd  MOAKNOYEHUS
3NIEKTPOXUPYPrMYECKOro aHam3aTopa K Knoyy npoBepKu.

[nvnHa TecToBOro Kabens Ao/mkHa COCTaBNsATh He 6onee 1 M.

CTaHAapTHbIN  3NEeKTPOXMPYPrMYecKnini - aHanmsatop (Hanpumep,
mogens 454A npoussogcTtea kKomnaHum DNI NEVADA inc./Fluke
Biomedical)

TOYHOCTb  M3MEpeHuss  MOLLYHOCTM  3N1eKTPOXMPYPruyecKoro
aHanu3atopa He [O/MKHa npesbiwatb MeHee = 10% pans 4acToT
NPUBOAOB MHCTPYMeHTOB Harmonic nnm EnSeal (55,5 kIMy+ 5 klMy m
330 kI'y £ 3 KL, COOTBETCTBEHHO).

MapameTpbl pe3ncTopa, HeobXoanMble 4NS BepUDMKaLMA BbIXOAHOW

MOLLHOCTK, mpuBeAeHbl B Tabnuue 3. Ecam 3T napameTpsbl
HEBO3MOXHO MnonyunTb  BHYTPU  3NIEKTPOXMPYPrYECcKoro
aHanM3aTopa, MOAKIOUMTE PEe3NCTOPbl K €ro AOMOSHUTENIbHOMY
BXOLY.

Required Equipment for Procedure

GEN11 Verification Key (GENI 1VK) (included in packaging)

Not included in the packaging:

Footswitch FSWI |

Standard pair of test cables to connect the Electrosurgical Analyzer to
the Verification Key.

Test cables should be equal to or shorter than 3 feet (36 inches/1
meter) in length.

Standard Electrosurgical Analyzer (e.g..
NEVADA Inc./Fluke Biomedical)

Power measurement accuracy of the Electrosurgical Analyzer should
be equal to or lower than +/- 10% at both Harmonic or EnSeal drive
frequencies (555 KHz +/- 5 KHz and 330 KHz +/- 3 KHz
respectively).

Refer to Table 3 for resistor values required for output verification, if
these values are not available within the Electrosurgical Analyzer,
connect the resistors to the auxiliary connection of the Electrosurgical
Analvzer.

Model 454A by DNI

Tabnuua 3 - lMapameTpbl pe3ncTopa, HeOOXOAMMbIE ANS BepudmKaumm BbixogHOM mowHocTn / Table 3. Required Resistor Values for Output
Verification

3HauyeHue conpoTmeAeHUs Harpysku, Om / Load Resistor Value, Ohms

50
100
150
200
650

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

MuHUManbHbIA HOMUHaN 6annacTHOro pesuctopa, BatT/ Minimum

Load Resistor Power Rating, Watts
150
100
25
50
iCO
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YKazaHusa no NpuMeHeHuo

MpoBepKa BbIXOAHOM MOLLHOCTU reHepaTopa G11

@DYHKUMSA NPOBEPKM BbLIXOAHON MOLLHOCTM MNPOBEPOYHOr0  K/KYa
GENI1VK npoBepsieT, HaxoAaTca /N BbIXOAHbIE  MOLLHOCTU
HARMONIC wmm ENSEAL B npegenax, npegyCMOTPEHHbIX
HopMatMeBoM Ana reHepatopa GlL B pexume MCMNoAb30BaHUA
nHctpymeHta HARMONIC  BbINOAHUTE  MPOBEPKY  BbIXOAHOWA
MOLLHOCTM, MOAKNHOYMB [Ba 3apaHee BblOPaHHbIX YPOBHSA BbIXOLHOIO
TOKa K BblopaHHbIM pe3uctopam. B pexxume ENSEAL nposegute
MPOBEPKY BbIXOLHON MOLLHOCTW, MOAaB 3afaHHY0 KPUBYIO MOLLHOCTM
Ha M3BECTHbIE Pe3nCTOopbI.

Ecnm BbIXogHble MoWHOCTM reHepatopa G11 BbIXOAAT 3a Mpegensl,
npesycMOTpeHHbIe HOPMaTUBOM, CBAXUTECH c MECTHbIM
npeacTaBuTesieM  KOMMaHUM 419 MONYYEHWUS  MHCTPYKUWMA MO
KasmbpoBKe MM CM. PYKOBOACTBO MO TEXHWUYECKOMY 0O6C/Y>XXMUBaHMIO
reHepatopa G 11 (TONIbKO aHrnicKasa Bepcunst) Ha caiTe: www.e-ifu.com
AN NONYYeHMs MHAOPMaLMK MO OTAENbHLIM KOMMOHEHTaM, ONncaHuii,
WMHCTPYKLUMIA N0 KanMOpoBKE W [APYrol MONesHoi WHGopMaLun.
leHepaTop Gl1 Takke MOXeT ObITb B /11060e BpeMsi BO3BpaLLeH B
CEepBUCHbIV LUeHTP EES ans KannbpoBKM 1 PEMOHTA.

MpumevaHve: TepmuH ENSEAL wcnonb3yetcs 408 onmcaHus
WNHCTPYMEHTOB, MPUBOASALLMXCA B ABUXEHME pagmovacToTHbiM (PY)
N3yYeHnEM.

XapaKTepucTUKN BbIXO4HOM MOLLHOCTU NpMBOAa

MakcuMaibHble 3HaYeHMst BbIXOAHbIX MOLLHOCTEN, NPUBEAEHHbIE B
Tabnuuax, SBASKOTCA KOHTPOSIbHbIMM TOYKamu [A18  Bepugmkaymu

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

To Verily the Energy Output of the Generator G11

The Output Verification function of the Verification Key GENIIVK
verifies that HARMONIC or ENSEAL power outputs are within required
specifications for the Generator GIL In HARMONIC mode, perform
output verification by driving two predetermined output current-drive
levels into known resistors. In ENSEAL mode, perform output
verification by driving a predetermined output power curve into known
resistors.

If Generator G 11exhibits power output outside of the acceptable ranges,
contact your local representative for calibration instructions or refer to
the Generator G11 Service Manual (English only) at www.e-ifu.com for
components, descriptions, and other support information. For calibration
and repair. Generator G 11 may also be returned to an authorized EES
service facility at any time..

Note: ENSEAL is used to describe instruments driven by radiofrequency
(RF) power.

Output Drive Specifications
The maximum outputs listed in the following tables represent test points
for output verification of the generator. The outputs are not the maximum
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BbIXOAHOW MOLLHOCTW reHepatopa. [aHHble 3HayeHWa He ABNAOTCA
MaKCUMa/lbHbIMW 3HaYeHNAMUW reHepatopa. HanpoTue, KOHTPO/bHbIE
TOYKWN OTPaXKAKT BO3MOXKHbIe Harpysku, UCXoAsdLine OT CTaH4APTHbLIX
3NIeKTPOXUPYPIrUYECKUX  aHanmsaTopoB. He Bce  nNpuBefeHHble
BbIXOAHble MOLIHOCTW B HaCToALlee Bpema MPUMEHAITCA B
KMMHUYECKOW npakTuke. JOCTY'n K AaHHbIM BbIXOAHLIM MOLLHOCTSAM
KOHTPO/NMpPYeTca  MPOBEpOYHbIM  KAodom  GEN11VK,  KoTopsbliit
NepeBOAUT FeHepaTop B PeXXUM TOJIbKO Bepurkaumu.
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that the generator is capable of producing. Instead, the test points reflect
loads that are available from off-the-shelf Electrosurgical Analyzers. Not
all of these outputs are currently available clinically. Access to these
outputs is controlled by the Verification Key GENIIVK, which places
the generator in verification-only mode.

Tabnuua 4 - MakcyManbHble 3Ha4eHUS BbIXOAHON MOLHOCTU npuBoga MHcTpymeHTa HARMONIC / Table 5. HARMONIC Maximum Output

Mpusog akTuBaumm /
Activation Switch

MWH.7 ENSEAL / MIN/ ENSEAL
MAKC./MAX

Current Amps [RMS]

0.2
04

ToK, A [a3hthekTnBHOE 3HauveHue] /

Hanps)eHune nepemeHHoOro toka, B MouyHocTs [BarT] /
[aththekTBHOE 3HAYEHNME] / Power [Watts]
Voltage VAC [RMS]
250 50
250 100

Tabnuua 5- MakcrManbHble 3HaYeHUSA BbIXOAHOM MoLwHOCTY npuBoga ENSEAL / Table 6. ENSEAL Maximum Output Drive Specifications

Mpusog akTusBaumm /
Activation Switch Current Amps [RMS]
MUH./ ENSEAL / MIN/ ENSEAL 3
MpumeyaHve: Bo Bpema NpoBepkM BbIXOAHOW MowHocTn ENSEAL
npoBsepbTe TONbKO akTuBauno MNH./ ENSEAL.
Hauano npouenypbl Bepumkaumm BbIXOAHOW MOLLHOCTU
1 Y6eautecb, u4to reHepaTop G 11 BbIKNHOYEH.
2. Mopkntounte HOXHOW NpuBofA Ana akTuBaumn FSWI1L1 Kk pasbemy
HOXXHOI0 NPMBOAA Ha 3aJHei NaHenn reHeparopa.
3. Mopgkntounte npoBepouHbliA Koy GENI11VK K pasbemy Ha
nepesHeli naHenn reHepatopa G11
4. Togknounte fABa CTAHOAPTHLIX TECTOBbIX Kabens K BbIXOAY
MHCTPyMeHTa Harmonic nposepouyHoro knoya GEN11VK. (cwm.
puc. 1).
5. Togknouute NPOTUBOMOMOXHbIE
3NEKTPOXUPYPrMYECKOMY aHanmns3aTopy.

KOHLIb! Kabenei K

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

Tok, A [a(pthekTUBHOE 3HaYeHue] /

HanpsaxeHue nepemMeHHOro Toka, B
3(h(heKTUBHOE 3HAUYEHNE
: (b\(foltage VAC [RMS] M Power [Watts]
100 135
Note: During ENSEAL output verification, verily only the MIN/
ENSEAL activation.
To Start the Output Verification Procedure
1. Ensure Generator G11 is turned OFF.
2. Connect the footswitch FSWI 1 to the footswitch receptacle on the
back panel of the generator.
3. Connect the Verification Key GENI 1VK to the Generator G11front
panel receptacle.
4. Connect two standard test cables to the Harmonic output of the
Verification Key GENI 1VK. (See Illustration 1).
5. Connect the opposite end of the cables to the Electrosurgical
Analyzer.

MouwHocTb [BatT] /

6. Set the Electrosurgical Analyzer load resistor to 150 Ohms.
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6. YCTaHOBUTE COMNPOTMBIEHWE Harpy3Ku 3MeKTPOXMPYPrUYecKoro
aHanmsatopa Ha 150 Om.

7. Moaknounte reHepatop G11K cet NUTaHUA.

8. lMocne 3aBeplleHMs  Mpouesypbl  MOAK/OYEHUS K CeTU
anekTponuTaHus BblbepuTe QyHKUMO «Output Verification»
(Bepuunkaums BbIXOAHON MOLLHOCTK) Ha CEHCOPHOM 3KpaHe.

«Secure Settings» (besonacHble HaCTPOWKN)

«Output Verifi cation» (IMpoBepKa BbIXO4HON MOLLHOCTN)

«Display/Touchscreen Test» (IMpoBepka agucnnes/cCeHCOPHOro

3KpaHa)

«System Confi guration» (KoH(urypaums cuctemsl)

MpoBepKa BbIXOLHOW MOLLHOCTN MHCTPYMeHTa Harmonic

9. Ha ceHcopHOM 3KpaHe BblGepuTe «Harmonic
(MHcTpyMeHT Harmonic BKNHOYEH): -
«Output Verification» (IMposepka BbIXOAHON MOLLHOCTH)

«Harmonic Enabled» (MHcTpymMeHT Harmonic BK/IlOYeH)

«EnSeal Enabled» (MHcTpymeHT EnSeal BK/toueH)

«Neither Enabled» (H” ofnMH MHCTPYMEHT He BK/THOUeH)

Y6eautecb, UYTO Ha CEHCOPHOM 3KpaHe BbiOpaH TOT pPexum, Ans

KOTOPOro  MpoW3BefeHO  MOAK/IOYEHVE  MPOBEPOYHOrO  Kkoua

GEN1IVK. lMoakntoueHne Kabeneil K HECOOTBETCTBYHOLLMM pPa3bemMam

NPMBOAUT K MOMYYEHUIO HenpaBU/ibHbIX MOKAa3aHUA  BbIXOLHOW

MOLLIHOCTMW.

10.  [Ana nogayn BbIXOAHOM MWUHMManbHo mouHocth HARMONIC
(MWH.) Haxxmute nepasib HoxHoro npueoga MWH/ ENSEAL Ha
HOXXHOM NPUBOJE.

N.  W3mepbTe W 3anuwnTe 3HAYEHWUS BbIXOLHOW MOLLHOCTM B
Tabnuue 6: MpoBepKa MUHUMabHOW BbIXOAHOW MowHocTM (MIAH.)
nHcTpymeHTa HARMONIC.

MpumeyaHve: Bce Tabnuubl BepuUdMKaLMM BbIXOAHbBIX MOLLHOCTEN
npvBefeHbl B KOHLE JaHHOW WHCTPYKLUMK.

Enabled»
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7. Power up the Generator G11

8. After the power-up sequence, use the touch screen to select "'Output
Verification”:

Secure Settings

Output Verification
Display/Touchscreen Test
System Configuration

To Verity Harmonic Power Output
9. Using the touch screen, select "Harmonic Enabled”:

Output Verification

Harmonic Enabled

EnSeal Enabled

Neither Enabled

nsure the mode selected on the touchscreen is the same as the mode
plugged into on the Verification Key GENI IVK. Incorrectly plugging
cables into wrong receptacles will result in incorrect power output
readings.

10.  Press the MIN/ ENSEAL foot pedal on the footswitch assembly
to activate the HARMONIC MIN output.

11. Measure and record the output power values in Table 6:
Harmonic MIN Output Power Verification.

Note: All output verification tables are provided at the end of these

instructions.

12.  Release the MIN/ENSEAL foot pedal on the footswitch assembly
to de-activate the HARMONIC MIN output.
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1>A(1TOM"HE raV'LT OF COMf4NIES

12 [na  OTK/KOYEHWUS  BbIXOAHOW  MWHUMANbHOW  MOLLHOCTM
HARMONIC (MWH.) otnycTuTe negasib MAH/ ENSEAL na HOXXHOM
npvBoze.

13 MosTopuTe warn 6 n 10-12 ¢ conpoTmeieHnem Harpy3ku 650 Om
n 1250 Om.

14. YCTaHOBWTE COMPOTUB/IEHNE HArpy3Ky 3/1eKTPOXUPYPIrMyYecKoro
aHanmusaropa Ha 150 Owm.

15. 14 nogayun mMakcumaibHOW BbIXoAHOM MowHocT HARMONIC
(MAKC.) HaxxmuTe neganb HOXHoro npusoga MAKC.

16. N3vepbTe 1 3anuwnTe 3HAYEHUS BbIXOAHOW MOLHOCTU B
Tabnuue 7. Tabnuuya Bepudukauum MakcumanbHoin (MAKC.)
BbIXOAHON MOLHOCTU MHCTpymMeHTa HARMONIC.

17. [OnAa  OTKNHOYEHWS  MaKCUMaNbHOW  BbIXOAHOM  MOLLHOCTU
HARMONIC (MAKC.) otnyctuTe neganb HoXHoro npusoga MAKC.

18. MosTOpWTE Warn 14-17 ¢ conpoTUB/EHMEM Harpysku 650 Om n
1250 Om.

19.  Ha ceHcopHOoM 3kpaHe BblbepuTe «Neither Enabled» (Hu ogmH
WHCTPYMEHT He BKJTHOYEH):
«Output Verification» (IMpoBepKa BbIXOHON MOLLHOCTN)

«Harmonic Enabled» (HcTpymeHT Harmonic BK/OYeH)

«EnSeal Enabled» (MHcTpymeHT EnSeal BKOUYeH)

«Neither Enabled» (H1 0guH MHCTPYMEHT He BK/HOUEH)

20.  OtcoeauvHuTe CTaH4apTHble TecToBble Kabenm OT BbIXOA0B
NHCTpPYMeHTa Harmonic npoBepoyHoro kntoda GEN11VK.

21.  [MopknounTe fABa CTaHAAPTHbIX TECTOBbIX Kabens K BbIXO4Y
nHcTpymeHTa EnSeal nposepoyHoro knova GEN11VK.

MpoBepKa BbIXOAHOW MOLLHOCTU UHCTPYMeHTa EnSeal

22. Ha ceHcopHOM 3KpaHe Bbloepute «EnSeal Enabled»
(MHcTpymeHT EnSeal BKIHOYEH):
«Output Verification» (IMpoBepka BbIXOAHOW MOLLHOCTW)
«Harmonic Enabled» (MIHCTpymMeHT Hannonic BKNHOYeH)
«EnSeal Enabled» (MHCTpymeHT EnSeal BK/tOUeH)
«Neither Enabled» (HV1 0QMH MHCTPYMEHT He BK/HOYEH)

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

13.  Repeat steps 6 and 10-12 with a 650 Ohm resistor and a 1250
Ohm resistor.
14.  Set the Electrosurgical Analyzer load resistor to 150 Ohms.

15.  Press the MAX foot pedal on the footswitch assembly to activate
the HARMONIC MAX output.

16. Measure and record the output power values in Table 7
HARMONIC MAX Output Power Verification.

17.  Release the MAX foot pedal on the footswitch assembly to de-
activate the HARMONIC MAX output.

18.  Repeat steps 14-17 with a 650 Ohm resistor and a 1250 Ohm
resistor.

19.  Using the touch screen, select '‘Neither Enabled”:

Output Verification

Hannonic Enabled

EnSeal Enabled

Neither Enabled

20.  Unplug the standard test cables from the Harmonic output of the
Verification Key GENI 1VK.

21. Connect the standard test cables to the EnSeal output on the
Verification Key GEN 11 VK.

To Verify EnSeal Power Output
22.  Using the touch screen, select “EnSeal Enabled”:

Output Verifi cation

Harmonic Enabled

EnSeal Enabled

Neither Enabled

nsure the mode selected on the touch screen is the same as the mode
plugged into on the Verification Key GENI 1VK. Incorrectly plugging

10
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Y6eanTecb, 4YTO Ha CEHCOPHOM 3KpaHe BbiGpaH TOT PEXUM, ANs
KOTOPOro  MpOW3BEAEHO  MOAK/YEHVWE  MPOBEPOYMHOrO  K/koua

GEN11VK. MogkntoyeHne kabenein K HECOOTBETCTBYHOLMM pasbemam
NPUBOANT K MOMYYEHWUIO HENpaBWbHbLIX MOKa3aHW  BbIXOLHOM
MOLLIHOCTW.

23.  YcTaHOBWUTE COMPOTMBEHME HArpy3Ku1 3M1eKTPOXMPYPruyeckoro
aHanmsatopa Ha 50 Owm.

24.  [ns nofauyn BbIXoAHOW MowHocT Harmonic (MWH.) Haxmute
negans MWH./ ENSEAL 1Ha HOXXHOM NpWBOAE.

25. M3mepbTe M 3anvwinTe 3HAYEHWS BbIXOAHOW MOLLHOCTV B
Tabnuue 8: Tabnuua NPOBEPKU BbIXOAHOM MOLLHOCTM WHCTPYMEHTa
ENSEAL.

26.  [ns OTKMOYeHMs BbIXOAHOW MowHocTh ENSEAL (MWH.)
otnyctute negans MNH./ ENSEAL Ha HOXHOM MpuBoOJe.

27. MosTopuTe Warn 23-26 ¢ conpoTusieHnem Harpysku 100 Om un
200 Owm.

3aBepLueHVe npoueaypbl BepudunKaLym BbIXOLHOW MOLLHOCTK

28.  OtkntoumTe reHepatop G110T CeTu NUTaHus.

29.  OTcoegunHWTe CTaHAAPTHbIE TECTOBbIE Kabenu OT NPOBEPOYHOro
K/oYa.

30. N3yunTe  3aMKCUpOBaHHblEe  BbIXOLHble  3HAYeHWs  ANnd
nuctpymeHtos HARMONIC ©n ENSEAL, cpasHUTE [OMYyCTUMbIE
MWHVMaJTbHbIe/MaKCUMas/lbHble MPeAe/ibHble 3HAYEHUA W 3amnosiHuTe
KONoHKy Jlonyck/ Hegonyck.

Tabnuubl BepudmrKaLMy BbIXOAHbIX MOLLHOCTEN

MpumeyaHre:  [onyCTUMble  OTKAOHEHWA  MWUHWManbHOroO U

MaKCUMa/lbHOTO  TPAHWUYHOTO 3HAYeHWs MOLWLHOCTM B  Tabnmuax

BEpU(IMKaLMN BbIXOAHbIX MOLLHOCTEA UHCTpymeHToB HARMONIC wn

ENSEAL o6ycnosnueatoT  AONYCTUMbIE  OTK/IOHEHWUS  3HAYEHUS

BbIXOAHOM  MOLLHOCTM  reHepatopa W  3N1eKTPOXMPYPruYecKoro

aHanm3atopa C TOYHOCTbIO W3MepeHMsi MowHocTh + 10%. Bonee

JEeTa/IbHY0 MH(OPMaLMIO 0 3HAYEHMSX BbIXOAHOW MOLLHOCTH, Tabnmuax

M OPYryt0 MH(OpMauuio, KacatoLlytocs 06CNy)XMBaHWSA YCTPOMCTBA,

MOXHO HalTW B PYKOBOACTBE MO TEXHUYECKOMY OOCMY>KMBaHUIO
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cables into wrong receptacles will result in incorrect power output

readings.

23.  Setthe Electrosurgical Analyzer load resistor to 50 Ohms.

24.  Press the MIN/ ENSEAL foot pedal on the footswitch assembly
to activate the EnSeal output.

25. Measure and record the output power values in Table 8: EnSeal
Output Power Verification.

26. Release the MIN/ ENSEAL foot pedal on the footswitch
assembly to de-activate the ENSEAL output.

27. Repeat steps 23 - 26 with a 100 Ohm resistor and a 200 Ohm
resistor.

To End the Output Verification Procedure

28.  Power down the Generator GIL
29.  Remove the standard test cables and the Verification Key.
30.  Examine the recorded values for the HARMONIC and ENSEAL

outputs, compare to acceptable minimum/ maximum limits and
record the Pass/Fail column.

Output Verification Tables

Note: The tolerances built into the minimum and maximum power limits
in the HARMONIC and ENSEAL Output Power Verification Tables
account for the generator output tolerances and an Electrosurgical
Analyzer with a power measurement accuracy of +/- 10%. For more
information on output numbers, tables, or other service information,
consult the Generator G11 Service Manual (English only) or visitwww .e-
ifu.com. For additional copies of the output verification tables, consult
the Service Manual or print from www.e-ifu.com.

11
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PABTOFTHE Mfcl'LV OF COMFANIS USA
reHepatopa G 11 (gOCT>NHO TO/IbKO Ha aHT IMMACKOM f3bIKe) WU Ha caiiTe
www.e-ifii.com. Konun Tabnuy, BepuimKaumm BbIXOAHbIX MOLLHOCTEN
MOXHO B3fiTb M3 PYKOBOACTBA MO TEXHNYECKOMY O0OCMYXVMBaHUIO WN
pacneyatatb Ha carite www.e-ifu.com.

Tabnuua 6 - MpoBepka MUHUMa/IbHOW BbIXOAHOW MowHocT (MH.) nHctpymeHta HARMONIC / Table 6 - HARMONIC MIN Output Power

Verification
ConpoTtusneHue 3afiaHHasa MOLLHOCTb MuHumansHasa Mi3mepeHHas MakcumanbHas Jonyck/Hegonyck/
Harpysku [Om] / [BatT] / MOl HOCTb [BatT] / MOLHOCTb [BaTT] / MowHocTh [BatT] / Pass/Fail
Load Resistor jOhms]  Target Power [Watts] Minimum Power Measured Power Maximum Power
[Watts] [Watts] [Watts]
150 6 4,50 7.70
650 26 22,23 30,03
1250 50 42.75 57,75

Tabnuua 7 - Tabnuua Bepuc )MKaumm makeumansHon (MAKC.) BbixofHOW MowHoCTH nHCTpymMeHTa HARMONIC / Table 7- HARMONIC MAX

Output Power Verification

ConpoTtusnexHune 3afiaHHas MOLLHOCTb MuHumansHas M3mepeHHas MakcumanbHas [onyck/Hegonyck /
Harpy3ku [Om] / [BatT] / mMouwiHocTb [BatT] / moliHocTb [BarT] / mMouiHocTb [BatT] / Pass/Fail
Load Resistor [Ohms]  Target Power [Watts] Minimum Power Measured Power Ma.ximum Power
[Watts] [Watts] [Watts]
150 24 20,52 27,72
650 100 85.50 115,50
1250 50 42,75 57.75

Tabnuua 8- Tabnvua NPoBEPKM BbIXOAHOW MOLLHOCTM MHCTpyMeHTa EN SEAL / Table 8 - ENSEAL Output Power Verification

ConpoTtusnexHne 3afjaHHas MOLWHOCTb MuHuUManbHas M3mepeHHas MakcumanbHas [onyck/Heponyck /
Harpysku [Om[/ [BarT] / moutHocTb [Bart] / MoL{HOCTb [BatT] / MouiHOCTb [BatT] / Pass/Fail
Load Resistor [Ohms]  Target Power [Watts] Minimum Power Measured Power Maximum Power
[Watts] [Watts] [Watts]
50 135 115.42 155,92
100 100 85,50 115.50
200 50 42,75 57.75

8. 3BHAUYEHWA CUMBO/NOB, YKA3AHHbIX HA YMAKOBKE / INTERPRETATIO" OF SYMBOLS USED ON THE PACKAGE
Tabnunua 9 - PacwmnppoBka cMBOIOB MapKunpoBku / Table 9 - Explanation of labeling symbols
Cumson / Symbol 3HayeHne cumBoNa Symbol meaning

12
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PAfTOr*HE ~{«A<MC>(«(lo(MUCH FAVarOFCOWPANICS

OGpaTnTeCh K MHCTPYKLMM MO NMPUMEHEHUHO

OcTopoxkHo!

Me MCcrno/b3oBaTh NPX MOBPEX;ICHNUN YMAKOBKM

iK)Mep naptum

Me fonyckaTb BOB,quICTBVIe CO/THEYHOro ceeTa

bepeyb 0T Bnaru

Momep no Katanory

YnakoBoYHas efuHuLa

N3rotoBuTEnb

Jara nponssojcraa

BHumaHune! ®epepanbHble 3akoHbl CLUJ1 paspewatot
Mpofaxy- 3TOr0 YCTPOACTBAa TONbKO MO 3aKasy Win

Ha3HauYeHuo NNLEH3MPOBAHHOIO MeAMLIMHCKOro
paboTHuKa*
YNONHOMOYEHHbIA  NpeacTaButens B EBponeiickom
Coobuyectse*

YNONHOMOYEHHbIV npeacTaBuTens B CLLIA*

1lecTepunbHo

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

475 Calle C
Guaynabo, Puerto Rico 00969
USA

Consult Instructions for Use

Caution

Do not use if package is damaged

Batch code

Keep away from heat

Keep dr>'

Catalogue number

Packaging unit

Manufacturer

Date of manufacture

Caution: Federal law restricts this device to sale by or on
the order of a licensed healthcare practitioner.

Authorized Representative in the I-wropean Community
Authorized Representative in tlie USA*

Non-sterile

13



ETH

| non-sterilel

VD
(%)

ICON

P*R-0F1XE "i-»M0Wu1)olu»«CH FAMUY OF COMPANIES

MeguunHckoe nspenve*

[wnana3oH BnaxHoOCTH

Yka3b[BaeT Ha TO, YTO 3NEKTPUYECKOE W 3NEKTPOHHOE
nsgenve (33UN) cofepXUT TOKCUYHbIE W OMNacHble
BELLLECTBA WM XUMWUYECKUNE 3NEMEHTbI B KOHLEHTpaLMAX,
MPEBLILWAILWNX MaKCUManbHO [OMYCTUMbIE 3HAYeHUS.
Ha3BaHua 1 cofiepXaHune TOKCUYHbIX W OMacHbIX BELLECTB
UMM XUMWUYECKMX 3NIEMEHTOB [O/KHbI OblTb YKa3aHbl B
PYKOBOACTBE MO 3KCMAyaTauum M3Lenns Ha KuTarkickom
A3bIKe. Uncno «50» B 0603HAUYEHUM OTHOCUTCA K CPOKY
JKoformyeckn  6e3onacHoro  MCMosb3oBaHWs; MO
NCTEeYEHUN CpOKa  3KOMOTUYeCKM 6e3onacHoro
MCNOMb30BaHWS U3JeNns [OMKHbI Ob[Tb MNOMELLEHbI B
cucTeMy  yTunmsaumu  »(0003HaueHWe, MpUHATOE B
KuTaiickoii HapogHoii Pecny6nvke [ns orpaHuyeHms
cofiepXaHus onacHbIx BelecTs (ROHS) B aneKTpuyeckunx
N 3NEKTPOHHBIX M3fenuax) *
YKa3blBaeT Ha TO, YTO 3NEKTPUYECKOE WU 3NEKTPOHHOE
nsgenne (33M) He COAEPXKUT TOKCMYHBLIX U OMACHbIX
BEWeCTB  WAM  3/IEMEHTOB B KOHLEHTpaumsXx,
MPeBLILAIOWMX  MaKCUMa/lbHbIE  3HAYeHUsA, ABMAETCA
6e30nacHbIM [ OKpYXXalolleil cpefbl U NOLNEXUT
nepepa6oTke (0603HayeHMe, MpUHATOEe B KuTalicKoii
HapogHoii Pecnybnvike 4 OrpaHUYeHWUs COAepXKaHus
onacHbix BewectB (ROHS) B anekTpuyecknx u
3NEKTPOHHbIX M3aenusx) *

3neKkTpuyeckoe U 3NEKTPOHHOE  060OpyAOBaHMeE.
O'rpaboTaHHOe 060py0BaHMe cAjaiTe B OpraHu3aLmio no
npuemMke MOAOGHLIX M3LENWMIA MW Ha NPeAnpuATUE No
nepepaboTke BTOpCbIpbs. [elicTByeT B cTpaHax HC.
Mepeg yTunmsaumeit oTpaboTaHHOrO 060pPYyLOBaHUA
npoBeauTe AeKOHTaMUHALMIO.

CM. pyKOBOACTBO MO 3KCnJyaTaumun/6yknet

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

475 Calle C
Guaynabo, Puerto Rico 00969
USA

Medical Device

Humidity limitation

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 50" in the symbol refers
to the environment-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 Sub.stances (RoHS)
in electrical and electronic products).

Indicates that the Electrical and Electronic Product (EEP)
does not contain toxic and hazardous substances or
elements above the maximum concentration values, and
that it is an environment-friendly product which can be
recycled (People’s Republic of China symbol for
Restriction of Hazardous Substances (RoHS) in electrical
and electronic products) *

Electrical and Electronic equipment. Return waste to a
collection system or treatment and recycling facilities.
Applicable in the EU. Follow decontamination
instructions before returning waste.

Refer to instruction manual/booklet*

14



ETHICON

vas- ot Hohwonalohsnen roe ¢ USA

FIoArAN Py

475 Calle C
Guaynabo, Puerto Rico 00969

YHUKaNbHBIA H1CHTHOHKAIHONILI HoMep*

UDI

Unique Device [dentitier®

[peaen Temnepatyph

i

Temperature limit

Uzaeane  CooTBeTCTBYCT  TpeOOBaHHAM  JIMPCKTHBLI
93/42/EEC B OTHOMICHHH MC/IHIIMHCKHX 1IpHOOpOoB*

ce

The device complies with the requirements of Dircctive
95/42/ EEC for medical devices*

* . YNAKOBKa H MapPKHPOBKA MCIHUHHCKOIO H3/IC.IHA
MOXCT HEC COACPKATL OTMCUHCHHLIC CHMBOJILI

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

9. ®OPMA INOCTABKH

[MpoBepouHblit Knloy 118 TecTHpoBaHua reHepatopa GEN11VK
NOCTABJIAETCA B HECTEPHJIBHOM COCTOAHHUH; NPHIOACH A8 NOBTOPHOIO
MCMOIb30BaHHA.

KomnnekT noctasku:

- [IpoBepounblit K104 AN TectHposanua renepatopa GEN11VK ¢

9. HOW SUPPLIED
The GEN11VK Verification Key is supplied non-sterile and re-usable.

Contents of delivery of Verification Key GEN11VK:
- GEN11VK Verification Key with Instruction for Use (no more 50

He NPUMEHHUMO — KJIETKH. TKaHH, OpraHbl XXHBOTHBIX HJIH 4CJIOBCKA H
apyrue 6uonornyeckune MaTepHaJlbl B COCTaB MEIHLIMHCKOTIO H34CJIHA HE
BXOAAT H HE NPUMECHSAIHUCDH NPH €ro NpoU3BOACTBE.

WHCTPYKLUHEH (He Gonee 50 wT). pcs).
10. IEPEYEHb MATEPHAJIOB XMBOTHOFO H (HJIH) | 10. LIST OF MATERIALS OF ANIMAL AND (OR) HUMAN
YEJOBEUYECKOT O IPOUCXOXAEHHUA ORIGIN

Not applicable - Medical device does not contain any animal cells,
tissues or organs or other biological materials, that also were not used in
the manufacturing process of this medical device.

11. MPEAYNIPEXAEHHUA

e [IpoBepounstii kmod GENIIVK npeanasnaueH Ttoabko s
MCTOJIL30BaHUS KBAIHPUUMPOBAHHBIM MEANLIMHCKHM MEPCOHANIOM,
OOY4YEHHBIM MEAMLIMHCKMM ONEpauMsaM U paboTe C INEKTPHUECKHM
obopyaosanneM. HenpaBuiabHoe HCNIONBL3OBAHHE MPOBEPOYHOrO
kmoya GENIIVK Moxer npuBecTH K BbipaboTke onacHofi
3NEKTPHUUECKONH MOLUHOCTH.

CobnionaiiTe Mepbl NPeAOCTOPOKHOCTH, KOTAa NPOBEPOUHbIH KOY
Ans TectHposaHns revepatopa GEN11VK noaknioueH K resepatopy
G11. Pa3beMbl NPOBEPOYHOro KIOYA HAXOAATCS MO/ HAMPIXKEHHEM,
4TO MOXeT ObITh MPHYHHON ONACHBIX CHTYaUMH.

He BcTaBnaiite ocTpble MeTawiMueckHe NpeAMETHl B pazbeMbl
nposepoyHoro kioyda GEN11VK Bo Bpems Hcnonb30BaHuS.

11. WARNINGS

e The Verification Key GENI11VK is a tool for use by qualitied medical
personnel trained in medical and electrical equipment operation.
Inappropriate use of the GEN11VK may result in hazardous electrical
output.

Use caution when the Verification Key GEN11VK is plugged into the
Generator G11. The Verification Key's receptacles are electrically
active and may cause hazardous conditions.

Do not insert sharp metal objects into the GEN11VK receptacles
during use.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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o [lIpu 3kcnayatauuu nposepoyHoro knoda GEN11VK ucnons3syiite
TONILKO YKa3aHHbIE B HOPMATHBAX JOMOHHTENbHOE 000pY 10BaHHE H
kabenud. Hcnonv3oBaHue A0NONHHUTENbHOro 00Opy1OBaHHA U
Kabenei. OTAMYAIOWIMXCA OT YKa3aHHBIX B NOKYMEHTALMH, MOXET
NPUBECTH K HenpeackasyeMoit paboTe ycTpoHCTBa, NOBLILIEHHOMY
MEKTPOMArHUTHOMY H3YYEHHUIO WM MOHWXKEHHON 3aluTe OT
3/1EKTPOMArHUTHBIX NOJIEH.

e KnueHTaM He paspewaercs MoaHHUMpPOBaTL 00OpPYAOBaHHE,
MoAUGHKALUA YCTPOHCTBA MOXKET HMETb HEraTUBHbIE NMOCAECACTBUA
U1 3NeKTpo6e30nacHOCTH NPOBEPOHHOIO KA04a AN TECTHPOBAHHUA
redeparopa GEN11VK.

e Jlna pe3uHpeKUMM M OYHCTKH CAEAyeT MO  BO3MOXHOCTH
MCMONb30BaTh HEBOCIIAMEHAIOLLIMECS BELLECTBA.

Buumanne!

¢ [lepen Hcnonb3oBaHWEM NpounTaiiTe MHCTPYKUMH. He crepunusyiite
npoeepounblii Koy GENIIVK. Crepunusaums MOXeT 1oBpeiuTh

YCTPOICTBO.
O mo6oM cepbe3HOM INPOHCIIECTBHH, CBA3AHHOM C )JTHM
YCTPOHCTBOM, caenyer cO00MHTDL
NPOH3BOAHTE.110/YNOTHOMOYEHHOMY npeaACTaABHTENI0

NPOH3BOAMTEIA H KOMIICTEHTHOMY OPraHy HOpMaTHBHO-NIPABOBOIO
pery/IHpoBaHHA CTPaHbl, B KOTOPOH HAXOAHTCH MNOJbL30BaTelb
H/HJIH NMAUMHENT.

¢ Use only specified accessories and cables with the Verification Key
GEN11VK. Use of unauthorized accessories and cables may result in
unpredictable performance, increased electromagnetic emissions or
decreased electromagnetic immunity.

e Customer modification of this equipment is prohibited; device
modification could have a negative impact on the electrical safety of
the Verification Key GEN11VK.

¢ Non-flammable agents should be used for cleaning and disinfection
wherever possible.

Cautions

e Read instructions before use. Do not sterilize the Verification Key
GENI11VK. Sterilization may damage the tool.

Any serious incident that has occurred in relation to the device
should be reported to the manufacturer and the local competent
authority of the country in which the user and/or patient is
established.

12. ”HOOPMALMUA O JIEKAPCTBEHHBIX IIPEIIAPATAX H
MJH) DPAPMALEBTHYECKHX CYBCTAHLUHAX B
COCTABE MU

He npuMeHHMO — nekapcTBeHHble npenapaThl H ¢apMaueBTHYECKHE

cyOcTaHuMM B COCTaB MEAMUMHCKOrO W31€/iMs He BXOMAT W HE

(IPUMEHSIIUCh N1PH €TI0 NPOH3BOACTBE.

12. INFORMATION ABOUT MEDICINES AND (OR)
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

Not applicable — medical device does not contain any pharmaceutical

drugs or pharmaceutical substances and these substances were not used

in manufacturing process of this medical device.

13. OYUCTKA X JE3UH®EKUUA

Ouncrka GEN11VK

BHUMAHME! llonananue kanens unu 6pui3r Ha NpoBEpOUHBIH KoY
Ans TecTupoBanua revepatopa GEN1IVK unn BHyTph Hero. a Takxe
MOrpyKE€HUE NPOBEPOYHOIO KITIOHA B JKHIKOCTb MOXKET NMPHBECTH K €ro

BbIXOV H3 CTpO4.

13. CLEANING AND DISINFECTION

Cleaning the GEN11VK

WARNING: Spilling or spraying fluids on or into the Verification Key
or immersing the Verification Key may result in damage to the
Verification Key.

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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1.[loaroToBbTE MOIOLLHIA PACTEOP HNH pepMenTHLIH Motowuii pacTaop
¢ HelitpanbHbiM pH B COOTBETCTBHM C  PeKOMEHAALMAMH
NPON3BOONTENA CPEACTRA.
2.BpyuHyl0 NpOTPHUTE MOBEPXHOCTH CNErKa CMOYEHHOH B MOIOLIEM
pacTBOpE MArKO# YHCTOH TRaHLKX. OOpawalite ocoboe BHUMaNKHE Ha
TPELMHLI Y WENH.
3. TiwatensHo cMOATE MOIKOLIEE CPEACTBO C NOMOLIBIO MArKoH YucToi
TKAHH, C/IErKa CMOYEHHOR B Tennol Boge.
4.TlpoTpuTe HaCyXo YHCTOH MATKOH TKaHBIO.
INpumeuanue:  Jesundekuns  NEepeuHCNCHHBMH  XHMHYECKHMU
COeIMHEHHAMM MOXET Bbi3BaTb H3MEHEeHHE UBeTa HAH obpa3oBaHme
BAGXHBIX TMATEH Ha LCHTPAIbHOH  METALIMYECKOH  KneMMe
NPOBEPOMHOTO KMIOYA, KOTOpaA NOAKIIOYACTCA K pasbeMy FeHepaTopa
Gl1. HsmeHeHHe uBeTa MIH 0OpasoOBaHHE BJIAXHEIX NATEH Ha
LEHTPATBHON METANNHYECKOH KNEMME NPOBEPOYHONO KITIOYa HE BIHAIOT
Ha paboty GENI I VK.

Jesnndexnns GEN11VK

Ecnu npoBepouHRIA KMOY 3arpA3HEH KPOBBIO HNH  APYTHMH
KHAKOCTAMH, NEPEJl HCNIOABL3OBAHHEM €0  CHAEAYET INpOTEPETH
Re3SHHPUUMPYIOIHM cpencrBoM. [N OYMCTKH MPOREPOYHOTO KIOYa
nenoabsylitTe caeaylomue onobpeHHbe Re3uHGUUMpPYIOIME CPEACTRA:
Hzonponunoeuiil cnupt - 70%. pactsoph runoxioputa Hatpua (0,25%
- 0,50%), Cidex OPA, Dispatch u Gigasept FF. Kesunduumpyromue
CPEACTBA CNEAYET TOTOBHTL B COOTBETCTBHH € PEKOMEHAALMAMH
TIPOM3BOAMTENA MO MCTIONb30BAHMIO, BLIACPKHBAA W3NOKEHHBIE B HHX
KOHUEHTpauun | speMsa okcnosuumn. [lepen  mcmombsoBaHueM
JAC3UHPUIMPYIOWMX CPEACTB, OTIHMHBIX OT YKa3aHHBIX B JaHHbIX
HHCTPYKUMAX, CAEAYET NPOBEPHTL WX COBMECTHMOCTD C MATEPHANTAMH.
Kak MurHMYM, cilenyeT Hcnone3oeaTs Ae3HHOUUHMPYIOUIHE CpeacTaa
«cpeanero  ypoBHa» («intermediate level»)*. Jlaa obneruenus
npoueaypsl OHEHKH Npou3BoguTEnH OObLIMHO  PPESHOCTABAAIOT
TEXHHYECKHE XapaKTepPUCTHKH Ae3HHPUUMPYIOUMX CPEACTE HA CBOHX
cafitax B cetd HurepHer. JlioOvie ne3uupuumMpyolise npoucayphl,
BKAKOYAA HHCTPYMEHTHI W PacTBOphl, MOIYT MOB/AKATE HA H3HOC

1. Prepare a neutral pH detergent or a neutral pH enzymatic detergent
according to the manufacturer’s directions.

2. Use a soft, clean cloth lightly moistened with the cleaning solution
to manually clean the surfaces. Pay special attention to cracks and
crevices.

3. Wipe thoroughly using a soft, clean cloth lightly moistened with
warm tap water.

4. Dry with a soft, clean cloth.

Note: Disinfection with the listed chemicals may cause discoloration or

wet spots on the central metallic post of the Verification Key that

interfaces with the Generator G11 receptacle. Discoloration or wet spots
on the central metallic post of the Verification Key should not affect the
function of the GEN11VK.

Disinfecting the GEN11VK

If the Verification Key becomes contaminated with blood or bodily
fluids, wipe down with disinfectants before reuse. Use the following
approved chemical disinfectants when cleaning the Verification Key:
Isopropyl Alcohol - 70%, Sodium hypochlorite solutions (0.25% -
0.50%), Cidex OPA, Dispatch, and Gigasept FF. Prepare and use
disinfectants according to the manufacturer’s recommendations for use,
concentration, and contact time. Assess the use of disinfectants other than
those specified in these instructions for material compatibility before
application. At a minimum, use intermediate level disinfectants®.
Technical data sheets are typically available on the manufacturer’s web
site to assist in this assessment. Any disinfection process including tools
and solutions may influence the wear and tear of the Verification Key. In
some instances, changing to another disinfectant may be required. Within
the applied decontamination process ensure that detergent or disinfectant
residuals are completely removed after wipe down. If detergent or
disinfectant residuals remain, moisten a soft, clean cloth with purified or
deionized water and wipe down affected areas (multiple wipes may be

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MPOBEPOYHOrO KMYa. B HEKOTOpbIX Ciyyasx MOXeT noTpe6oBaTbCs
3aMeHa fesvHduumpytowero cpeactea. B xofe 06paboTkm ybegmTecs,
4yTO MOoCMe  MpOTMPaHMs  OCTaTKM  MOKOLWEro  cpeactea  Wm
Je3MHMULMPYIOLEro pactsopa MOSIHOCTHIO yAasieHbl. Ecnu ocTatku
MOIOLLEro UK Ae3VH(ULMPYIOLLEro CPeaCcTBa He YAaneHbl, YBIaXKHUTE
MAFKYI UWCTYI0 TKaHb OYULLEHHOW [AEeVNOHW3MPOBaHHOW BOZOW W
NpoTpUTE 3arpA3HeHHble yyacTKM (MOXKET MoTpeboBaTbCA HECKOJbKO
NPOTUPaHWi) UM CM. PeKOMEeHAauMn MpPOV3BOAUTENS OTHOCUTE/IbHO
yZaneHns 0CTaTKOB [e3NH(ULMPYIOLLEro pacTeopa.

* B CoeguHeHHbIX LUTatax AMEpPUKM eCTb TaKoe MOHATME, Kak
Ae3VH(ULMPYIOLLME BelecTBa «CPeAHEro ypoBHs». CpefcTBa 3Toik
rpynnbl NpUBOAAT K Tnbenu BUPYCOB, MUKOGaKTepuil, rpuboB u
BEreTUPYHOLLMX BaKTepui.
14. yCnoBud TPAHCMNOPTUPOBKW N XPAHEHINA

ICON

FAW  OF CUMPANICS

USA

Tabnuua 10
HanmeHoBaHMe Jdnana3oH
TemnepaTypa. °C Ot -35 pgo +54

OTHOCKTENBbHAA BNXKHOCTL. % Ot 10 go 95 6e3 KoHAeHcaLum
ATmocthepHoe faBneHue, rfla Ot 700 po 1060

15. TEXHVNYECKOE OBCNYXWBAHWE N PEMOHT
GEN11YK He nognexuT peMOHTY UK 06CIYyXUBaHWIO.

16. MOPALOK N YCJTOBNA YTUNTN3AUNN NN
YHUUTOXEHUA M

Mo ncTeyeHMK CPOKa FOAHOCTU He YTUAN3MPYIATE MPOBEPOYHBIV KoY
GENII YK ¢ apyrumm 6bITOBbIMM OTXOdamun. [nd nepepaboTku
oTpaboTaHHOro 060PYAOBaHUA CBXKUTECH C MECTHBLIM NPeACTaBUTENEM
NN 0b6paTUTECh B OTAEN OOCNMY)XMBaHUA KNMEHTOB KomnaHuu Ethicon
Endo-Surgery no tenegoHy 1-800-USEENDO (1-800-873-3636) ans
06CY)XAEeHNA BO3MOXHbIX BapuaHTOB W Mpouesyp yTuansauuu.
MpoBepouHbln  KMtod GENII YK co3gaeT Takve >Xe pUcKu npu
yTUAM3aLmn, Kak un gpyras noTpebuTensckas 3NeKTPOHUKA, Kak,
Hanpuvep, KomnboTepbl. B npoeepouHom knode GENII YK
OTCYTCTBYIOT pafMOaKTUBHble BeLlecTBa, OaTapeiky WAnM >XULKOCTW,
NnpoTeKaHne  KOTOPbIX  MOMN0  Obl  MPeACTaBNATb  OMACHOCTb.

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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required to remove any remaining residue) or refer to the manufacturer's
recommendations for the removal of the disinfectant residuals.

* “Intermediate level” is a classification applicable in the USA.
Intermediate disinfectants kill viruses, mycobacteria, fungi, and
vegetative bacteria.

14. CONDITIONS OF TRANSPORTATION AND STORAGE

Range
From -35 to +54
From 10to 95 non-condensing
From 700 to 1060

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

15. MAINTENANCE AND REPAIR
The GENI 1¥K is not repairable or serviceable.

16. MD DISPOSAL RULES AND CONDITIONS

Do not dispose of yerification Key GENI 1YK with other waste at the
end of life.To recycle the waste equipment, contact your local sales
representative or call the Ethicon Endo-Surgery Customer Service
Department at 1-800-USE-ENDO (1-800-873-3636) in the U.S. only, to
discuss local waste disposal solutions and processes.The yerification
Key GEN 11YK poses disposal risks similar to consumer electronics such
as computers. There are no radioactive substances, batteries, or
hazardous liquids that may leak in the yerification Key GENIiyK.
Dispose of the GENI 1YK once it no longer allows for generator output
verification. The GEN 11¥K is not repairable or serviceable.
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Ymummaupyiite GEN11VK, kak Toapko OH nepectadeT obecnevnsaTs
KOHTPO/Ib MOIIHOCTH rerepatopa. GENIIVK ne noanexut peMoHTy
HTH OOCITY)KHBAHHIO.

Knacc  MEAHMUMHCKMX  OTXOAOB  MCIOHLUMHCKOrG  HM3ACAHMA M
npuHaanexHocteil B cooteeTcTeuH ¢ CanlinH 2.1.3684-21 - kax knacc
oTxonoB THNa b,

The class of medical waste of medical devices and accessories in
accordance with SanPiN 2.1.3684-21 is as class B waste.

17. TAPAHTHSA

FapanTHiHBIA CPOK XpaHCHHA - MNPOM3BOAMTENL TapaHTHpyer
HAZEKHOCTb ANA NMPEANONaraéMOro HCMOAL3OBAHMA, APH  YCIOBHH
HaaNeXAed TPAHCTIOPTHPOBKH M XPAHEHWUA B MpeeNax KOJIHYecTBa
ACNONB30BaHMI, YKA3aHHEIX B MHHCTPYKUHH O NPUMEHEHHIO NPOAYKTa.
Iponseoautent He HECET OTBETCTEEHHOCTH 3a MoGo# ymeps win
HECUACTHBIE ClIy4aW. BO3HHKIIHE B pPE3YALTATE HENPABHILHOIO
UCTIOJIB30BAHKA, YENOBEYECKHX OWKOOK UM BHEWIHHX aBapHIAHBIX
cutyaumii. B OTHOmeHWW KadecTBa TPOAYKIMM, moXamyHcTa,
CBAXUTECH C YIOJITHOMOYEHHBIM NPEACTABHTEJeM HITOTOBHTENS.

17. WARRANTY

A storage warranty period - the manufacturer guarantees the reliability
for the intended use, subject to the right transportation, and storage within
the number of uses as identified within the product IFU. Manufacturer is
not liable for any damage or accidents resulting from improper use,
human error or external emergencies. Regarding the

product quality, please contact an authorized manufacturer’s
representative.

18. HAMMEHOBAHHME H IOPHAWYECKHH AZIPEC
NMPOM3IBOJAHTEJISI MH H YHOJITHOMOYEHHOT O
IMPEJCTABHTEJIS IPOU3BOAUTEJIA B POCCHH

IMPOA3IBOAHUTEID:
AtukoH JHao-CepmkepH, Dn-In-Cu
475 Calle C Guaynabo, Puerto Rico 00969 USA

YIIOJHOMOYEHHOM ITPEACTABHTEJID
NPOH3IBOJXUTEIA B POCCHH:

OO0 «IxoncoH & HKOHCOHN,

121614, r. Mocksa, yn. Kpsutarckas, a. 17, xopi. 2.
Ten. +7(495)580-7777, ®ake: +7 (495) 580-7878
DL-JNJRUMedicalQA@ITS.JNJ.com

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

MANUFACTURER:
Ethicon Endo -Surgery, LLC
475 Calle C Guaynabo, Puerto Rico 00969 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-INJRUMedicalQA@ITS.JNJ.com
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<Jlorotin: ITHKOH (ETHICON)> i e
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<IUtamn: noanHcaHo B (opME HOTADHANBLHO YROCTOBEPEHHOTO

CoraacoBano

«Ituxon Iuao-Cepaxepn In-I3-Ch»

3aABACHUA B MOSM JIPUCYTCTBHH
ceroaua, 09 anpeas 2024 ropa

Oprawwraipo
475 Kaane C Iyaiinato, yapro-Puxo 00969 CINIA
Anpes

< IHCAHO>
SNoANHCaHO~

Hupexmop omdera nopMamusno-npasee020 pecyaupoeanus

HOTAPHYC — —

Tavac, Kpucnuna He
Bare UL MMITIT
<noonucano>
(laamics

<Kpyrnas repSOBax neyarh: MAPK JOPEHBOCX; HOTAPHYC;
{ITAT KOHHEKTUKYT>

<[leuats HOTapuyca ¢ repOoM wTaTa KOHHEKTHKYT:
Mapk Hopeubocx
Hotapuyc, Llitar KOHHEKTHKRYT
Cpoxk aeficTBHs Moeil nuuensuu uerexaet 31 mapra 2025 roaa>

<Haanuck ot pyxu: 9 anpeas 2024 200a>

HHCTPpYKIHA MO 3KCNAYATAIHH HA NPHHANIEKHOCTD:
Iposepounsiii ka4 Ana TecTnpoBanns redepaTopa GEN11VK ¢ uaeTpykumeit
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MNepeBof 4aHHOI0 TeKCTa BbIMOMHEH MEPEBOAYNKOM [MaxTyHOBbIM AnekceeMm Bragnmmnposuyem

MoANnCb

Poccuitckas Pepepaums
[Mopos MockBa
OavHHaguaToro anpena ABe ThicAYM ABajLaTb YeTBEPTOro roja

A, KOpakosa [naHa LLleBKeTOBHa, BPEMEHHO WMCMOMHSAOLIAA 00513aHHOCTU HOTapuyca ropoga MocKBbl
Kopcnk Mapun AnekcaHApOoBHbI, CBUAETE/ILCTBYIO MOLIMHHOCTL MOAMMCU NepeBofumka axTyHosa

Anekcea BnagvMmposmya.

Mognuck caenaHa B MOEM MPUCYTCTBUM.

JInyHOCTb MoANMCAaBLLErO JOKYMEHT YCTaHOB/IEHA.

3apeructpupoBaHo B peectpe: Ne 77/2139-H/77-2024- 4 0 ~ [, 1O

YnnaueHo 3a CoBepLUEHNe HoTapuanbHoro aeicTtans: 400 py6. 00 Kon.

MNoAMNMUCH epboBas nevatb lep6oBas nevaTb
HoTapuyca r. MocKBbl HoTapuyca r. MOCKBb!
Kopcnk M.A. Kopcuk M.A,
. L. KOpakosa

Bcero npoLwHypoBaHo, NpoHYMepoBaHo
1 CKpeneHo neyvatsio 20 nncT(-a,-0B).

BPWNO HoTapuyca: noanmcCob

occuinickaa Pepepaynsa
/ Mopog MockBa

OAnHHagLaToro Nna ABe TbiCAYM fBajLaTb YeTB
A, FOpakosa €MEHHO WCMOJHAOLLAA
Kopcuk [ETeNbCTBYO BEPHOCTb KON
3aperuct 139-H/77-2024-
YnnaueH aOgevictus: 21
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