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VHCTPYKLUMA NO MPUMEHEHMNIO
Ha meagnumnHckoe nsgenne: «HoxkHnubl HARMONIC® 1100 co BCTPOEHHOW NanapoCoOHUYECKOW PYKOATKOMN

Ana OTKPbITbIX U 3HAOCKOMNYECKUX onepau,w7|, B BapnaHTax MCMNOJTHEHUNA»

Instruction for Use

for medical device: «The harmonic® llOO Shears with integrated laparasonic handle for open and

endoscopic procedures in versions»

3NEKTPOHHAS KONHA 0GOPMAIEHA IEHTPOM HCTIbITAHIA/ W PETMCTPALIMI MERHLMHCKWX H3ENHIA



Flpockba BHUMATENBHO O3HAKOMHTBCA CO  BCEH  npunaraemoi Please read all information carefully.

undopmanmeil. Failure to properly follow the instructions may lead to serious
Hecobnionenne HHCIpYKUMH MOXET NpHBECTM K  cepbesHbiM | surgical consequences.
XHUPYPrHYECKUM OCNOKHEHUIM., Important: This package insert is designed to provide instructions

Baxroe 3amedanne. JlaHHbIH THCTOK-BKNAALI COASPRAT HHCTPYKUMIo | for use of the HARMONIC®1100 Shears. it is not a reference to
no npumeHenuto Hoxuu HARMONIC® 1100. 3tor aokyment He | surgical techniques.
ABAETCA CIPDABOYHHKOM N0 XMPYPrituecKoi TeXHHUKe.

HaumeHoBanHe MEAHNHHCKOO N3Aennn Name of the medical device

Hoxurusi HARMONIC® 1100 co scrpoennoii aanapoconndeckoii | The HARMONIC® 1100 Shears with integrated laparasonic
PYKOSTKON AN OTKPHMTHIX R JHAOCKONHYecKHX onepanuii, B | handle for open and endoscopic operations in versions:
BAPHAHTAX HCMIOJSHEHHA: 1. The HARMONIC® 1100 Shears with integrated laparasonic handle
1. Hoxuuust HARMONIC® 1100 co scTpoeHHoii nanapoconsn4eckoii | for open and endoscopic operations, shaft length 20 cm, consisting of:
PYKOATKOH LISl OTKPBITBIX M S3HAOCKONHYECKUX Onepauiid, AavHa cTeona 1.1. The HARMONIC® 1100 Shears with integrated laparasonic
20 cm, B cocTage: handle for open and endoscopic operations, shaft length 20 cm - 6 pes.;

I.1. Hoxumwr HARMONIC® 1100 co  BerpoeHHOMH 1.2. Instruction manual - | pc.:

NanapocOHHYECKOH pPYKOATKOHM ANS OTKPHMTHIX M ugockonuveckux | 2. The HARMONIC® 1100 Shears with integrated laparasonic handle
onepaumi, AnuHa crasona 20 cm - 6 wr,; for open and endoscopic operations, shaft length 36 cm, consisting of:

1.2. UHCTpyK1Ma MO NPUMEHEHMHIO - | WIT.; 2.1. The HARMONIC® 1100 Shears with integrated laparasonic
2. Hoxumust HARMONIC® 1100 co setpoennoil nanapoconuteckodi | handle for open and endoscopic operations. shaft length 36 cm - 6 pes.;
PYKOATKOH O18 OTKPHITHIX U 3HAOCKONHYECKHX OTICPaUNMH, ANKHA CTBOMA 2.2. Instruction manual - | pc.

36 cM, 8 cocTage:

2.1. Hoxunust HARMONIC® 1100 co  BcTpoeHHOH
NAanapOCOHKHYECKOH DPYKOSTKONH ANA OTKPHITHIX H 3HAOCKOMMHECKWX
onepaumii, JTHKHa cTBoMA 36 ¢M - 6 1iT.;

2.2. KxctpyKups no npuMeHesuio - | wir.

KnaccnpHranua MeaHIHHCKOTO H3eTHA Classification of the medical device
KpatHocTh npUMeHeHUs JAns opsokpaTHOrO Frequency of use The product is intended for
NPUMEHEHHA single patient use
CTepunbHOCTD Crepunsno (cTepunnzauns Sterility Sterile medical device
ITHNIEHOKCHAOM) (ethylene oxide
Knaccndukauua no Tuny v MeanumHcKoe H3neHe. sterilization)
NPOACIUKUTENSHOCTH KOHTAKTA NPHCOSTUHACMOE H3BHE,
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coraacuo ISO 10993-1

KPaTKOBPEMEHHOTO KOHTAKTa
(mMeHee 24 4acoB) ¢ TKAHAMH

Knaccuduxauua no 1EC 60601-1
npH paGoTe ¢ COBMECTHMbIM

DNeKTpUHECKOe W3eAHE Kitacca
|

Categorization by nature and
duration of body contact according
to ISO 10993-1

Externally communicating
device with limited
exposure (less than 24
hours) with tissues

3EKTPO0BOpY AOBaHHEM Tun paGouek wacth CF Classification according to [EC Class I.
Pexxunm paboThl [TpoaomkureALHBIH 60601-1 when working with Working part type CF
INprroanocts ans 3xkcnnyarauuu 8 | Her compatible electrical equipment
Cpefie € NOBLILICHHBIM Working mode Continuous
COJEPKAHHEM KHCAC
Bmor npouum::e?ux Boat | IPX X Suitability for oxygenated No
environments
Degree of protection against hammful | IPX X
ingress of water
Onucanne H3geRHS Device Description
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Hoxunust HARMONIC® 1100 — 570 cTepuiibHbI# HHCTPYMEHT,
npeaHa3HaveHHbIA 15 IPUMEHEHHS Y OIHOTO NALHCHTA H
MCNOJB3YCMbIi /18 PaCCEUYECHHA, 3aXBaTa, KOAry/IsLMH H pa3pe3aHns
MeXAY JIe3BHEM W NAacCHBHOM OpaHineii. O COCTOAT U3 IProHOMHUHOM
PYKOATKH C HHTEMPHPOBAHHOM 1aNapOCOHHYCCKONH PYKOATBIO W IBYMs
KHOMKAMH 1101341 SHEPrUH:

1) KHOMKa NoJa4Yu HEPrun — 101b30BATENIb MOXET PEryMpoOBaTh
ypOBHH MOWHOCTH OT | 10 5;

2) KHOIKA No0/1a4H YHCPIHHM C NPOABHHYTHIM FEMOCTA30M 15
Koarynstuu cocyaos 6onbluero

pa3iMepa — Moib30BaTe/ib HE MOKET PEryIMPOBATH YPOBCHb MOLLHOCTH.
MHCTpYMEHT BbIMYCKaeTCs ¢ JIByMs BApHaHTaMy JUIMHbI cTBoNA: 20 cM H
36 cm.

MuterpupoBaHHblit 3ByKOBOH M TAKTHNLHBIA MCX3HHU3M B PYKOATKE
CHTHANU3HPYCT O [OJHOM CMbIKAHWH pbiuara. MHCTPYMEHT COCTOHT U3
NAacCHBHOH OpanILK N U30THYTOTO NE3BHUA, H lpeHa3HAYaeTCs 118
paboThl uepe3 TPOAKap IHAMETPOM 5 MM, Yepe3s NEPEXOHUK 1HaMETPOM
5 MM

8 Tpoakape 00.lb1ero iaMeTpa nim yepes paspes 6e3 HCnob30BaHUA
Tpoakapa. CTBON HHCTPYMEHTa MOXHO BPawlaTh HENPEPLIBHO /Ul
YAYHIIEHHS BHANMOCTH H JOCTYNA K HYXKHOMY YHacTKy TKaHei
nauucHTa. JIBe Haceuku Ha MHCTPYMEHTE 00603HA4aI0T OTHOCHUTENbHbIH
pa3smep cocyaa. [lpumvenenue

KHOMKW NOJA4H JHEPrUH NPEAYCMOTPEHO ANA COCYA0B AHAMETPOM 10 5
mM. Koraa ucnonssyercs KHOMKA N0/1a41 SHEPruu, CKOpOCTh
pa3pe3ans MakcuManbhas. KHONKa noaaun 3Hepruu ¢ NPOABHHYTHIM
reMOCTa30M MpeaHa3HayeHa ans cocynos 0obLiero pamMepa U 101KHa
MCIO:1b30BATHCA NpH paboTe ¢ cocynamu auameTpom a0 7 mm. Korna
MCIIONIB3YETCA KHOMKA M0a4H JHEPrHH C NPOABUHYTHIM FEMOCTA30M,
CKOPOCTb Pa3pe3aHus CHHXKAETCA, a N'EMOCTa3 MAKCUMAaNbHO
ycunusaetcs. B MHCTpyMeHTe HCNOb3yeTCa TEXHOI0IUA alanTalnH K
TKaHaM, xapaktepHas a1 HoxHul HARMONIC® 1100. Ona naer
IeHePaTopy BO3IMOXKHOCTL ONO3HABATb HHCTPYMEHT B Mpouecce
IPUMEHCHHS H KOHTPOJIMPOBAaTh €ro paboTy nocpe;1CTBOM MOAYIALUH H

The HARMONIC® 1100 Shears instrument is a sterile. single patient
use instrument used for dissection, grasping. coagulation. and cutting
between the blade and clamp arm. It consists of an ergonomic handle
with an integrated hand piece and two energy delivery buttons:

1) Energy button - user can adjust power levels from 1-5.

2) Energy button with Advanced Hemostasis - for large vessel
sealing; user cannot adjust.

The instrument is available in two shaft lengths -- 20 cm and 36 cm.
An integrated audible and tactile mechanism in the handle indicates
full trigger closure. The instrument has a clamp arm and coated
curved blade that are designed to work through a 5 mm trocar.
through a 5 mm

reducer cap in a larger diameter trocar, or through an incision without
the use of a trocar. The instrument shaft can be rotated continuously to
facilitate visualization and access to targeted tissue. The two dashes
on

the instrument are intended to represent relative vessel size. The
Energy button is indicated for vessels up to 5 mm in diameter. When
the Energy button is used. cutting speed is the fastest. The Encrgy
button with

Advanced Hemostasis is designed for larger vessels and is indicated
for vessels up to 7 mm in diameter.

When the Energy button with Advanced Hemostasis is used, cutting
speed is reduced and hemostasis is maximized. The instrument
utilizes Adaptive Tissue Technology that is specific to the
HARMONIC® 1100 Shears. This provides the generator with the
ability to identify and monitor the instrument during use. which
enables the generator to modulate and adjust its power output as well
as provide audible feedback to the user as appropriate.
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YMCHbILCHHUA BLIXOAHOH MOLIHOCTH, & TAKXE, NPH HEOOXOAUMOCTH, The HARMONIC® 1100 Shears instrument is designed for use
NOAAYH 3BYKOBBIX CHTHANOB 0GpaTHOH CBA3M NONB30BATENIO. exclusively with the Generator G11 (GEN11) software version 2018-1

or later, Software revision can be found under **System Information™
Hoxuuup HARMONIC® 1100 — 310 MHCTpYMEHT, npeaHazHaueHHbH

in the
BaH T 7] .
A HETOTRSOBSIMA NOKTIOTHTSALN ¢ SPORER IPOTPAMMIOND | Gt i1 (GENT ) “Setings” men. Refer (0 the GeneatorG11

(GENI1). (GEN11) Operator’s Manual before using this instrument.
Illustration and Nomenclature (Illustration 1)
HoMep Bepcun nporpammHoro obecnevenus MOXHO HaiiTu & pasnene 1. Blade Titanium alloy with coated black (xylan)

«CucremHan uudopmaipa» B MeHio «Hactpoiixu» reseparopa G11 2. Clamp Arm and Tissue Pad

(GENL1). Tlepen ncnonb3oBanueM AaHHONO HHCTPYMEHTA CM. 3. Shaft

PYKOBOACTBO MO >KCrnyaTaunu reneparopa G11 (GENI1). 5. Energy Button

PHCYHKB B TepmMuRoJaoras (puc. 1) 4. Rotation Knob . .
1. Jle3gHe M3 THTAHOBOIO CM/IARA, ¢ AHTHRIIPHTAPHBIM MOKPLITHEM 6. Energy Button with Advanced Hemostasis
yepHoro useta (Xylan) 7. Handle

2. lNaccusHaa Gpanwa 1 TKaHesas HAKIAAKa 8. Trigger

3. Cteon

4. Konsuo poratmu cTeoia

5. Knonka noaayu sHepruu

6. Knonka roiauu SHepruy ¢ NPOABHHYTHM FeMOCTa30M
7. Pyxoarka

8. Poiuar ceeaerus Opanw
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Coobmenus co ciiosamu «Ocropoxscno!» u «Buumanue!»
OCTOPOXHO! Coobuerine co ciooM «OCcTOPOXKHO!» yKaswiBacT Ha
NpoueaypH 110 SKCILTYATALHH

HAK OOCIYKHBAHHIO, METO/IB! MAK YCAOBHS, HEBHUMATENTBHOE
BLINOAHEHHE KOTOPHIX MOKET FPHBECTH

K TPABMHPOBAHHIO MIIH JICTANLHOMY HCXOAY.

Bunmause! Coobiuenue co cnosoM «Brumanne!» npeaynpexaaer
NIOJIL30BATENSA O NOTCHUHANBHO

ONACHO# CHUTYauuH, KOTOpas, ¢CIH €¢ He H30eXaTh, MOXKET NPHBECTH K
NOTY4ECHUIO NONB3OBATEEM HAW

AALMEHTOM TPaBMbi MAIOH WK CpeaHeil TRKECTH MO0 K NOBpexKaAcHUIO
ofopyaoBaHHA HIH APYIOTo

uMyuiecTea. JlaHHoe COODILCHHE MOXKET TaloKe [IPEAYNPEXIATH O
nebezonacHeix MeTonax paborel. Moxer

B5ITh YNOMAHYTA HEOGXOAUMOCTL B 0coboM obpaieHun ans
GesonacHoro u 3¢ hexTHBHOrG HCNONH30BAHNA

YCTPOJCTBA, & TaoKe B 00pallenku, Kotopoe TpebyeTca Bo usbexanue
NOBPEXAECHUA YCTpoHcTBa, KOTOpOE

MOXET NPOK3OIATH B PE3YALTATE €10 UCMONL3OBAHHUA, B TOM YHCAE
HENPaBUILHOFO.

Warning and Caution Statements

WARNING: A Warning statement indicates an operating or
maintenance procedure. practice, or condition that, if not strictly
observed, could result in personal injury or loss of life.

Caution: A Caution statement alerts the user of a potentially
hazardous situation which, if not avoided, may result in minor or
moderate injury to the user or patient or damage to the equipment or
other property. It

may also be used to alert against unsafe practices. This includes the
special care necessary for the safe and effective use of the device and
the care necessary to avoid damage to a device that may occuras a
result of

use or misuse.
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HBcTpyknHH no APUMEHERNID

[MposepbTe COBMECTHMOCTH BCEX HHCTPYMEHTOB W NPUHAINCKHOCTEH
Aepea UCOABL3OBAHHEM JGHHOIO HHCTPYMEHTA (CM. pasaen
«[IpegynpexaeHus ¥ NPEAOCTEPSKEHNRAN).

1 Cobmopan npasuna 06cceyeHUs CTEPHILHOCTH, H3BIEKHTE
MHCTPYMEHT U3 ynakoBkH. Bo nibexanue nospexenns akKypaTHo
NOMECTHTE UHCTPYMEHT B CTEPHIBHYIO 30HY.

2 lNopkmouMTE HHCTPYMEHT K NEHEPATOPY W BKJIIOYMHTE NUTaHHE
reneparopa.

3 C nomousio kuonok « YBEJIMUUTb» u « YMEHBUINTb» na
CEHCOPHOM 3KpaHe MEHEPATOpa YCTAHOBUTE HEOOXOAHMBIN YPOBEHD
MOWIHOCTH. YPOBEHb MOWHOCTH MOXKHO PETYIIHPOBATH TOJBKO AN
KHONKH HoAa4H 3Heprun (ot 1 go 5). Mo ymonyaunio B cHcteme
YCTAHOBJICH YPOBCHb

MOMHOCTH 3. (pHc. 2). [ind noBbilIEHHA CKOPOCTH pa3pe3aHnn TKaHeH
ucnonkr3yire Honee BLICOKHE YPOBHH MOLLHOCTH MEHEPATOpa, a AN
YCHNEH!A KOATyAsLAK Henonb3yiite Gonee Huskue, Flpu pacceueHnu
GoJiee MAIOTHBIX TKAHEH, TAKMX KAK NAPEHXKMa NEYEHH, BO BpeMA
axTuBaumu HoXXHU, HARMONIC® 1100 npu nocTeneHHOM CMBIKAHHH
Opatill peKOMEHAYETCA YCTAHOBUTL YPOBEHB MOLIHOCTH NeHepaTopa 3.
KonuuecTso nonasaemoii Ha TKAHK SHEPTHH U, CJICI0BATENBHO,
OKA3bIBAEMOE Ha HHX BO3ACHCTBHE 3aBHCAT OT MHOTHX (JaKTOpOB, B TOM
YHCNE OT BLIGPAHHOTO YPOBHA MOILHOCTH,

XBPaKTEPHCTHK JIE3BUA, CHIILI 33XBATA, HATHKEHHUS U TUNA TKAHH,
NATOAOTHY TKAHN U XHPYPrU4ECKOH TEXHUKH.

4 CoMkHuTE GpatLuy, 3aKpHB pHYar CBeAcHs OpaHil, # BCTaBbTE CTBON
yepes Tpoakap wian paspes (puc. 3).

5 Pasmectute TKaHb BHYTpU OpaHiuei B HyxHOM MecTe. C noMombo
KONBUA POTAUNH HHCTPYMEHT MOXHO BPaIRath 6¢3 orpaHMueHUiH, YToObl
YAYHUINTS BHAYMOCTL K MOJYYHTH AOCTYN K HYXKHOMY

YHAaCTKY TKAHH MALKEHTA.

6 Urobb1 3aXaTh HYXKHbIH YYacTOK TKaHH MEXAY OpaHlamu, cxumaiite
phIdar, NOKa OH HEe OCTAHOBUTCA HANPOTHB TNNACTHKOBOH PYKOATKH (CO
CALILMMBMM UIETYKOM ).

Instructions for Use
Verify compatibility of all instruments and accessories prior to using
this instrument (refer to Warnings and Precautions).

1 Using sterile technique, remove the instrument from the package.
To avoid damage, do not flip the instrument into the sterile field,

2 Connect the instrument to the generator and turn the generator
power on.

3 Select the desired power levei using the INCREASE and
DECREASE buttons on the generator

touchscreen. Only the power level for the Energy button can be
adjusted (1-5). The system defaults to power level 5. (Illustration 2)
For greater tissue cutting speed use a higher generator power level,
and for greater coagulation use a lower generator power level. For
thicker tissue types, such as liver parenchyma, the recommended
generator power setting is power level 3 when activating
HARMONIC® 1100 while gradually closing the jaws. The amount of
energy delivered to the tissue
and resultant tissue effects are a function of many factors, including
the power level selected, blade characteristics, grip force, tissue
tension, tissue type, pathology, and surgical technique.

4 Close the clamp arm by closing the trigger, and insert the shaft
through a trocar or incision

(Illustration 3).

5 Position the tissue within the jaws at the desired location. The
instrument’s shaft can be rotated

continuously using the rotation knob to facilitate visualization and
access to target tissue.

6 Squeeze the trigger until it stops against the plastic handle (and a
click is heard) to clamp targeted tissue between the jaws.
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* JIna NonHOM KOAryNSUMH PHIYAT HYXKHO IPHBECTH B NOAHOCTBIO
3aKPHITOE NOIOKEHNE U TIOAHOCTHIO

nepexars CocyA Mexcay naccHeHolt 6paHineil 4 ne3BHeM yCTpoHCTBa.
3BYKOBOH H TAKTHNBHEIH MEAHOK

03HauYaeT NOJHOE CMbIKaHKE PEYara. JIna nofsroro cMelkanus GpaHmei
ycTpoi#icTBa CXHUMaTe

TUIACTUKOBHI phivar, OKa HE NO4YBCTBYETE €70 CONPHKOCHOBEHHE €
NNACTHKOBOH PYKOATKO#H (npHHUMN

«NNACTHK K MAACTUKY»). YUTOOH peryar ocTaBaics 3aKphITHIM B TEHEHNE
BCETO pacceycHun, 3aXBaT He A0IKEH ocnadenars.

7 Jina aKTHBALMY NE3BHA HHCTPYMEHTA HAXKMHUTE Ha OXHY M3 NeaancH
HOXHOTO NPHBO/AA MY HA OARY U3

KHOFIOK TIO/a4H FHEPIHHM HA MHCTPYMEHTE.

» [Ipn HaxKaTHH HA NCBYIO NEAANb HOXKHOTO NPHBOJA HIM Ha KHOTIKY
TNIOXaYH FHEPTHH C NPOABHHYTHIM NEMOCTA30M Ha HHCTPYMEHTE
AKTHBUPYETCA NPOABHAYTHIH reMocTas. [1pn uenons308aHRH KHORKK
N0AA4H SHEPIHK C NPOABRHYTHM NEMOCTa30M 3HEprus He Oyaer
noaasaThes, ecny Opanuim He OYAYT NonHoCTbIO COMKHYTH. Jannas
KHOTKA aKTUBHPYET aJITOPHTM B I'CHEPATOPE, YTO, HAPATTY C NONHHIM
CMBIKAHHEM pBIYAra, NO3BOAAET KOaryanpoBaTh COCyanl Sonbliiero
pasmepa (ivaMeTpoM Ao 7 MM).

« [1pn HaXxaTUK HA NPABYIO NEAANb HOXHOIO NPUBOAA UNTH HA KHONKY
NOJAMH FHEPrUl Ha KHCTPYMEHTE

AKTNBUPYETCA BHIOPaHHbLIA YpoBeHb MOWHOCTH (OT I no 3). KHonka
N0a4YM FHEPriH NO3BOAACT

BbITIONHATS KOATYAALHIO COCY 108 AUAMETPOM 10 5 MM ITPH NOIHOM
CMBIKaAHHYH phHiYara i Nno3soaser

BHINOJHATD ApYrue AeHCTBUA ¢ MATKHMH TKAHAMH (pacceyeHne B
o6paTHOM HaNPABNECHNH, HALPE3AHNE,

npocBepiIMBaHKe / CO3AaHNE XHPYPFHYECKOTO pa3spesa H 7. 11.), IpH
KOTOpbIX MONHOE CMBIKAHHE phbivara

He Tpebyerca,

*To achieve complete sealing, the trigger should be fully
closed and the vessel fully contained between clamp arm and blade of
device. An audible and tactile “click” indicates full trigger closure. To
achieve

full closure of the jaws of the device, squeeze the plastic
trigger until you feel it stop against the plastic

handle (plastic to plastic). Grip force needs to be maintained
throughout the transection to keep trigger

closed.

7 To activate the instrument blade, press one of the foot pedal
switches or one of the energy buttons on the

instrument.

*Pressing the left foot pedal of the footswitch or the Energy button
with Advanced Hemostasis on the

instrument activates Advanced Hemostasis. When using the Energy
button with Advanced Hemostasis,

energy is not delivered unless the jaws are completely closed. This
button activates an algorithm in the

generator that, in conjunction with full trigger closure, allows for
sealing larger vessels (up to 7mm in

diameter).

*Pressing the right foot pedal of the footswitch or Energy button on
the instrument activates the selected

power level (1-5). The Energy button allows for sealing vessels up to
5 mm in diameter with full trigger

closure and can enable other soft tissue applications (backcutting,
scoring, drilling/otomy creation, etc.),

where full trigger closure is not needed.
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Mepans MOLL4OMO
npueoga

Kmonka

MpaBax nogaumsHrprTr— 1

Nesas KHoMKa nojauv sHeprim ¢

paclmpeTbin rekkxtasom[ S

* ["eHepaTop n3fjaeT OAMH N3 3BYKOBbIX CUTHAN0B, NMepeyvnc/ieHHbIX B
Tabnmue Huxe, YKa3blBas BpeMA I'IepBOI‘/JI aKTnBauumn ne3spus

NHCTPYMEHTaA.
3BYKOBOW curHan KHonka MTasT
nOBTOpﬂfOUJMﬁCﬂ Neonka naaauka~rau TeHcbalp 8MiouB4: ycTpe cTBo BakTuiom coctosHum
OfIHOYHbIA
3BYKOBOI CUrHa/1

3 MOBTOPAOLLH/CA KHOMKa nogaun ar*ruu FeH”3Top ekntoyeH; y'cTpe\cTEO e aKTUBHOM COR0sIHHM

CpamnmeHHblM remocLiom 1 HaxoguTcs B pacluMpeHHOM peXxnme remocrasa

CuUrHana

eHepaToOp MEPEK/IOYAETCA Ha BTOPOW 3BYKOBOM CMTHa, Korga nogava
3HEPTUN PEryNnpPyeTcs B COOTBETCTBMW C TEXHONOTMEN aganTaumm K
TKaHAM. Ha Hanmume U MOMEHT U3MEHEHMS 3BYKOBOIO CUrHana BAMSIOT
pasnnyHble TEPMUYECKIE BO3AENCTBUS, TaKne Kak NpuUcyTcTBue
XWUAKOCTU 1 Manoe

KOMIMYECTBO WM OTCYTCTBUE TKaHM B GpaHLax. 3MeHeHMe 3BYKOBOIO
CUrHana He 06a3aTeNbHO SBAAETCA CBUAETEIbCTBOM BO3/AE/CTBUA Ha
TKaHW. Ecnu reHepaTop nofaeT BTOPOI 3BYKOBOW CMTHan, cneayeT
OLEHMTb CUTYyaL MO 1 3aBEPLUMTb 3amni1aHUpPOBaHHOe XMPYPruyecKoe
BO3/eCTBUE Ha TKaHU

COOTBETCTBYIOLMM 06pa3om (Hanpumep, NOCTEMNEHHO YBennuMBas
HaTSHXKEHWe ANs YMNPOLLEHMS pacceyeHmns). VI3MeHeHe BTOPOro
3BYKOBOrO CUrHana He 3aMeHsieT co60ii OnbIT Bpaya, NMPOBOASLLETO
onepawuio.

3BYKOBOW curHan KHonka [OelictBue

Bbicokuin
MOBTOPSAOLLAACS
OfHOYHBINA
3BykoBoii CHHAT

MpumeHsieTcs K OOMMKHOTIOX< TexHonorus aganTaunm K TKaHsiM akTUBHA
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Foot Pedal Button

Right Energy Button

Left Energy Button with Advanced
HemostasisE ®

*The generator emits one of the audible tones
listed in the table below to indicate when the instrument
blade is first activated.

Tone Button Action

Repeating
single tone

Energy Button Generator On; DevKe b active

En i~ Button with Advanced
Hemostasis mode

3 repeating,
ascending

Gewfatof On: Devia is active and in AdvarKed Hemostasis

tones

The generator changes to a second audible lone as Adaptive Tissue
Technology regulates the delivery of energy. Thermal influences such
as fluids or minimal to no tissue in the jaws may affect the presence
or timing of the tone change. The tone change does not provide
confirmation of tissue effect. When the second tone is heard, the
situation should be assessed and the intended surgical action
completed, such

as gradual application of tension to facilitate transection. The
secondary audible tone change is not a substitute for surgical
experience.

Tone Button Action

High pitched.
repeating

Applies to both MttOTS Adaptive Tissue Technology is actfv

single tone



OCTOPOXHO! Ipu axrueauun HHCTpyMeHTa M3beraiiTe KOHTaKkTa ¢
MOOBIMH METATITHYECKHMH M NAACTHKOBEIMH NpeaMeTamMu (puc. 4).
KOHTaKT akKTHBHPOBAHHOIO UHCTPYMEHTA C APYTMMH HHCTPYMEHTAMH,
ckoOKaMK HIH KJIHIICAMHM MOXET NPUBECTH K BOZHUKHOBEHHIO LAPaNHH,
TPEUH WAH Pa3NIOMOB Ha JIC3BUAX, 2 TAKKE K UX NpexKaeBpeMeHHOH
noJoMKe.

BrnuMatue! U3beraitre KOHTAKTa ¢ NOOHMY METAIIHYECKHMH H
MLNACTHKOBBIMH MHCTPYMEHTAMHM

M NPEAMETAMH, B YACTHOCTH C OpaHILIaMH ¥ MAaTOUYHBIMH
MaHHTTYASTOPaMH.

OCTOPOXHO! He ncnonbayiite KHONKY NoAatu SHEPruu ¢
NPOABHHYTHIM F'EMOCTA30M, KOI'2A TPebyeTcst NpUMEHEHNE SHEPT UK
NepeR NOTHBIM cMbikanueM Opantueit. [Tpu HakaTHH KHOTIKH NoAaYH
JHEPIUH C NPOABHHYTHM reMoCTas’oM SHEprus He OyAeT NoAaBaTHCS KO
TeX NOp. Noka OpaHIUK He COMKHYTCA NOAHOCTRIO. [1pu ucnonb3oBaHHH
KHOTKH NOAAYH IHEPIHHU ¢ MPOABHHYTEIM reMOCTaszoM Oe3

NOJIHOTO CMBIKAHHA PLIHAra FEMOCTas MOXET ObITL HEOCTATOUHBIM.
OCTOPOXHO! Ecau B apouecce koarynsauuu axtusaius Osina
CNy4aiiHO NpeKpauleHa. ClieayeT aKTHBMPOBATh YCTPOHCTBO NOBTOPHO,
Aepxa OpaHIKH COMKHYTHIMY. OTIyCKaHKWe pEIvara Bo BpeMs
KOAryNALNK MOXKET NPUBECTH K HELOCTATONHOCTH reMocTasa.
Buumanue! Hepxunre naccusuyto Opantny oTKpHITO# OpH pacceMeHny B
o0paTHOM HaNpPaBNCHAH WIH B CNYH4ae, KOrAA Je3BHe aKTHBHO NpH
OTCYTCTBHH TKAHEI MeXKIY JC3BHEM H TKAHEBOH HaKNAAKH

2T0 NO3BOMUT M30EKATH MOBPEXACHHS TKAHEBOH HaknaAKo# #
NOBHIBEHNA TEMNEPATYPbt N€38MUA, MACCHBHON Opanitin K AUCTaNbHOM!
4acTH cTBOsA (pHC. 5).

Buumaune! AKTuBaLKA YCTPONCTBa MPH OTCYTCTBHE TKAHHU MEXIY
33KPLITIMH OpaHIWIAMK MOXKET NPHBECTH K MOBPEXACHHIO TKAHESBOIA
HAKNAAKH. AKTHBALIHA NPH OTCYTCTBUY TKAHU Mexay OpaHLtaMK

BEAET K H3HOCY TKAHEBOW HAKNANKMU.

BrumManne! AKTHBALKA NE€3BUA NPH 3aKpbITO NaccKHeHOR Opaniue 8
TEUCHUE JUTHTENbHBIX IEPHONOB BPEMEHH (HE3ABUCHMO OT HAJIHYUA
TKAHW MEKAY NIC3BUEM M TKAHEBOH HAKNAAKON) MOKET NPHBECTH

WARNING: Avoid contact with any and all metal or plastic
instruments or objects when the instrument

is activated (Illustration 4). Contact with staples, clips or other
instruments while the instrument is

activated may result in scratches on the blade, cracked or broken
blades and premature blade failure.

Caution: Avoid contact with any and all metal or plastic instruments
or objects such as graspers or

uterine manipulators.

WARNING: Do not use the Energy button with Advanced
Hemostasis when energy application is

desired prior to full closure of the jaws. Energy is not delivered using
the Energy button with Advanced

Hemostasis until the jaws are completely closed. Using the Energy
button with Advanced Hemostasis

without full trigger closure may result in lack of hemostasis.
WARNING: If activation is unintentionally stopped while sealing,
maintain jaw closure and reactivate.

Releasing the trigger while sealing may result in lack of hemostasis.
Caution: Keep the clamp arm open when backcutting or while the
blade is active without tissue

between the blade and tissue pad to avoid damage to the tissue pad
and increased blade, clamp arm and

distal shaft temperatures (Illustration S).

Caution: Tissue pad damage may occur if device is activated without
tissue in the closed jaws.

Activation without tissue between the jaws will cause tissue pad
degradation.

Caution: Prolonged blade activation with the clamp arm closed (with
or without tissue between the
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K NOBPEXACHHIO TKaHEBOH HaKNAAKY.

OCTOPOXHO! Ilpu cTeHA08bIX HCNLITAHHAX YCTPOHCTRS Ha COCYAAX
JRAMETPOM CBHLIE 5 MM HanOonee NpovHas Koary/iALmMs Cocya
Habsoa1ach B CAYYaAX, KOrAA UeeBoH COCYA NOMHOCTHIO
PacceKancs ¢ HCNOMAb30BAHHEM IPOABHHYTOrO peKHMa reMocTasa.
Jlna obecneveHns onTHMansuoi paboTh annapata W NPeAOTBPALICHHA
HAAMNAHWUA TKAHU PEKOMCHAYETCH B TEYEHHE ONEPATUBHOIO
BMELUATENLCTRA NPOBOANTD OUHCTKY JEC3BHA, NACCHBHOMN

OpaHiy 1 AUCTANBLHOTO KOHLA CTBOAA, AKTHBHPYA HAKOHEWHHK
HHCTPYMEHTS B QHIHONOTHUECKOM

pacTBope. (puc. 6)

OCTOPOXHO! He ucnonb3yiTe ANs OSHCTKH KOHYHKA NE3BHA
abpazusunie cpeactsa. Jina yaanenna

TKAHEH WHCTPYMEHT NpH HEOOXOAUMOCTH MOXKHO NIPOTHPATDL BADKHHIM
MapaeBsM TamnoHoM. Ecnu Tkane Ha naccusHo# GpaHiie ewre BuaHa,
YARNUTE €€ OCTATKH C NOMOILLIO KPOBOOCTAHABITHBAIOILETO

32XHMa, COOMIORAA OCTOPOKHOCTE, YTOOb! HE AKTHBHPOBATL
HHCTPYMEHT (pHC. 7). He kacaiitech KpOBOOCTAHABIKBAIOLIErO 3AKHMA
AKTHBMPOBRHHBIM HHCTpYMEHTOM. Llapanutbl Ha AC3BUH MOTYT
NPUBECTH K BOSHUKHOBEHHIO TPEILMH M Pa3fioMOB Ha NE3BHAX, a TAKKE K
HX MPEXKAECBPEMEHHOH MONOMKE.

8 CoMKHNITe OpaHLIN, 3aKpLIB PLIYAr, K H3BJICKUTE CTBOJ W3 TpPOaKapa
HNY paspesa.

9 OTKA0MHTE HHCTPYMEHT OT reHepaTopa.

10 YctaHoBATE KHONKY THTAHMA reHepatopa B nonoxenne BBIKJL

11 YTunusupyiite HHCTPYMEHT ¥ kabens B COOTBETCTBYIOLIHEA
koHteiiHep. Pasbopka He Tpebyerca.

IIpeaynpexaeHHA ¥ NPEAOCTEPEKEHUR

» ManouHBasHBHbIE MPOLLAYPhL AODKHB BLIMONHATLCA TONBLKO TEMH
NHLIAMH, KOTOPSIE HMEIOT COOTBETCTRYIOULYIO TIOATOTOBKY M 3HAKOMSI €
MAIOHHBAZMBHLIMH METOAAMH ONCPATHBHLIX BMeATeNbLCTB. [Tepen
BEINOJHEHHUEM MANOXMHBA3HBHON NPOLIEAYPhl 03HAKOMBTECH €

blade and tissue pad) may cause tissue pad damage.

WARNING: During benchtop testing of vessels >5 mm, the strongest
vessel seals were achieved by

allowing the Advanced Hemostasis mode to completely transect the
targeted vessel.

For optimal performance and to avoid tissue sticking, clean the
instrument blade, clamp arm, and distal

end of the shaft throughout the procedure by activating the instrument
tip in saline. (Illustration 6)

WARNING: Do not clean the blade tip with abrasives. It can be
wiped with a moist gauze sponge to

remove tissue, if necessary. If tissue is still visible in the clamp arm,
use hemostats to remove residue,

taking care not to actuate the instrument ({llustration 7). Do not touch
the instrument to the hemostats while activated. Scratches on the
blade may lead to cracked or broken blades and premature blade
failure.

8 Close the clamp arm by closing the trigger and remove the shaft
from the trocar or incision.

9 Unplug the instrument from the generator.

10 Tumn the generator OFF at the power switch.

11 Dispose of the instrument and cable in an appropriate container.
No disassembly is required.

Warnings and Precautions

» Minimally invasive procedures should be performed only by
persons having adequate training and

familiarity with minimally invasive techniques. Consult medical
literature relative to techniques,
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NPeAOCTaBACHHON B MEAULIMHCKOH nuTepaType nHdopmativeH o
METO/JIaxX, TPYAHOCTSX H pUCcKax.

* AuameTpbt MaJOHHBA3UBHBIX WHCTPYMEHTOB pPa3HbIX M3rOTOBHTENCH
MOTYT pasnuyatses. Ecau B xoae npoueaypbi NpEACTONT MCAONB30BATH
BMECTE HHCTPYMEHTBI ¥ NPHHALNEKHOCTH AAS MANOUHBA3ZUBHRIX
NPOUEAYP OT Pa3HBIX U3IOTOBHTENCH, TPOBEPETE UX COBMECTHMOCTD
niepea Ha4aJIoM MPOUEAYPbI.

* JIna npenoTBpAILEHNUA NOPKECHHUS INEKTPHYSCKHM TOKOM U OXOros
NALHCHTOB H MCAMLMHCKOrO MEPCOHANA H BO M30CKAHHUE NOBPEKACHHA
YCTpOHCTBA ¥ APYTHX MEAULIHHCKHX HHCTPYMEHTOB

YPE3BLIMAHHO BRKHO SIOAHOCTHIO NOHHMATS APHHUKILL # TEXHHKY
ApoBeIeHUA NA3ePHBIX, INEKTPOXHPYPTUUECKHX H YIbTPa3BYKOBHIX
ONEPaTHBHEIX BMEWATEALCTE. YOEAUTECh, UTO

3NEKTPOM3ONALMS ¥ 3a3eMiAcHHE He Hapywenst. He norpyxaiire
MHCTPYMEHTH B )KMAKOCTS, €C/IH OHH HE NPEAHA3HAMEHb: A1 3TOTO H HE
HMEIOT COOTBETCTBYIOLUEH MAPKMPOBKU.

* I1poBepbTe COBMECTUMOCTD € rEHEPATOPaMU. YCTPOicTBO CICRYET
HCTIONb30BATHL TONBKO ¢ TEHEPATOPOM

Ethicon Endo-Surgery G11 (GENI 1) ¢ Bepcueii nporpammHoro
obecneuenna 2018-1 unn 6onee nozauei. Homep Bepcuu nporpaMMHOTo
ofecneueHHA MOXHO HaiiTi B pazaene «CucTeMHas

ungopmauua» B Mento «Hactpoliku» reweparopa Gl 1 (GENI11).
HononHuTensiyo nHGOpMaIIMIO MOXKHO HAliTH B pYKOBOACTEE
noas3osarens reneparopa G11 (GENI11).

* [Ipu akTuBauMM MHCTPYMeHTa W30eraiiTe KOHTAKTa ¢ NIOOBHIMH
METANAHYECKUMH ¥ THIACTHKOBLIMH NipeaMeTamMu. KoHTakT
AKTHBHPOBAHHOIO MHCTPYMEHTA € APYrHMHM HHCTPYMEHTaMH, CKoOKaMH
MAM KNMNICAMH MOXKCT MPUBECTH K BOZHHKHOBEHHIO LAPANUH, TPEUWNH
MAK Pa3IOMOB HA NIE3BMAX, 2 TAKKE K HX MPEKACBPEMEHHOH NMONOMKE.
* He ucnions3yiite KHONKY NOAatH JHEPruH C NMPOABHHYTHIM
reMOCTa3oM, Kora TpedyeTcs NPUMEHEHHE SHEPTHH NTEPEA NOJIHBLIM
cMbikanueM Opanieli. [IpH HaXaTHK KHONKKH NOKAYM 3HEPTHK ©
NPOABHHYTHIM F'eMOCTA30M JHEPTHA HE OY€T N0AABATHCS RO TEX MOP,

noka GpaHiii He COMKHYTCA NOAHOCTEIO, [IPH HCMONE30BAHHA KHOTIKH

complications, and hazards prior to performance of any minimally
invasive procedure.

« Minimally invasive instruments may vary in diameter from
manufacturer to manufacturer. When

minimally invasive instruments and accessories from different
manufacturers are employed together

in a procedure, verify compatibility prior to initiation of the
procedure.

» A thorough understanding of the principles and techniques involved
in laser, electrosurgical, and

ultrasonic procedures is essential to avoid shock and burn hazards to
both patient and medical

personnel and damage to the device or other medical instruments.
Ensure that electrical insulation

or grounding is not compromised. Do not immerse instruments in
tiquid unless the instruments are

designed and labeled to be immersed.

« Verify compatibility with generators. Use device only with Ethicon
Endo-Surgery Generator Gl |

(GEN11) software version 2018-1 or later. Software revision can be
found under “System Information™

in the Generator G11 (GEN11) “Settings” menu. Refer to the
Generator Gl 1 (GEN11) Operator’s

Manual for more information.

* Avoid contact with any and all metal or plastic instruments or
objects when the instrument is activated.

Contact with staples, clips or other instruments while the instrument
is activated may result in scratches

on the blade, cracked or broken blades and premature blade failure.
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NOAAYH IHEPFUH € NPOABHHYTHIM NEMOCTAZ0M 6€3 NMONHOTO CMbIKAHHS
phIYara reMocTas MOXeET ObITh HEIOCTATOYHBIM.

» Ecan B npouecce KoarynsiHy aKTHBaLmus Obina cryvaiiHo
MpeKpallieHa, cAeAyeT aKTHBHPOBaTh YCTPOHCTBO fIOBTOPHO, ASpXKa
6pantiii COMKHYTHMH, OTNyCcKaHHe prvara BO BpeMsa KoarynsiuH
MOXET

TIPUBECTH K HEAOCTATOMHOCTH FEMOCTa4.

» lepxute naccHBHylo OpaHuly OTKPHTO npu pacceyeHuH B 0OpaTHOM
HaNpPaBICHHH MK B CIyYae, KOTAA 1¢3BHE aKTHBHO NPH OTCYTCTBHU
TKAHEH MEeXY Ne3BHEM H TKaHeBolH Haknaako#. To NO3BONMT
u36exaTh NOBPEXACHHS TKAHEBOA HAKNAAKK H MOBLILICHNA
TeMMepaTyphi NE3BHR, NaCCHBHOHM OpaHiun

H IACTANLHOH YacTH cTBOIA.

* [Ipy CTeHI0BLIX HCMLITAHNAX YCTPOACTBA Ha COCYAAX AHAMETPOM
cBhiile 5 MM Hanbonee NPoYHas KOATYIfLUMA COCYRa Habmonanach B
CllyuasX, KOrjia HeNeBoi cocy/l NONHOCTLIO pacceKanca

C HCRONB3OBaHHUEM NPOABHHYTOMO PEXHMA FEMOCTA3A.

+ He ucnonwb3yifTe AN OMHCTKY KOHUYHKA Neisns abpa3uBHbIC CpeacTsa.
Jna ynanenus Tkake# MHCTPYMEHT NpH HEOOXOAUMOCTH MOXKHO
MPOTHPATHL BADKHLIM MapAECBLIM TaMIIOHOM. Ecau TkaHb

Ha NacCHBHOR GpaHile elie BUAHA, YAAIKTE €€ OCTATKH C TTOMOLLLIC
KPOBOOCTaHABIMBAIOLLIErO 3aXHMa, cOOII0/a8 OCTOPOXKHOCTS, YTOOH He
aKTHBUPOBaTHL HHCTPYMEHT. He kaca#Tecs

KPOBOOCTAHABIHBAIOLErD 33XKMMa AKTHBHPOBAHHLIM HHCTPYMCHTOM.
[fapanuHbl Ha 7€3BMM MOTYT NPHBECTH K BO3ZHUKHOBEHHIO TPEUIHH H
Pa3IOMOB Ha JIE3BHAX, 2 TAKKE K MX NPSIKACBPEMCHHOH NOTOMKE.

*» Ha cayyaii BbiX04a CHCTEMB H3 CTPOA CICAYET 00eCNEeunTh HaNKYHe
pezepsHoro obopyaoBaHua, HeoOX0ARMOTO AR NPOBEAEHUS JAHHONO
KOHKPETHOTO ONEPATHBHOTO BMEINATENLCTBA.

* OT4ETANBO CAbALIHBIA BHICOKUIA 3BOH, HCXOARULHHE OT NIE3BHA, ABNIAETCA
aHoOMaIHEH M CBHIETENBCTBYET O HApYLIEHWH dhyHKUMIA e3Brs. D10
MODXKET MIPUBECTH K aHOMANTLHO BHICOKOH Temnepatype CTBONA,

a TaKKe K TPaBMUPOBAHUIO MNOJIL30BATENA HNIU ITALHCHTA.

* Do not use the Energy button with Advanced Hemostasis when
energy application is desired prior to

full closure of the jaws. Energy is not delivered using the Energy
button with Advanced Hemostasis

until the jaws are completely closed. Using the Energy button with
Advanced Hemostasis without full

trigger closure may result in lack of hemostasis.

» [f activation is unintentionally stopped while sealing, maintain jaw
closure and reactivate. Releasing

the trigger while sealing may result in lack of hemostasis.

» Keep the clamp arm open when backcutting or while the blade is
active without tissue between the

blade and tissue pad to avoid damage to the tissue pad and increased
blade, clamp armm and distal shaft

temperatures.

* During benchtop testing of vessels >5 mm, the strongest vessel
seals were achieved by allowing the

Advanced Hemostasis mode to completely transect the targeted
vessel.

* Do not clean the blade tip with abrasives. It can be wiped with a
moist gauze sponge to remove tissue,

if necessary. If tissue is still visible in the clamp arm, use hemostats
to remove residue, taking care not

to actuate the instrument. Do not touch the instrument to the
hemostats while activated. Scratches on

the blade may lead to cracked or broken blades and premature blade
failure.

» In case of system failure, ensure the availability of the appropriate
back up equipment relevant to the

specific procedure.
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* UHCTPYMEHTHL NO3BONSIOT NPOBOAKTH KOATYNALHIO COCYAOR
AUBMETPOM A0 7 MM BKIIIOUHTENILHO

C UCMONL30BAHHEM KHOTIKW NOJAAYH SHEPIUH U NPOABHHYTOrO
FEMOCTa3a. 3anpeltaeTcs KoaryupoBarh

COCYIbl AHAMETPOM CBHILLE 7 MM.

» Cronnenue crycrxoB KPOBH W OCTATKOBR TKaHEH MEeNULY NIe3BHEM N
CTBOJIOM MOXET NPUBECTH

K aHOMAJIBHO BHICOKOi TeMnepaType ARCTANLHOrO KOHHA cTBoNa. Jina
NpefOTBPALLEHUS 0XKOrOB

yAansiTe OCTATKH TKaHEH ¢ AUCTANKHOIO KOHLIA CTBOJIA.

* [lpy nenone3zoBanuK AIOOBIX SHEProeMKuX NpUGopoB
(37eKTpOXHpYPru4ecKoro, a3epHONO HAH YALTPa3ByKOBOTO
oGopyaoBaHus) CyHeCTBYeT pHCK 00pasosanis NOBOYHLIX NPORYKTOB,
061aAa10LIMX KAHUEPOrEHHBIM HAH HHPEKIHORHNIM NOTSHUMAROM,
HanprMep aspo3onci # wneida AnMa o TKaHeH.

[Ipy npoBereny OTKPHITHIX U aNAPOCKONHYECKHX OMepaTUBHBIX
BMELATENLCTR CREAYET COOMOAATh COOTBETCTRYIOLIME MEPbi
obecneuerua 0E30NaCHOCTH, TAKHE KaK NCMOML30BaHHE 33UMTHRIX
O4YKOB, PHABTPALMOHHBIX MACOK U 000pYAOBaHHA AA (dEKTUBHOFO
yAAACHUA ARIMA.

* He nuiTaiitech caMOCTOATENLHO CTHOATS, 3aTa4HBATE UY WHBIM
0o0pa3oM BHOCUTb H3MCHEHHSA

B KOHCTPYKUMIO A€3BMA. DTO MOXET NPHUBECTH K MOAOMKE NE3BHA H
TPaBMHPOBAHHIO NONB30BATENA

A NALUEHTA.

« Korza Hacanxa He ncnoassyercs, Bo H30eXaHHE MONYyYCHHS TPaBM
NONb30BATENEM WIIH RALUEHTOM

BCIEACTBHE CY4aiiHOH aKTUBALIMH WHCTPYMEHTA, clieayeT usberats
NpAMOTO KOHTAKTA IE3BUA,

NacCHBHOM OpatLIK W AUCTANBHOTO KOHIA CTBOJA HHCTPYMEHTA C TEAOM
NaiUHEHTa, ONEPAHOHHBIM

6enbeM M BOCANAMEHRIOWIHMHCA MaTepHaIaMy.

*» Bo BpeMa # nMocne aKTHBALIMK WHCTPYMEHTA 8 TKAHAX €10 JIe3Bue,
naccueHas Opaniua 1 AUCTaNbHbie

* Audible high-pitched ringing, resonating from the blade, is an
abnommal condition and an indicator that

the blade is not operating properly. This may result in abnormally
high shaft temperatures and user or

patient injury.

» The instrumentsallow for the coagulation of vessels up to and
including 7 mm in diameter, using

the Energy button with Advanced Hemostasis. Do not attempt to seal
vessels in excess of 7 mm in

diameter.

*» Blood and tissue buildup between the blade and shaft may result in
abnormally high temperatures at

the distal end of the shaft. To prevent burn injury. remove any visible
tissue buildup at the distal end

of the shaft.

* As with all energy sources (Electrosurgery, Laser, or Ultrasound),
there are concerns about the

carcinogenic and infectious potential of the by-products, such as
tissue smoke plume and aerosols.

Appropriate measures such as protective eye wear, filtration masks,
and effective smoke evacuation

equipment should be used in both open and laparoscopic procedures.

Do not attempt to bend, sharpen, or otherwise alter the shape of the
blade. Doing so may cause

blade failure and user or patient injury.

» To avoid user or patient injury in the event that accidental
activation occurs, the instrument blade,

clamp arm, and distal end of the shaft should not be in contact with
the patient, drapes, or flammable

materials while not in use.
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7 cM cTBoNa MOTYT Harpetbcs. Beerna wiberaite HeyMbIWIEHHOIO « During and following activation in tissue, the instrument blade,
KOHT2KTa C TKaHAMH, clamp arm, and distal 7 cm of the shaft

ONEPALMOHHEIM GebeM M XHPYPrHHECKHMM KOCTIOMAMH. may be hot. Avoid unintended contact with tissue, drapes, surgical
» He BBORMTE  He WIBEKBHTE HHCTPYMEHT C OTKDEITHIMM BpanuiaMy | o o0 o e

yepes KaHIoNMo Tpoakapa. A . . . . .
ROCKOABKY 5TO MOXET [IOBPEANTS HHCTPYMEHT. Do not introduce or withdraw the instrument with the jaws open

* He cxxnmalite Opanmy, eciin Mexy Ne3BHeM HHCTPYMEHTA H TKaHeBOM through a trocar sleeve as this may

HAKNAAKOH TKAHb OTCYTCTRYET. darnage the instrument.

Ecnu He Bca AnnHA Ne3BUA 3aHATA TKAHBIO, MPHXATHE TKAHEBO#H « Care should be taken not to apply pressure between the instrument
HAKNAJIKA K PaGOUeMY NICIBHIO MOXKET blade and tissue pad without having

APMBECTH K HPEIMEPHOMY MOBLILICHHIO TEMNEpaTypLl NE3BUA, tissue between them. Clamping the tissue pad against the active blade

MACCHBHON GPaHIIA ¥ AUCTANBHOH YacTH

CTBOJA, 8 PE3YNLTATE METO BO3MOXKHO NOBPEXACHHE HHCTPYMEHTa. B
ITOM CyHae MOXET MPOU3OATH )
BBIXO/l HHCTPYMEHTA H3 CTPOS, H TOTAA Ha CEHCOPHBIH SKpan reweparopa | temperatures and can result in

without tissue on the full length
of the blade will result in higher blade, clamp arm and distal shaft

Byaer sbiseaeHo coobeHne possible damage to the instrument. If this occurs, there may be an
o npobaeme. instrument failure, and the generator
« Bo uabexanue NoyueHus TpaBM TTORL30OBATENEM WU NALUHEHTOM HE touchscreen displays a troubleshooting message.
3KTHBHpYHTE « To avoid user or patient injury. do not activate an electrosurgical
NEKTPOXHPYPFHUECKUE YCTPOHCTBA B HENOCPEACTBEHHOH Bnn30ocTH OT .. .

device in close proximity to the
uucrpymentos HARMONIC®. . ..
A3p030nH, 06pA3YIOLIHECS MPH AKTHBALMK MHCTPYMEHTOB HARMONIC® msfruments. Th-e aerosols created by the activation of
HARMONIC® B xwupoBoii TKaHH, ABIAIOTCH the HARMONIC® instruments in
MOTEHUMAAILHO BOCIIIAMEHAIOLUMMMCS, fatty tissue are potentially flammable.
* OTKpLITHIH KOHUMK NIE3BUA H OTKPLITHIA CTBO E3BUA ABNKIOTCA + The entire exposed blade tip and any exposed blade shaft are active
aKTHBHLIMK 1 Gy YT paccexaTs/ and will cut/coagulate tissue when

KORTYAHPOBATS TKAE, KOFAA JICIBHC UICTPYMCHTS aKTHEHDYCTCH. [Tpi the instrument blade is activated. Be careful to avoid inadvertent

HCRONL30BAHKK MHCTPYMEHTA
cnepyeT Haberath cy4afHOrO KOHTaKTa MEXKAY BCEMH BHAMMBIMH contact between all e:qfoset? blade . .
surfaces and surrounding tissue when using the instrument.

NOBEPXHOCTAMHU NCIBHA

B OKpYKaIOMHMH TKAHAMY NateHTa, » Use only the appropriate foot switch, instruments. and power cord
* Ucnons3ydTe TONLKO NOAXOASMMIT NeJanbHbli NpUBoz, WHCTPYMeEHTH! | to ensure that they are compatible
M WHYP NHTRHHA, 00S3aTENBHO with the generator.

COBMCCTHMBIC C ICHEPATOPOM.
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+ [Nocne H3BAEUEHUS HMHCTPYMEHTA NPOBEPLTE TEMOCTA3 TKAHEH B « After removing the instrument, examine the tissue for hemostasis. If
06NacTH ONEPATHBHOTO BMELLUATENbCTBA. hemostasis is not present,

HesHaunTeNbHOE KPOBOTEUEHHE MOXHO KYIIMPOBATH MOGHMH appropriate techniques should be used to achieve hemostasis.

3JCKBATHEIMH METOAAMH. I . .
) » Successful hemostasis may require adjunct measures when
Mpy ucnonszosaiuu nuctpymentos HARMONIC® ana paccevenua HARMONIC® instruments dto

NapeHXUMATO3HBIX OPraHoB

MOTYT NOTpeGOBaTLCA HOMORHUTENbHEIE MEPHL ANA obecneueHHs transect solid organs. Due to the difficulty of visualizing internal
HaAeKHOFO remMocTasa. Beneacreue structures, proceed slowly and do not

3aTPYAHEHHOR BU3YANN3ALHM BHYTPEHHUX CTPYKTYp AeHCTBY#HTE attempt to transect large masses of tissue in one activation. Avoid the
MCANCHHO M He nu'raﬁ'rec‘l‘, paccekatb division of large vascular/biliary

Gostblumne MacCHBL TKAKEH 32 ONHOKPATHYIO AKTHBAUMIO HHCTPYMEHTR. | hindles when using the instrument under these conditions.

WsGeralite pasaenchns Gonsuiux * Products manufactured or distributed by companies not authorized
COCYAMCTHIX MENYEBEIBOAAUMX TYYKOB IIPU HCTIONB30BAHHH

HHCTPYMEHTOB B TIOZOGHBIX CHTYALWAX. by Ethicon Endo-Surgery may not
» npoﬂyxuun’ NPON3BOANUMAN HIH PACNPOCTPAHACMAR KOMNAHHAMY, HE be compatible with the HARMONIC® system. Use of such pl‘Odl.lCtS

ABTOPH30BAHHBLIMM KOMAAHHER may lead to unanticipated results
Ethicon Endo-Surgery, MOXET 0Ka3aThCA HECOBMECTHMOI# ¢ CHCTEMO#H and possible injury to the user or patient.
HARMONIC®. Henonesosaiine » Device has not been evaluated in main vessels of the central

TAKON NPOJLYKLUMH MOXKET NPHBECTH K HENPeABHACHHLIM PE3YNLTATAM H
CTATh NPHYHHOMN TPaBMbI
NOJIL30BATEN HIH TIALIHEHTA.

circulatory system and is not intended
for use in the following named vessels: arteriae pulmonales, aorta

* VCTpOCTBO He DOABEPranccs oLeHKe PPEKTHBHOCTH 8 OCHOBHBIX ascendens, arcus aortae, aorta

COCYAAX LICHTPANbHOH CHCTEMBI descendens to the bifurcatio aortae, arteriae coronariae, arteria carotis
KPOBOOGPALUEHHS H HE PEAHAZHAYEHO [ UCTIONL3OBAHNA B TAKMX communis, arteria carotis

COCyAax: NIErouHas apTepus, externa, arteria carotis interna, arteriae cerebrales, truncus
BOCXOAALLLAA A0PTa, J1yTa 80PTHL, HHCXOAANAL A0PTa 20 Guiypraluu brachiocephalicus, venae cordis, venae

A0pThHI, KOPOHAPHAS apTEPHs.
061114 coHHan apTepUA. HapYKHad COHHAA apTepus. BHYTPEHHAA COHHAR
apTepus, MO3roBas apTepHs,

pulmonales, vena cava superior, and vena cava inferior.
» Instruments or devices which come into contact with bodily fluids

NeYEroNOBHON CTBON, BEHb CEPALA, ICrOMHLIE BEHbI, BEPXHAS NOAAA may require special disposal

BEHA U HIDKHSAA MMONas BEHA. handling to prevent blologtcal contamination.

+ IIna yTHAN3ALMHY MHCTPYMEHTOB UNH YCTPOHCTS, HAXOMRBLIHXCS B « Incidental and prolonged activation against solid surfaces, such as
KOHTAKTE € GHONOrHYECKHMH bone, may result in blade heating

and subsequent blade failure, and should be avoided.
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KHAKOCTAMH, MOTYT NOTPeOOBATLHCA CCIHAALHBIE MEPDI, « Dispose of all opened instruments whether used or unused. This
npeaynpexaaromuc device is packaged and sterilized for

GHoNOrHYECKYIO KOHTAMUHALIHIO. single use only. Reuse and improper reprocessing or resterilization of
* Crenyer n3derars cnyyalinoil unu ANHTCILHON aKTHBALMH Ne3BUA HA | . ngle use devices may compromise the structural

MIOTHBIX TKAHAX, HANPHMED . . . . .
KOCTHBIX, IOCKOAIbKY 3TO MOET NPHBECTH K NEPErPEBaHHIO NE3BHS H mtegl:lty of: the .de.wce fmd!or lead to device failure that in turn may
result in patient injury, illness, or

l'lOCJICIlyIOlIIBﬁ €0 NOAOMKE,

* YTunusupyiire Bce HCNoNb30BaHHbIE H HEUCNOb30BAHHbIE death.

MHCTPYMEHTSHI, YIAKOBKa KOTOphIX Oblna » Reuse and improper reprocessing or resterilization of single use
BCKPHITA. Haunoe ycmﬁm YNAaKoBAHO H CTCPHITH30BAHO TOARKO A | devices may create a risk of

OAHOPINBOND HEMORLIOBAHMA. contamination and/or cause infection or cross-infection, including,

» [ToBTOpHOE HCNONBL30BAHWE U HEMPaBHILHAA NORTOpHaA 0OpaboTka
WK IOBTOPHAR CTEPHIKIALINS

YCTPOHCTB 0IHOPA30BON0 HCMOIL30BAHHA MOTYT HAPYIIHTD
CTPYKTYPHYIO LENOCTHOCTE YCTPOHCTBA U/HItH NIPHUBECTH K €0 BLIXOAY death.

but not limited to, the transmission
of infectious diseases. Contamination may lead to injury, illness, or

M3 CTPOA H, KAK CNEACTBHE. K NPHYKHEHHIO BPeAa MaLHEHTY, + Tissue pad damage may occur if device is activated without tissue
BO3HMKHOBEHMIO 3a00n€BaHuii MK NETANIBHOMY HCXOAY. in the closed jaws. Activation

* MoeTopHOE HCTIONIB30BAHNE H HETIPABU/IBHAA NOBTOPHas 06paGoTKa without tissue between the jaws will cause tissue pad degradation.
WM OBTOPHAA CTCPUTH3AUMA * Avoid contact with any and all metal or plastic instruments or

YCTPOICTB OZHOPA3OBOI0 MCTIONBL3OBAHHA MOTYT NPHBECTH K PHCKY

KOHTAMMHAUAM WHIAN MHOHUMPOBaHHIO MO0 NEpEKPecTHOMY objects such as graspers, utcrine

HHOULKPORAHKIO, B TOM YHCIE, CPeaH MPOYEro, K NEPEHoCy manipulators. o .
HHbpeKIHOHHBIX 3a00nepanHil. KoHTaMHHALMA MOXET HPHBECTH K * Prolonged blade activation with the clamp arm closed (with or
NPUYUHEHHIO BPEJA. BOSHHKHOBEHHIO 3a00NCBaHNA WIH NETANLHOMY without tissue between the blade and tissue pad) may cause tissue pad
Hexoay. damage.

* AKTHBAIMA YCTPOHCTBA NPH OTCYTCTBHH TKAHW MEXKAY 3aKPHTHMR
OpanwaMy MOXET DPHBECTH K NOBPEXACHHIO TKAHCBOH HAKNTAIKH.
AKTMBALIHA NIPH OTCYTCTBHH TKaHH MExKLy OpaHIuaMK BEACT K H3HOCY
TKHEBOH RAKNAAKH.

*» U36eraiiTe KOHTAKTA € MOOBIMH METAANHYECKUMH H TLIACTUKOBLIMH
MHCTPYMEHTaMH H MPeIMETaMK, B YaCTHOCTH ¢ OpaHInamMH #
MaTOYHLIMH MaHUNY IS TOPAMH.

* AKTHBALMA NE3BUS NPH 3aKPLITOH NaccHBHOM GpaHile B TeueHHe
JUTHTENIbHBIX NEPHOAOB BpeMEHY (HE3ABHCHUMO OT HATHYHA TKAHA MEXAY
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NIE3BHEM ¥ TKAHEBOH HAKNAAKON) MOXET NPUBECTH K NOBPEXACHHIO
TKAHEBOH HAKNAJKH.

HaiHavenue MeAHIHACKOTO H3MeaHS Purpose of the medical device

Hoxnnun HARMONIC® 1100 - 3o xupypraueckuii nuctpyment, | The HARMONIC® 1100 Shears surgical instrument is intended for
npeaHasHauYeHHBIH AN paccedenHs MArKHX TKadell B cirywasx. korha | soft tissue incisions when bleeding control and minimal thermal injury
Tpebyercs HameKHBIH TeMOCTal M MHHHUMaNH3aLMa TepMHvecKHX | are desired.

NMOBPEXICHWNA.

IToxazanun Indications

Hoxauust HARMONIC® 1100 — sto xupypruveckuit uncTpyment, | The HARMONIC® 1100 Shears surgical instrument is indicated for
npeaHasHaveHusId 111 pacceyerus MATKHX TKaHwed B cnysasx. koraa | soft tissue incisions when bleeding control and minimal thermal injury
TpeGyerca HafeXHbI#i reMocTas # MHHMManMIauMa Tepmudeckux | are desired. The instruments can be used as an adjunct to or substitute
noepexaeHnii. OuW  MoryT npuMeHaTecs  AomonHuTenvHo K | for electrosurgery, lasers, and steel scalpels in general, pediatric,
3NEKTPOXHPYPIUYCCKHM  HHCTPYMCHTAM, JNA3epHLIM M CTaibHGIM | gynecologic. urologic, thoracic, and sealing and transection of
CKaNbReAIM NI KaK KX 3aMeHa B obmei xupypruu, aetckoit xupypruy, | lymphatic vessels. The instruments allow for the coagulation of vessels,
MHEKOJIOTHH, YPONOrHN, TOpakanbHOH Xupyprus, a Takke npu | up to and including 7 mm in diameter, using the Energy button with
KO2rynsuMu M paccedenun qumdarnuecknx cocysoe. MHcrpymenrw | Advanced Hemostasis.

RO3BONAIOT MPOBOAKRTH KOATYNALMIO cocyloB auaMerpom no 7 MM | Indications

BIUTIOYHTENBHO ¢  MCMONL30BAHMEM KHONKHW MNOKAYM 3JHEPTHH W
JOMOJNHHTENLHOIO NreMOCcTa3sa.

IIpoTusonoxasanus Contraindications
* HHCTpPYMEHTH HE MPEAHA3HAYEHB A PacCeueHU KoCTeH e The instruments are not indicated for incising bone.
HHCTPYMENTH He NpeaHasHaYeHBl I OKKJIIO3MH MaTOYHEIX TPYD The instruments are not intended for contraceptive tubal occlusion
¢  HHCTpYMCHTH HE NPEAHA3HAYCHB! ANA PacCCHeHRS KOCTeH o The instruments are not indicated for incising bone.

Bo3moxkHbie ocn0oXkHenNn H noboyHble 3¢pexThl npn npumenenur | Possible complications and side effects
MH

HexenarensHoe mnoGownse 3¢dexrsl w  puckn, ceasanusie ¢ | Undesirable side effects and risks associated with ultrasonic devices
yNbTPA3BYKOBLIMH MEJMLMHCKHMEA M3JCAUAMH, BKIO4aioT B cebd | include the potential for bleeding, tissue injury via mechanical or
BEPOATHOCTh KPOBOTEHEHMs., TPaBMHpOBaHWA TKaveid no npxumke | thermal damage, introduction of non-sterile surfaces or pathogen
MEXAHMYECKOND  HIM  TEPMHYESCKOTO  MOBpEXAECHMA,  BBeAchMd | transfer, inflammatory or unintended tissue reaction, electrical shock,
HECTEPWILHEIX NOBEPXHOCTEH, puck MudHuMpoBanus, Bocnanenne uid | foreign body or magnetic resonance incompatibility, and property or
HEXENATENbHYIO PEaKMI0 TKaHH, TIOPaXEHHE JNEKTPHYECKHM TOKOM, | environmental damage. Also, unintended harm. extended surgery. or
HECOBMECTHMOCTb _ MHOPOAHOIC TENla WIi#  MATHUTHO-pe3oHaHchyto | altered
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HECOBMECTHMOCTb, MaTCPHaNbHBIA WIH IKONOrH4eckui yuepb. Kpome
TOr0, HENPEIHAMEPCHHOC TOBPEXKACHHE, YBEIHYCHUE BPEMCHH
XHPYPrHYECKOr0 BMEILATENbLCTBA MNH  MIMEHEHHE XHPYPrHYECKOro
MOAXOAA MOTYT CTaTh Pe3y/ibTaToM npobaeM, CBAAHHLIX ¢ AKTHBALMEH
YCTPOACTBA, KCNONL3OBAHUEM MOBPEKACHHBIX HINAEAHIA. BO3ACHCTBHEM
9MEKTPOMArHHTHBIX TOMEX, 3BYKOBOTO WIYMa MW3-32 HEAPaBUILHOIO
NOAKAIOMEHUS, HEMPABHILHOTO HANOXKEHUA paboyeii 4acTH WK NONBITKH
HW3MEHHTbh YCTPOHCTEO.

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.

Ceeaenns o APOA3IBOINRTEIE MEAHITHACKOI0 H3AC/IHA

Information about manufacturer of the medical device

Paspaborunx:
Ethicon Endo-Surgery, Inc. (3Tuxon 2uno-Cepmxepn, Unk.)
4545 Creek Road, Cincinnati, OH 45242 USA (CILA)

IlpoussoanTENL:
Ethicon Endo-Surgery, LLC (Jtukon 3upo-Cepmxepu, In-30-Ck)
475 Calle C. Guaynabo, Puerto Rico 00969, USA (CILA)

MecTo NpoH3BOACTBA MEAKITHHCKOrC M3NeHS:

NPA de Mexico S.de R.L.de C.V.

Blvd. Hector Teran Teran, #20662-C,

Col. Murua Oriente, Tijuana, Baja California, CP 22465, Mexico

YnoanomMouennsiii npeacTasuTeNnL Npon3soauTean 8 Pocconn:
000 «Axoticor & xoncou», 121614, r. Mocksa, yn. Kpbinarckas, a.
17,k.2

Ten. +7 (495) 580-77-77

RA-JNJRU-RZN@ITS.INJ.com

Design Jocation:
Ethicon Endo-Surgery, Inc.
4545 Creek Road, Cincinnati, OH 45242 USA

Manufacturer:
Ethicon Endo-Surgery, LLC
475 Calle C, Guaynabo, Puerto Rico 00969 USA

Mangufacturing site:

NPA De Mexico S. De R.L. De C.V.
Bivd. Hector Terdn Teran, #20662-C,
Col, Murua Oriente,

Tijuana Baja California, MX CP 22465

Authorized representative of the manufacturer in Russia:
Johnson & Johnson LLC,

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

Tel. +7 (495) 580-77-77

RA-INJRU-RZN@ITS.JNJ.com

YenosHg npuMeHEHN

Usage conditions

Bece meanumnckue wagennas HARMONIC® ucnonssyiorcs B ycnoBuax
OnepPauMoOHHOH.

All of the HARMONIC® devices are used in the operating room.

[lorenunannunlii BoTpebuTen

Potential consumer

JIaHHBIE MEAMUMHCKHE M3/IeNHA NPEAHAIHAYEHB! JAA HCNOAL3OBAHUA
MCIMUMHCKHMH _ paOOTHHKAMM,  MMEIOMIMMH __ COOTBETCTBYIOUYI)

The subject devices are intended to be used by healthcare professionals
having adequate training and familiarity with open and minimally
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Hoxuunust HARMONIC® 1100 co serpoennoit
anapOCOHMYSCKOH PYKOATKOM A0 OTKPHITHIX Y
IHAOCKONMMECKHX ONepaLmit, AnrHa creona 20 ¢M

Hoxurust HARMONIC® 1100 co Berpoetnoit

JaNapoCOHMYCCKOH PYKOATKOM ANA OTKPHITRIX M
IHACCKONAYECKHX onepauHil, AnHHa cTBona 36 oM

O6mas aauHa (A), MM 378,155 537,185
HunaMeTp cTBONA, HOMMHAALHLIH 5 5
pazmep, MM
Bpauienne ctsona, © 360 360
JnuHa naccusHOM Opanius 18.5 18,5
{(ncxpusneHHasn), MM
JnuHa ne3sgua, MM 18,5 18,5
Jnnua cTBona, cM 20 36
Jnuna akTHBHOH OpaHIuM, MM 18,5 18,5
ANEpTYpa OTKPLITHR OpaHiu, MM 14.8 14.8
LLiupuna naccHBHOL OpaHILn, MM 2,77 2.77
YactoTa KoneOaHua neIsus, k' 50 50
MakcumansHas aMIHTYAa e3BuA, 71 71
MKM
MakcHMaNbHO AONYCTUMBIH
NHAMETP COCyAa NPH KOAryasumuy, 7 7
MM
MakcuManbHbIR Yron OTKNOHEHHA

46 46
naccuBHoO# Opanwy, ©
MakcHManbHas BHIXOAHAR 60 60
MOLIHOCTD, BT
MakcHManbHOE BEIXOJHOE 300 300
HamnpskeHHe, B
MaxcHManbHoe CONPOTHBNEHHE 375 375
uenHd, OM
MakcHmanbnnlit Tox, MA 250 250

Bpems ycranosnenus pabouero

He Sonee 10 cexyna

He 6onee 10 cekynn
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pexuma coraacko MOCT P 50444-
2020
Value
Specifications The HARMONIC® 1100 Shears with The HARMONIC® 1100 Shears with
integrated laparasonic haundle for open and integrated laparasonic handle for open and
endoscopic operations, shaft length 20 cm endoscopic operations, shaft length 36 cm
Overall length (A), mm 378,155 537,185
Shaft diameter, nominal size, mm 5 5
Shaft Rotation, ° 360 360
Length of clamp arm (curved), mm 18.5 18,5
Length of blade, mm 18,5 18,5
Shaft length, cm 20 36
Length of active jaw, mm 18,5 18.5
Arperture of the opening the jaw, 14,8 148 -
mm
Width of the passive jaw, mm 2,77 2,77
Blade frequency, kHz 50 50
Maximum blade amplitude, pm 71 71
Maximum Indicated Vessel Size, 7 7
mm
Maximum deflection angle of the 46 46
clamping jaw, ¢
Maximum output power, W 60 60
Maximum output voltage, V 300 300
Maximum loop resistance, Ohm 375 375
Maximum current, mA 250 250
Operating mode sctiling time Not more than 10 seconds Not more than 10 seconds
according to GOST R 50444-2020
CaeneHns 00 3/1eKTPOMArHHTHOH COBMECTHMOCTH | Information about electromagnetic compatibility
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Ceepenns 00  3/1eKTpPOMArHMTHOH COBMECTHMOCTH  YKasaHW AAd
COBMECTHMOrO  m3fenns  «[eHepaTop  3MEKTPOXMPYpPrudeckuii
yabtpassykoroii Gll ana noaxmoyeHHs WHCTPYMEHTOB», TaK Kak
Hoxuuusr HARMONIC® 1100 MOIYT HCHONE30BATHCA TONLKO C HHM.

[lpu ycranoske renepatopa G11 HeoGxonumo cobmoaars ocobbie Meps!
NPEROCTOPOKHOCTH OTHOCHTENBHO JJEKTPOMarHHTHON COBMECTHMOCTH
(BMC). YcraHoBKy HeoOGX0AHMO NPOBOAKTL ¢ yueToM HHGopmauuy 00
OMC, npueeaeHHOI B gaHHOM pykosoacTee. [‘eneparop Gl paccuntan
Ha MCNOJIE30BAHKE B 3INEKTPOMAIHHTHBIX Cpejax. XapaKTEPHCTHKU
KOTOPbEX NPUBOJATCRE HHXKE.

Octopoxno! Y6eaurech, uto renepatop Gl1 HCMONB3YeTCA TONBKO B
Takux cpenax. Caeayer H30eraTs MCIONB3OBAHHR AAHHONO YCTPOIiCTSa
PALOM € ApYTHM 00OpYAOBAHHEM HAK NOMELIATE €10 CBEPXY., NOCKOALKY
ITO MOXET NPUBECTH K HAPYILEHMAM B paGote. Ecau Takoe NpHMEHEHUE
HeoOXOANMO, 3TC U apyroe ofopynoBanue B Tofl KoHpurypaumu, B
KOTOPO#H OHN JOMKHB BYAYT HCNOAB30BATLCH, JOKHO HAXOAUTHLCA NOA
nabmozaeHueM Ang obecneyeHHs HOpManbHOH paboTel.

XapaKTepHCTHKA H3MYYEHHA AaHHOrO 00OpPYAOBaHMS NPUroAHbI ANA
MCMONB30BAHMA B MPOMBIMACHHLIX  30HAX W YUYPEKIACHHAX
3apasooxpakenus (CISPR 11 knace A). Ecnau sanxoe obopynosanme
MCNONL3YETCA B XKHIIBIX NOMEIMEHHAX (A4 koTopbix 00b4HO Tpebyerca
crangapt CISPR 11 wnacc B), BHCOKOYACTOTHLIC KAHANK CBI3H MOTYT
HuiTh HegocTaTOMHO 3auuiensl. [Tonsaosareno MoxeT noTpebosarbes

The electromagnetic compatibility information is indicated for
compatible device «Ultrasonic electrosurgical generator G11 for
connecting instruments», as HARMONIC® 1100 is used with it.

The Generator Gll requires special precautions regarding
electromagnetic compatibility (EMC) and must be installed and used in
accordance with

the EMC information provided in this guide. The Generator G11 is
intended for use in the electromagnetic environments specified below.

Caution! Ensure that the Generator Gll is used only in these
environments. Use of this equipment adjacent to or stacked with other
equipment should be avoided because it could result in improper
operations. If such use is necessary, this equipment and the other
equipment should be observed in the

configuration in which it will be used to verify normal operation.
Electromagnetic Emissions

The emissions characteristics of this equipment make it suitable for use
in industrial areas and hospitals (CISPR 11 class A). If it is used in a
residential environment for which (for which CISPR 11 class B is
normally required). this equipment may not offer adequate protection
to radio frequency communication services. The user may need to take
mitigation measures, such as relocating or re-orienting the equipment.

NPHHATL MEPBI TI0 CHWKEHHIO BO3ACHCTBHA, HANPHMED NepeMEIEHUE UK | | Emissions Test Compliance Guidance
NEPEOPHEHTALMIO 000PYBOBAHNUA, RF emissions Group 1 (according to | The Generator Gi1 uses
CISPR 11 IEC 60601-2-2:2009) | RF energy only
Teernt CoorBercrBHe PyxoBoacTso for its internal function.
WICKTPOMATHHTHEIX ‘l‘he;re.fom. its RF
uaTysenuii emissions are very low
Paasonomexn no CISPR | Fpynna | (cornacho 1EC | Fenepatop Gl1 and are not likely to
1 60601-2-2:2009) HCTIOMLIYET cause any interference in
PARHOMACTOTY TOABKO LA nearby electronic
equipment.
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BbINOMIHEHNS BHYTPEHHMX RF emissions Class A The Generator Gil is
(hyHKUMIA. T1oaToMy ero CISPR 11 suitable for use in all
pafnoyacToTHoe establishments other than
n3MlyyeHmne o4eHb cnaboe domestic and those
W BPA4, NN MOXET Co34aTb directly connected to the
Kakue-nmbo nomexm ans public low-voltage
pacnosioXXeHHoro B6m3u power supply network that
3M1EKTPOHHOI 0 supplies buildings
060pyfoBaHus. used for domestic
purposes.
Pagnonomexn no CISPR  Knacc /1 eHepatop 0 11 noaxoaut HARMONIC emissions Class A
11 Ons  MUCnofb3oBaHWA  BO IEC 61000-3-2
BCEX MOMELLEHMAX, Kpome Voltage Complies
XWMbIX, a TaKke B fluctuations/flicker
NMOMELLIEHUAX, Kyfa emissions
Hanpsamyto nogsefeHa IEC 61000-3-3
KOMMYHa/IbHas
HSKOBO/IbTHAS CeTb Immunity Test IFC 60601 Test (?nmpliancc Electromagnelic
SNEKTPONUTaHNA Level l.cvel Environment-
6bITOBOr0 Ha3Ha4YeHms. Guidance
CocraBnsiole Toka ana  Knacc A Electrostatic + 8kV Contact + 8KV Contact  Relative humidity
Harmonic no 1EC 61000- Discharge * ISKVAIr + 15kV Air should be at least
3-2 IBC 61000-4-2 30%.
KonebaHus HanpshXeHus n COOTBeTCByeT FJectr'icaI fast +2kV Of) Power +2kVon Mains power quallty
dnvkep o 1EC 61000-3-3 Transient/ Burst Supply Lines Power Supply sho_uld be that of_a
IEC 61000-4-4 + 1kVon Lines typical commercial or
Input/Output + 1kVon hospital environment.
Lines InpuL'Ouiput
TecT Ha YPOBEHb MPOBEPKYU AneKTpoMarHuT o Lines ) )
yCTORUNBOCTb IEC 60601 COOTBETCTBUS Hble  cpeapl Surge t1kVline{sjito £ lkV Mains power qualitv’
IEC 61000-4-5 line(s) Differential should be that of a
. PYKOBOACTBO + 2kV line(s) to Mode typical commercial or
3nekTpoctatnyec  KoHTakT+ 8 kB £+ 15 KoHTakT+ 8 KB+  OTHOCUTENbHasA earth +2KV hospital environment.
Kvie paspagbl no KB yepe3 Bo3ayx B/TXKHOCTb He Common
IEC 61000-4-2 BO3AYX meHee 30%. Mode
Power Frequency 3 A/m 3 A/m Powver frequency
1laHoceKyHnHble  *+ 2 KB B Lenax * 2 KB B Uenax KayecTso Magnetic Fields magnetic fields should
UMMY/NbCHbIE nutaHus + 1kB B NMUTaHMA £ 1KB B 3N1eKTPONUTaHUs IEC 61000-4-8 be at levels
nomMexu no IEC Lensx BBOAa/BbLIBOAA  LIEMAX [OMKHO GbITb characteristic ofa
61000-4-4 BBOZA/BbIBOAA TaKUM, Kakoe typical location in a

typical commercial or

06bI4HO : ;
hospital environment.

TpebyeTcs Ana
MPOMbILLAEHHBIX
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npeanpusyit i Yoltape Dips 0%Ur05cycle | 0%Ur;0.5 Mains power quality
MEHIHHCKHX IEC 61000-4-11 ]A;s(f ]485(: 9202“5 f\yc‘lleq p fym::l:! be that of i:[
YpeXACHRH. , 180°, 225°, t0°, 48°, pical commercial or
Muxpocexyuanst | + 1 xB ot oznoil ] «B i((a'iecmo 270° and 315° 90°, 1357, hospitat
0% Ur; | cycle 180°, 225, environment Il the
€ HMOIYABCHLIC minnu (Heckonbkix | iuddeperuuanse | SMeKTPONUTARKA and 270°. and 315° | user of the Generatoe
BOMEXH Gonnioi JIHHIIﬁ} K npymri biit pexHM +2 kB DOTDKRO ObITh 70 % U‘l’.‘, 25/30 0% iJT; 1 Gl1 I’unim
anepruu IEC {(apyrum Cranpaprmii TAKUM, KAKOE eycles cycle conlinued operation
61000-4-5 HECKOMLKHM pexiHM oOBMHO Single phase: at 0° | and during power mains
AvHMAM} £ 2 KB ot wpelyerca pma 70 % Ur: interruptions, it is
oAxoH RUHNK APOMBIULNEHHEIX 25/30 eycies recommended that the
(HECKONBKUX NHHAIN) npeanpUATHE 1 Single phase: | Generator GI1 be
K 3cMne MEIUHCKUX At powered from an
uninterruptible power
YUpEXACHUA. supply or a battery.
Maruuruoe none | 3 Al SN MaruuTibie 034 | | [5fiage interruptions | 0% Ur; 2507300 | 0% Ur:
MPOMBILNEHHO npomssunextof IEC 61000-4-11 cyele 250/300 cycle
nacToTH {S0/60 43CTOTH! ROMKHD [ Conducted RFF 3 Vs Portable and mobile
I'a) IEC 61000-4- 66T HA YpOBHE, 3 Vs RF communications
8 THNWYHOM LIS 11C 61000-4-6 150 kHz to 80 equipment shouki be
ODBIYHOND Milz 6 Vrms used no closer 1o any
FIOMCLLICHHA Ha 6 Vims in ISM f«fﬂ(’-' “}ﬁdwc,mwcs
THIHIHOM « lucluding :
bands than the recommended
TPOMBILACHHOM .
separation distance
NPCAAPUATHH HIH 150 kHz to 80 calculated from the
B MEABLIHHCKOM MHz equation applicable w0
YUpERNCHHH. the frequency of the
TpoBanu 0 % UT, 0.5 unxna 0% UT, 0,5 Kauectao transmitter.
HanpaxeHus, [lpn 0°, 45°, 90°, unkna [pn 0°, MEKTPONUTAHHA Radiated RF 3Vim 3V/m
KpaTkospemeHisl | 135°, 180°, 225°, 45°, 90°, 135°, AomKHO G Recommended
e npepbtaniA W | 270° u 315°0 % UT; | 180°,2255,270° u | Taxum, xakoe IEC 61000-4-3 80 Mz 10 2.7 separation distance:
HIMEHEHHA umknar 70 % UT; |315°0%UT;1 | ofermo Ghz f=12 1P
HanpaxeHnA B0 | 25/30 nuxsos unkna i 70 % UT; | wpebyerca ana
BXOZHMYX MMHHAX | Oanodasusiii: npu 25/30 unknos NPOMBILLTEHHEIX d=12 VP 80 MHz to
anexTponuransa | 0° Oanodasuetii: npu | npeanpuaThii n 800 Mz
o
no IEC 61000-4- 0 MEAHUMHCKHX d=2.3 \P 800 MHz
il YUpERACHHIA. 1027 GHz
Ecau
noTpedumenio where P is the
NHTaHHA maximum output
reneparopa G11 power rating of the
HeoGxXonuMO transmittcr in watts
dry HKUMOHHPOBAT {W) according to the
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b HEPEPBLIBHO BO
BpeMA

HapyWeHHHA
noaaqn
HanpKeHKA,
PEKOMEHAYETCA
NOAKITKMATS
reneparop Gl1 k
HCTOYHHKY
Becnepeboiioro
TMATAHHA HAH
AKKYMYASTOPY.
Tepefon 0 % UT; 250/300 0% UT: 250/300
snanpaxenua IEC | umxnos UHKIOB
61000-4-11
KoHaykTHEHEIC 3 B|3B TMopratasksie M
ROMEXH, (cpenwexpanparuyec | (cpeancxmanparuiec | moGubHbie
HaBEICHHbE xoe) Koe) yerpoficTea
PATHOYACTOTHBIM CBAZM,
" 0T 150 x'u 20 30 UCTIONB3YOIIHE
anexvpomarnara | MIL PaAHOYACTOTHY,
piMH ronamu [EC AowKHE  ObiTh
61000-4-6 6 B|6B PACTIONONEHH  Ha
(cpeanexsanpatvyec | (cpeameksanpamiie | woceroguyy,  me
Ko¢) B | x0¢) MEHBUIEM.  Yem
NPOMBIIIICHHOM, PEKOMEHIOBAHHO
HEYYHOM H e PacCTOAHMKE,
MEIHUHHCKOM PacCYuTaHROE NO
AHanaloHax d,opuy”c B

or 150 xl'u a0 80
MI'u

3ABHCHNOCTH  OT
HaCTOTW

nepeaarduka, or
moboii HaCTH

reneparopa Gl1,
Bxmiouan kaGemn.

transmitter
manufacturer and d is
the recommended
separation distance in
meters (m).

Field strengths from
fixed R¥ transmitters,
as determincd by an
clectromagnetic site
survey.ashould be less
than the compliance
level in cach
frequency range.s

Interference may
occur in the vicinity of
equipment macked
with the following
symbol:
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PangovacToTHoe
AICKTPOMATHHTH
oe oone [EC
61000-4-3

3B/
or 80 Mi'u po 2,7
Ty

3B/

PexoMEenN0BARKO
e paccToanne: d =
12V¥Pd=12p
ot 80 MI'u a0 800
MTud=2,3 VPor
800 MI'u no 2,7
ITh, e P -
MAKCHMANLHAR
HOMMHUTLHAS
BHIXONHAR
MOUTHOCTH
NEPEaaTSAKA B
satrax (B1), no
DAHHRIM
NPON3BOLAKTENR, B
d -
PEKOMEHAOBAHHO
€ paccTosune B
meTpax (M),
Hanpaxeunocte
nona oT
NOCTORHHBIX
TIEPEAATHHNKOB,
YCTAHOBMEHHAA B
Xoae MECTHOINo
INEKTPOMArHHTHO
ro
WCCNeAOBAHNAR,
DOSTAHA ObiTh
HisKe ypoBHA
COOTBETCTBAA B
KaxIOM
YACTOTHOM
auanasoxed.
B6ausu
ofopyaoBaHus,
NOMEYEHHOro
CRCAYIOUIRM
CHMBOJIOM, MOTYT
BO3ZHHKATD
TOMEXH:

PannouacToTHOS
IANEKTPOMATHHTHOE
none 1EC 61000-4-
3

3B/
oT 80 MI'u mo
27ITu

3B/

PexoMeHaOBaHHOE
paccrosune: ¢ = 1.2
VPd=12VPor&o
MI'u no 800 M d
= 23 VP ot %00
MIu zo 2,7 Iy,
rae P -
MAKCHMANbHAA
HOMHHANTbHAA
BLIXOHAA
MOWIHOCTD
NCPEAATIHKR B
prrax  (Br), mo
DAHHBIN
nPOMIBOANTENA, a d
~ PEKOMCHIOBAHHOE

PACCTOAMAL B
MeTpax (M),
HanpsxeHnsocTs
MOI% oT
NOCTORHHBIX
nepesaT™uKoB,
YCTAHOBACHHAR B
xoae MECTHON
MEKTPOMATHHTHOO
uccaezosaHMAa,
HODKHA ObITe HUXKE
YpoBHA

COOTBETCTBHA B
KOKAOM MACTOTHOM
Ananasoneb.
Bonnay
o0OpyAOBAHNA,
NOMEYSHHOTO
cnexyIoLHM
CHMBOIOM,  MOTYT
BOZHHKATD NOMEXH:

Note: At 80 MHz and 800 MHz, the higher frequency range applies.
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Mpumeuaane: Ha yposuax 80 MI'y w 800 MI'u npumensercs Goaee
BBICOKHIA YaCTOTHHIHA ABANA30H.

Hpameuanne: Ity oblpe peKOMEHAANKH MOTYT ORITh HENpUEMIIEMB! B
HEKOTOPHIX CHTyauHsx. Ha pacnpocTpaderne 30eKTPOMAarHUTHLIX BOJH
OKA3LIBAIOT BAMAHWE NOTAOWEHME W OTPAKEHHE BONH OT 34AHHH,
NPEAMETOB M MORCH.

YacToTH NPOMBILNEHHOrO, HAYYHOI0, MEAHLIMHCKOrO AHANA3oHa MEXAY
150 xI'y # 80 MIN'u HaxoxpATCA B npomexyTKax ot 6,765 MI'u ao 6,795
MTI'y; ot 13,553 Mlu ao 13,567 MI'u; ot 26,957 MI'u a0 27,283 MI'y;
ot 40,66 My xo 40,70 MINu.

VPOBHM  COOTBETCTBHS  MACTOT  MPOMBILUICHHOTO,  HAYYHOTO,
MEAMIHHCKOIO A1ana3ona B npoMexytke mexay 150 x'uwn 80 MM u 8
4acToTHOM auanazone or 80 MIy ao 2,7 Mlu paccywrans Ha
YMEHBLUIEHHE BEPOATHOCTH TOFO, 4TO MOOGHIbHLIE/NOPTATUBHLIE
YCTPOICTBA CBA3M, CNy4aliHO TpOHeceHHbie B GONBHUYHBIE Nanavhl,
MOryT Bo13BaTh nomexu. [losromy B dopMmynsl  noacuera
PEKOMEHI0BAaHHOTO PACCTOAHUS AJIS NEPESaTYHKOB B STHX YaCTOTHBIX
Anana3oHax G BKTIOUEH JONONHUTENBHEIH KoadpuumenT 10/3,

PekoMEHAOBAHNBIE  PACCTOSHHS  MEXAY  NOPTATMBHLIM 4 H
MOGHABLHLIMH CPEACTBAMME CBSI3H, HCNOALIYIOMHUME PAAHOUACTOTH,
H reneparopom G11

Feneparop Gl1 npeaHasHaueH A8 MHCNONL30BAHHA MPH  TaKMX
napaMeTpax 3MEeKTPOHHONO MONA OKpYXKaioiliel cpeabl, ApH KOTOPLIX
H3NIYYaeMbie PAJAHOUACTOTHBIE MOMEXU MOXHO KOHTPO/HPOBATS.
[Toxynatens wnu nonssoparens reHepatopa Gl1 moxer npenorspatuts
INEKTPOMaTHHTHLIC MOMEXH, TIOANCPKHBAA MHHUMAJILHOE PACCTOAHHE
MEXKAY NOPTATHBHLIMK W MOOHNLHLIMM CPeICcTBaMH PaZIHOUACTOTHON
cBasM  (nepeaatuukamu) M redeparopom  Gll,  cormacHo
PEKOMEHIOBAHHOMY. B 3ABHCHMOCTHM OT MAKCHMANBHOH BLIXOJAHOM

Note: These guidelines may not apply in all situations.
Electromagnetic propagation is affected by absorption and reflection
from structures, objects and people.

The ISM (industrial, scientific and medical) bands between 150 kHz
and 80 MHz are 6.765 MHz to 6.795 MHz; 13.553 MHz to 13.567
MHz; 26.957 MHz to 27.283 MHz; and 40.66 MHz to 40.70 MHz.

The compliance levels in the ISM frequency bands between 150 kHz
and 80 MHz and in the frequency range 80 MHz to 2.7 GHz are
intended to decrease the likelihood that mobile/portable
communications equipment could cause interference if it is
inadvertently brought into patient areas.

For this reason, an additional factor of 10/3 has been incorporated into
the formulae used in calculating the recommended separation distance
for transmitters in these frequency ranges.

Recommended separation distances between portable and mobile
RF communications equipment and the Generator G11

The Generator G11 is intended for use in an electromagnetic
environment in which radiated RF disturbances are controlled. The
customer or the user of the Generator G11 can help prevent
electromagnetic interference by maintaining a minimum distance
between the portable and mobile

RF communications equipment (transmitters) and the Generator G11
as recommended below, according to the maximum output power of
the communications equipment

30
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MOLUIROCTH CPERCTE CBA3H.

Onucaune NPHHANACKHOCTEH, METHIHHCKHX W3AeARH UAN H3AeaANTH,
He¢ ABAKKUIRXCH MEAHNMHCKHME, HO NPeXyCMOTPEHHBLIX AnN
HCTIONL30BANHS B KOMOMHALUHA C 3asBJACHHBLIM MEAHMHHCKHM
H3ACIHEM

Key accessories, medical devices or non-medical devices, to be used
in combination with medical device submitted for registration

lenwepatop  anexTpoxwpyprudeckuii,  ynstpassykosod Gil. ¢
NPUHAIUICKHOCTAMH.
Homep perucTpatMoHHOro yaocrorepeqng: ©®C3 2012/11599.

Electrosurgical ultrasonic generator G1 1, with accessories.
Registration number: FSZ 2012/11599.

Ceeaelns 0 /JeKAPCTBEHHBLIX CPEACTBAX BXOJAIIMX B COCTAB
MEARMHHCKOro M3AeJIHs

Information about the medicines inclunded in the medical device

HenprMeHnmo.

Not applicable.

Ceeacnnn o MaTepHajJdax JKHBOTHOM0/MeI0BEY1eCKOro NPORCXOEEeHHA

Information about materials of animal/buman origin

Henpumerumo.

Not applicable.

YciaoBHgE IKCIUTYaTallHd MEAHUHHCKOro Wiaeaus

Operating conditions of the medical device

Temneparypa okpyxaowe## | ot + 10 ao + 30 °C
cpea)
Ors.8na%HOCTH BO3AYXa {(Ge3 | ot 10 % no 85 %
o0pa3zoBaHns KOHJEHCaTa)
ATMoc(epHoe napnexne ot 700 rl1a no 1060 rila

YCIoBHS TPAHCHOPTHPOBKH H XPAHEHHS MEIHIHHCKOI0 H3JCINS

Vcaosua xpanenus™
Temnepatypa oxpyxatoieii | ot - 22 a0 + 30 °C
cpeasl
OtH.BnaxHOCTH BO3ayxa (6e3 | ot 10 % a0 65 %
o0pa3zoBanna KOHAEHCATA)

XpaHuTy B CYXOM MecTe

XpaHuTb BAAIH OT HCTOYHHKOB TEMLNa

Ambient temperature from + 10 to +30 °C
Relative humidity range from 10 % to 85 %
(non-condensing)
Atmospheric pressure from 700 hPa to 1060 hPa
Storage and transportation conditions
Storage conditions*
Ambient temperature from - 22 to + 30 °C
Relative humidity from 10 % to 65 %
Keep Dry
Keep Away from Heat
Transportation conditions**
Ambient temperature from - 22 to + 60 °C
Relative humidity from 10 % to 65 %
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YcaoBUS TPAHCNIOPTHPOBKH **

Temneparypa  oxpyxatoweii | ot - 22 a0 + 60 °C
cpeabl

Orn.snaxHOCTy Bo3Ayxa (Oes
oOpazoBanna KOHAeHCATa)

ot 10 % 5o 65 %

* Uspenus B ynakoBKe U3TOTOBHTENS CleAyeT XPaHHTE Ha CKNaaax
**TpaHcnOpTUPOBATHL H3JENHA CNEAYET TPAHCIIOPTOM BCEX BHAOB B
KPbITbIX TPAHCTIOPTHHLIX CPEACTBAX B COOTBETCTBHH € MPaBrnaMu
MEPEBO3KH, ACHCTBYIOIMAMH HA TPAHCNIOPTE AAHHOTO BHAA

* Products in the manufacturer's packaging should be stored in
warehouses

**Products should be transported by all types of transport in covered
vehicles in accordance with the transportation rules in force for this
type of transport

CocTaB YIAKOBKM

Package contents

HUHCTPYMEHTBI MOCTABAAIOTCS CTEPHILHBIM H PEIHAZHAYEHb Ui
MCNOAL30BaHUA ¥ 0AHONO nauuenTa. flocne ucnoe308aHHsS HHCTPYMEHT
CAERAYET YTHIIM3UPOBATD.

KoMnaekr nocTaBKH BKIOYAET B c£6a HHCTPYMEHT (6 1IT.) 8 rpyNNNoOBOH
YNAKOBKe U HHCTPYKLIMIO MO NPHMEHEHUIO (1 10T.) mocTaBnserca BMecTe
¢ rpyNnoBoif YRaKOBKO.

The instruments are supplied sterile for single patient use. Discard the
instrument after use.

The delivery set contents instrument (6 pcs) in a group package and
instructions for use (1 pc) supplied with the group package.

PacuimdpoBka CHRMBOJOB, HPHMEHSEMBIX NPH MAPKHPOBAHHH
MEAHLHKRCKOTO H3Ae/IUs

Explanation of symbols used in labelling the medical device

CTepunuzonauo ITHACHOKCHAOM

|STEHILE|EOI

Hcnoassosars Ao

CM. pykoBoacTBo/6yKkner

Sterilized using ethylene oxide

| STERILE| EO|

Use-by Date

Refer to instruction
manual/booklet
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[ToBTOpHOE HCNOAL3OBAHHE
3anpeweHo

Do not re-use

[losTOpHas cTepuansaumna 3anpeuicHa

Do not resterilize

® B

3anpeu1aercn HCNONb30BaTDL, €CJIH
YNaKoBKa NOBPCKACHA

Do not use if package is damaged

Buumanue

Attention

I3

CM. HHCTPYKLHIO MO IPUMEHEHHIO

Consult instructions for use

LOT

Koa naptuun

LOT

Batch code

EC |REP

YNoNHOMOUYEHHBIH NpeACTaBHTE b B
Esponetickom Coobuectse

EC

REP

& only

Buumanune! ®eacpanbHbiM 3aKOHOM
CULIA npojaxa 3toro ycrpoicTsa
pa3peLicHa
TOJbKO JTHIEHIUPOBAHHOMY

Authorized Representative in the
European Community

& only

Caution: Federal law restricts this
device to sale by or on the order
of a licensed healthcare
practitioner
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MPaKTHKYIOWEMY MepaboTHUKY MAH
MO €0 3aKasy Manufacturer/Date of

Manufacture

[Tponssoaurens/Jata H3rOTOBNICHUS
po Upper limit of temperature

Orpauuqeuue BAAXKHOCTH

Packaging unit

Bepxuuii npeaen remnepatypm
m Humidity Limitation
o

Exusnu B ynakoske

WA

REF Catalogue Number

¢ 4
REF Homep no katanory 4l

? Keep dry
!,
? XPaHHTh B CYXOM MECTE ...\\‘(,..
e

-~ Ki from heat
éL\ eep away from hea
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Xpauu‘r b BAAWM OT HCTOYHUKOB TCILIA

No separate hand piece required

OTaenbHas JanapOCOHHYECKaR
PYKOATE He Tpebyercs

VYkasblBaeT Ha TO, YTO MEKTPHYECKOS
H 3neKTpoHHee usaenue (OOH)
COACPKHT TOKCHUHBIE H ONACHBIC
BELLECTBA WK ACMEHTH B
KOHLCHTPALUAX, NPEBLILAKOUIMX
MakcuManbHbie 3Havenus. Hazpanusa
H COAIEPAHHE TOKCHYHBIX K ONaCHHIX
BEWIECTB H/H NEMEHTOB YKa3aHH B
PYKOBOACTBE MO IKCIUTyaTallHH
H3J1EIHA HA KuTalickoMm asbike. Hucno
«5» B 00603HAYEHUH OTHOCHTCA K
CPOKY 6€30NacHOTO ANA oKpyXatoinei
cpels HCNONB3OBAHMA; IOCHE
HCTEYCHHA cpoka DezonacHoro ans
oKpyxatouleii cpeabl HCNOAB3OBAHHS
OHH AOLKHB! OMTH NOMELICHB! B
cucTemy yrunusaunu (o6osnavenne,
npuuatoe B Knraiickod Haponro#
Pecny®auke ana orpasnuenus
COACPXKaHHA ONACHBIX BEIECTB
(RoHS) B anexTpudecknx u
NEKTPOHHBIX M3JEAHAX)

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
“5” 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 Substances (RoHS) in
electrical and electronic
products).

Peel here

Additionally, the labeling may contain signs/symbols that are not
regulated by the established requirements.
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CHATb 38eCh

JlononHUTENBHO  HA  MAPKHPOBKE  MOFYT  MpPUCYTCTBOBATH
3HAKW/CUMBOJIbI, HE PETYIHpYEMbIE YCTAHOBICHHBLIMH TpeOOBaHNAMM.

Cpok roanocTH / CPOK IKCNAYATALHH Shelf life / Service life
Cpok roaHoCcTH — 5 1eT. Shelf life - S years.

Hopaaok  OCYUIeCTBICHHS  YTHAW3AUMH H  YHHuToeHHs | Disposal
MEIMIHHECKOrD M3ReAUS
Hexotopsle BHyTpeHHue XOMNOHEHTH HoXHuU HARMONIC® 1100 | Some internal components of the HARMONIC® 1100 Shears
coaepxaT cBUHEN (uMpKoHaT-THTaxar ceuHua, L(TC). VYrrmusauwms | instrument contain Lead (PZT Lead-Zirconate-Titanate). Disposal
OOMKHA OCYUIECTBAATLCA B cOoTBeTcTBMM ¢ TpeGomanuamn M | should be performed according to local requirements and regulations.
NONCKEHUAMR MECTHOFO 3aKOHONATENLCTRA.
Wsnenus, BCTYNAIOLIHE B KOHTAKT C KpoBbO WHIM GHonornueckumu | Products that come into contact with blood and/or biological fluids
WHAKOCTAMM. OTHOCATCH K xiaccy B meauummckux H3nenuit 1o | belong to class B medical devices according to the medical waste
xnaccHpMKAUMH MEIHUMHCKHX OTX0n0B B coorBercTBuM ¢ CanlluH | classification SanPin 2.1.3684-21 and may be recycled and / or
2.1.3684-21 u moryt nepepalaTmiBatbes WuAM yTHIM3UpoBaThea B | disposed in accordance with applicable national regulations.
COOTBETCTBHH ¢ IPUMEHUMBIMH HALHOHATIbHbIMY TIPABHIAMH. Unused products (not in contact with blood and/or biological fluids),
Heucnonb3oBanHbte U3aenna (He BCTYMUBILME B KOHTAXT ¢ Kpossio w/uin | including those with expired shelf life. belong to class A medical
GHONOrHYECKHMH XHAKOCTAMH), BKNIOUAS M3EAMA ¢ UCTEKUIMM cpokom | devices under medical waste classification SanPin 2.1.3684-21 and
XPaHEHWs, OTHOCATCA X KNaCCy A MeIMUMHCKMX u3fenudi no | may be recycled and/or disposed in accordance with applicable national
KIaccubHKalMn MEAHLIMHCKKX OTX0;108 B cooTeercTBHM ¢ CaulivH | regulations.

2.1.3684-21 n moryr nepepadarbiBaThcs W/MANM YTUAW3IHPOBATECH B
COOTBETCTBHH ¢ NPUMEHUMBIMH HALYHOHANTBHBIMH TIPABUAAMH.
Mepedcut HAUMOHANBHLIX H MEKIYRAPOANmX HopMaTHBHBIX | List of international regulatory documents/standards which the
AOKYMEHTOB/CTAHAAPTOR, KOTOPLIM COOTBETCTBYeT Mexnuuuckoe | medical device complies with

H3aenne
WUanenne coorsercreyeT TpedosanuaM EN 1SO 13485 Hanenun Device meets requirements EN ISO 13485 Medical device - Quality
Meauumutckue. CucTeMbl MEHEIDKMEHTa KayecTsa. TpeGosauns o management system — Requirements for regulatory purposes.
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ueneli perynupoBaHua. A full list of applicable standards is available upon request.
Moanuii cnMCOK NPHMEHUMBIX CTAHAAPTOB AOCTYNEH N0 3aMpocy.

IlapanTuiigbie 06a3aTEILCTRA Warranty

CapanTHiinbii CpOK XpaHeHHA — MNPOW3BOAMTENb TapaHTWpyeT [ A storage warranty period - the manufacturer guarantees the
COXpAHEHHE CTEPWABHOCTH MPOAYKTA W €r0 TNpUroaHocTs Ang | preservation of the sterility of the product and its suitability for the
MCMIONBL30BAHKA 10  HA3HAYEHMIO TNpH  YCIOBWM  npasunsHoi | intended use, subject to the right transportation and storage within the
TPaHCNOPTHPOBKH H XPAHEHHS B TEHEHHE CPOKA TOAHOCTY, ykasanHoro | shelf life as indicated on the product labelling. Manufacturer is not
Ha THKeTKe H3zeaus. Tpom3soauTens He HeceT oTBeTcTBeHHOCTH 3a | liable for any damage or accidents resulting from improper use, human
MoBoll yuiep6 WK CHTYALMHM, BOSHHKILKE B pe3yNbTaTe HENpaBUabHOTO | error or extemal emergencies. Regarding the product quality, please
HCTIONL30BAHKA, YENOBEYECKOH OWHGKN KN BHEWHUX HENPEABHACHHLIM | contact an authorized manufacturer’s representative.

cutyauuit. Mo Bonpocam Kavectsa npoaykuuu ofpawadrecs K
YIIONHOMOYEHHOMY NMPESACTABUTENIO NPOH3BOAHTENA.

Pexiamanuga Reclamation

Jins  nosyyewns AoMONHMTENbHON MHdopmaumuu, ceasannoi ¢ | For additional information related to the use of the medical product,
HCMONL30BAHHEM  MCAMLMHCKOTO M3aenua npocs0a ceasatbes ¢ | please contact an authorized representative of the manufacturer:

YNONHOMOYEHHBIM NIPEACTABUTENEM NPOR3BOAKTENA: Johnson & Johnson LLC,
000 «/Ixorcon & Jxoucon», 121614, r. Mocksa, ya. Kpeinatckas, 4. | 121614, Moscow, Krylatskaya str., 17/2.
17.x. 2 Tel. +7 (495) 580-77-77
Ten. +7 (495) 580-77-77 RA-INJRU-RZN@ITS.INJ.com
RA-JNJRU-RZN@ITS.JNJ.com
JlaTa BHINYCKA HAH NEPECMOTPa Date of issue or revision
2023 r. 2023 1.
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Hlepecod ¢ aueAUICKO20 RILIKA HQ PVCCRITT AIIK

<Jlorotnn; «IxoHcoH 3ua Jdwoncon MeaTex» {Johnson&Johnson MedTech)>
<Jlororun: «rukou» (Ethicon)>
«Irneon Inao-Cepamnepu. In-In-Cuy
475 Kane C
Tyaituabo, ITy3pro-Puxo 00969 CIIIA

CoraacoraHo

«muKon ugo-Cepiprepy, In-In-Cuy
Opranyzanns

475 Kaane C, I'vaiinabo, [Myspro-Puko 00969 CIIIA
Aapee

bpaitan [oasut

Davnmia, iMx
30 snsapn 2024 200a
Rava JULMM, TTTT
<NOANKCAHO>
oanucs
<Kpyrnas ne4ats: <NoAMNHCaHo>
JIOPEH JIbIOUC <Iliramn: Jlopen Jutone
HOTAPHYC; Horapuyc
LLITAT OFAHO> Livar Orailo,
Cpok geHcTBHA MOeH THUCHIWU HCTeKaeT
20 noabpa 2028 rona>

<Haanuce ot pyxw: 30 susapa 2024 200a>

HHeTpyKunA N0 NnpHMeHeHHI0
Ha meguuuncKoe usgeane: «Hoxunusl Harmonic® 1000 co BcTpoeHnod 1anapocoHH4ecKoil PYKOATKOH AR OTKPLITHIX
H SHAOCKONHYECKHX onepauuii, B BAPHAHTAX HCIIOJHEeHUSD
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MepeBop JaHHOTO TEKCTA BbIMOMHEH MEPEBOAUMKOM FALKOBON SHWN ANeKCaHAPOBHO

noannmchb

Poccuiickaa depepaums
["opoa MockBa
Cegbmoro eBpans ABe TbiCAYM fBafLaTb YETBEPTOro roga

7, HOpakosa [uaHa LLleBKeTOBHa, BPEMEHHO WCMONHAIOWAA 0643aHHOCTU HOTapuyca ropoga MocCKBbI
Kopcvik Mapun AnekcaHfpOoBHbI, CBUAETENbCTBYHO NOLMHHOCTL NOANMCY NepeBOAUMKa FALKOBOA SHU

AJeKCaHAPOBHbI.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTb NOAMMCABLLErO JOKYMEHT YCTaHOB/IEHA.
3aperucTtpuposaHo B peectpe: No 77/2139-H/77-2024-"

YnnayeHo 3a COBepLLUEHWe HOTapuasibHOro aectema: 400 py6. 00 Kon.

MoAMCh ep6oBas neyarb MepboBas neyaTb
HoTapuyca r. MocKBblI HoTapuyca r, MoCKBbI
Kopcnk M.A. Kopcnk M.A.

. L. opakoBa
Bcero npoLwHypoBaHo, NPOHYMepoBaHoO
1 CKpenseHo nevatsto 38 nuct(-a,-0B).

BPWO HoTapuyca: noannmcob

Poccuiickasa defepaLms
"opog MockBa
CenbMoro peBpans Age TbiCAYM ABafLLaTb YETBEPTOro roja

A, KOpakoBa [uaHa LLIeBKeTOBHa, BpeMeHHO/MCMNONHSALWAA 06513aHHOCTM HOoTapuycaTpoaa Moc]
Kopcrk Mapumn AnekcaHpoBHbI, CBUAETENLCTBYIO BEPHOCTb KOMUK € NPeacTa’?reHnorol3H&> kym(

3apernctpuposaHo B peectpe: No 177-2024- ~ -~ ~

YnnayeHoncos”pLueHue b geicteus: 3900 py6. 00 Kon

[poLLHYpOBaHo, MW MepoBaHO
>erneHo neyartbto 38 nncT(-a,-oB).
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Johnson&Johnson
MedTech

Ethicon Endo-Surgery. LLC
475 Calte C
Guaynabo. Puerto Rico 00969, USA

Lauren Lewis
Notary Public
Slate of Ohio
My Commission Expires
November 20, 2028

Ethicon

CornacoaHo/APPROVED

Ethicon Endo-Surgery LLC
OpraHusauunsa/Organization

475 Calle C, Guaynabo, Puerto Rico 00969
! USA
Agpec/Address

Associate Director - Regulatory Affairs
[JomkHocTb/Occupation

Brian Godwin
damunua. msa/ Surname, Name

Jata A .MM.TTTT/Date DD.MM.YYYY

ARMMICh/Signature

VHCTPYKLUMA NO MPUMEHEHMNIO
Ha meagnumnHckoe nsgenne: «HoxkHnubl HARMONIC® 1100 co BCTPOEHHOW NanapoCoOHUYECKOW PYKOATKOMN

Ana OTKPbITbIX U 3HAOCKOMNYECKUX onepau,w7|, B BapnaHTax MCMNOJTHEHUNA»

Instruction for Use

for medical device: «The harmonic® llOO Shears with integrated laparasonic handle for open and

endoscopic procedures in versions»
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Flpockba BHUMATENBHO O3HAKOMHTBCA CO  BCEH  npunaraemoi Please read all information carefully.

undopmanmeil. Failure to properly follow the instructions may lead to serious
Hecobnionenne HHCIpYKUMH MOXET NpHBECTM K  cepbesHbiM | surgical consequences.
XHUPYPrHYECKUM OCNOKHEHUIM., Important: This package insert is designed to provide instructions

Baxroe 3amedanne. JlaHHbIH THCTOK-BKNAALI COASPRAT HHCTPYKUMIo | for use of the HARMONIC®1100 Shears. it is not a reference to
no npumeHenuto Hoxuu HARMONIC® 1100. 3tor aokyment He | surgical techniques.
ABAETCA CIPDABOYHHKOM N0 XMPYPrituecKoi TeXHHUKe.

HaumeHoBanHe MEAHNHHCKOO N3Aennn Name of the medical device

Hoxurusi HARMONIC® 1100 co scrpoennoii aanapoconndeckoii | The HARMONIC® 1100 Shears with integrated laparasonic
PYKOSTKON IS OTKPHMTHIX R# JHAOCKONH4YecKHX onepanuii, B | handle for open and endoscopic operations in versions:
BAPHAHTAX HCMIOJSHEHHA: 1. The HARMONIC® 1100 Shears with integrated laparasonic handle
1. Hoxuuust HARMONIC® 1100 co scTpoeHHoii nanapoconsn4eckoii | for open and endoscopic operations, shaft length 20 cm, consisting of:
PYKOATKOH LISl OTKPBITBIX M S3HAOCKONHYECKUX Onepauiid, AavHa cTeona 1.1. The HARMONIC® 1100 Shears with integrated laparasonic
20 cm, B cocTage: handle for open and endoscopic operations, shaft length 20 cm - 6 pes.;

I.1. Hoxumwr HARMONIC® 1100 co  BerpoeHHOMH 1.2. Instruction manual - | pc.:

NanapocOHHYECKOH pPYKOATKOHM ANS OTKPMTHX M ugockonuveckux | 2. The HARMONIC® 1100 Shears with integrated laparasonic handle
onepaumi, AnuHa crasona 20 cm - 6 wr,; for open and endoscopic operations, shaft length 36 cm, consisting of:

1.2. UHCTpyK1Ma MO NPUMEHEHMHIO - | WIT.; 2.1. The HARMONIC® 1100 Shears with integrated laparasonic
2. Hoxumust HARMONIC® 1100 co setpoennoil nanapoconuteckodi | handle for open and endoscopic operations. shaft length 36 cm - 6 pes.;
PYKOATKOH O18 OTKPHITHIX U 3HAOCKONHYECKHX OTICPaUNMH, ANKHA CTBOMA 2.2. Instruction manual - | pc.

36 cM, 8 cocTage:

2.1. Hoxunust HARMONIC® 1100 co  BcTpoeHHOH
NAanapOCOHKHYECKOH PYKOSTKONH ANA OTKPHITHIX H 3HAOCKONMHECKWX
onepaumii, JTHKHa cTBoMA 36 ¢M - 6 1iT.;

2.2. KxctpyKups no npuMeHesuio - | wir.

KnaccnpHranua MeaHIHHCKOTO H3eTHA Classification of the medical device
KpatHocTh npUMeHeHUs JAns opsokpaTHOrO Frequency of use The product is intended for
NPUMEHEHHA single patient use
CTepunbHOCTD Crepunsno (cTepunnzauns Sterility Sterile medical device
ITHNIEHOKCHAOM) (ethylene oxide
Knaccndukauua no Tuny v MeanumHcKoe H3neHe. sterilization)
NPOACIUKUTENSHOCTH KOHTAKTA NPHCOSTUHACMOE H3BHE,

9
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coraacuo ISO 10993-1

KPaTKOBPEMEHHOTO KOHTAKTa
(mMeHee 24 4acoB) ¢ TKAHAMH

Knaccuduxauua no 1EC 60601-1
npH paGoTe ¢ COBMECTHMbIM

DNeKTpUHECKOe W3eAHE Kitacca
|

Categorization by nature and
duration of body contact according
to ISO 10993-1

Externally communicating
device with limited
exposure (less than 24
hours) with tissues

3EKTPO0BOpY AOBaHHEM Tun paGouek wacth CF Classification according to [EC Class I.
Pexxunm paboThl [TpoaomkureALHBIH 60601-1 when working with Working part type CF
INprroanocts ans 3xkcnnyarauuu 8 | Her compatible electrical equipment
Cpefie € NOBLILICHHBIM Working mode Continuous
COJEPKAHHEM KHCAC
Bmor npouum::e?ux Boat | IPX X Suitability for oxygenated No
environments
Degree of protection against hammful | IPX X
ingress of water
Onucanne H3geRHS Device Description
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Hoxunust HARMONIC® 1100 — 570 cTepuiibHbI# HHCTPYMEHT,
npeaHa3HaveHHbIA 15 IPUMEHEHHS Y OIHOTO NALHCHTA H
MCNOJB3YCMbIi /18 PaCCEUYECHHA, 3aXBaTa, KOAry/IsLMH H pa3pe3aHns
MeXAY JIe3BHEM W NAacCHBHOM OpaHineii. O COCTOAT U3 IProHOMHUHOM
PYKOATKH C HHTEMPHPOBAHHOM 1aNapOCOHHYCCKONH PYKOATBIO W IBYMs
KHOMKAMH 1101341 SHEPrUH:

1) KHOMKa NoJa4Yu HEPrun — 101b30BATENIb MOXET PEryMpoOBaTh
ypOBHH MOWHOCTH OT | 10 5;

2) KHOIKA No0/1a4H YHCPIHHM C NPOABHHYTHIM FEMOCTA30M 15
Koarynstuu cocyaos 6onbluero

pa3iMepa — Moib30BaTe/ib HE MOKET PEryIMPOBATH YPOBCHb MOLLHOCTH.
MHCTpYMEHT BbIMYCKaeTCs ¢ JIByMs BApHaHTaMy JUIMHbI cTBoNA: 20 cM H
36 cm.

MuterpupoBaHHblit 3ByKOBOH M TAKTHNLHBIA MCX3HHU3M B PYKOATKE
CHTHANU3HPYCT O [OJHOM CMbIKAHWH pbiuara. MHCTPYMEHT COCTOHT U3
NAacCHBHOH OpanILK N U30THYTOTO NE3BHUA, H lpeHa3HAYaeTCs 118
paboThl uepe3 TPOAKap IHAMETPOM 5 MM, Yepe3s NEPEXOHUK 1HaMETPOM
5 MM

8 Tpoakape 00.lb1ero iaMeTpa nim yepes paspes 6e3 HCnob30BaHUA
Tpoakapa. CTBON HHCTPYMEHTa MOXHO BPawlaTh HENPEPLIBHO /Ul
YAYHIIEHHS BHANMOCTH H JOCTYNA K HYXKHOMY YHacTKy TKaHei
nauucHTa. JIBe Haceuku Ha MHCTPYMEHTE 00603HA4aI0T OTHOCHUTENbHbIH
pa3smep cocyaa. [lpumvenenue

KHOMKW NOJA4H JHEPrUH NPEAYCMOTPEHO ANA COCYA0B AHAMETPOM 10 5
mM. Koraa ucnonssyercs KHOMKA N0/1a41 SHEPruu, CKOpOCTh
pa3pe3ans MakcuManbhas. KHONKa noaaun 3Hepruu ¢ NPOABHHYTHIM
reMOCTa30M MpeaHa3HayeHa ans cocynos 0obLiero pamMepa U 101KHa
MCIO:1b30BATHCA NpH paboTe ¢ cocynamu auameTpom a0 7 mm. Korna
MCIIONIB3YETCA KHOMKA M0a4H JHEPrHH C NPOABUHYTHIM FEMOCTA30M,
CKOPOCTb Pa3pe3aHus CHHXKAETCA, a N'EMOCTa3 MAKCUMAaNbHO
ycunusaetcs. B MHCTpyMeHTe HCNOb3yeTCa TEXHOI0IUA alanTalnH K
TKaHaM, xapaktepHas a1 HoxHul HARMONIC® 1100. Ona naer
IeHePaTopy BO3IMOXKHOCTL ONO3HABATb HHCTPYMEHT B Mpouecce
IPUMEHCHHS H KOHTPOJIMPOBAaTh €ro paboTy nocpe;1CTBOM MOAYIALUH H

The HARMONIC® 1100 Shears instrument is a sterile. single patient
use instrument used for dissection, grasping. coagulation. and cutting
between the blade and clamp arm. It consists of an ergonomic handle
with an integrated hand piece and two energy delivery buttons:

1) Energy button - user can adjust power levels from 1-5.

2) Energy button with Advanced Hemostasis - for large vessel
sealing; user cannot adjust.

The instrument is available in two shaft lengths -- 20 cm and 36 cm.
An integrated audible and tactile mechanism in the handle indicates
full trigger closure. The instrument has a clamp arm and coated
curved blade that are designed to work through a 5 mm trocar.
through a 5 mm

reducer cap in a larger diameter trocar, or through an incision without
the use of a trocar. The instrument shaft can be rotated continuously to
facilitate visualization and access to targeted tissue. The two dashes
on

the instrument are intended to represent relative vessel size. The
Energy button is indicated for vessels up to 5 mm in diameter. When
the Energy button is used. cutting speed is the fastest. The Encrgy
button with

Advanced Hemostasis is designed for larger vessels and is indicated
for vessels up to 7 mm in diameter.

When the Energy button with Advanced Hemostasis is used, cutting
speed is reduced and hemostasis is maximized. The instrument
utilizes Adaptive Tissue Technology that is specific to the
HARMONIC® 1100 Shears. This provides the generator with the
ability to identify and monitor the instrument during use. which
enables the generator to modulate and adjust its power output as well
as provide audible feedback to the user as appropriate.
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YMEHbILCHHUA BLIXQAHOH MOLIHOCTH, & TAKXE, NPH HEOOXOAUMOCTH, The HARMONIC® 1100 Shears instrument is designed for use
noja4H 3ByKOBBIX CHTHANOB 0GpaTHOH CBA3H NOMB3OBATENIO. exclusively with the Generator G11 (GEN11) software version 2018-{

or later. Software revision can be found under **System Information™
Hoxunup HARMONIC® 1100 — 310 MHCTpYMEHT, npeaHazHaueHHbH

in the
A HETOTRSOBEIMA NOKTIOTHTSALNO ¢ SEPOREH IPOTPAMMIOND | G i1 (GENT ) “Setings” men. Refer (0 the Geneator G|

(GENI1). (GEN11) Operator’s Manual before using this instrument.
Illustration and Nomenclature (Illustration [)
HoMep Bepcun nporpammHoro obecneveHus MOXHO HailiTu & pasnene 1. Blade Titanium alloy with coated black (xylan)

«CucremHan uudopmaipa» B MeHio «Hactpoiixu» reseparopa G11 2. Clamp Arm and Tissue Pad

(GEN1). [lepen ncnonb30BaHHEM AAHHONO WHCTPYMEHTA CM. 3. Shaft

PYKOBOACTBO MO >KCrnyaTaunu reneparopa G11 (GENI1). 5. Energy Button

PHCYHKB B TepmMuRoJaoras (puc. 1) 4. Rotation Knob . .
1. Jle3gHe M3 THTAHOBOIO CM/IARA, ¢ AHTHIIPHTAPHBIM MOKPLITHEM 6. Energy Button with Advanced Hemostasis
yepHoro useta (Xylan) 7. Handle

2. NaccusHaa Gpanwa 1 TKaHesas HAKIAAKa 8. Trigger

3. Cteon

4. Konsuo poratmu cTeoia

5. Knonka noaayu sHepruu

6. Knonka roiauu sHepruy ¢ NPOABHHYTHM FeMOCTa30M
7. Pyxoarka

8. Poiuar ceeaerus Opanw
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Coobmenus co ciiosamu «Ocropoxscno!» u «Buumanue!»
OCTOPOXHO! Coobuerine co ciooM «OCcTOPOXKHO!» yKaswiBacT Ha
NpoueaypH 110 SKCILTYATALHH

HAK OOCIYKHBAHHIO, METO/IB! MAK YCAOBHS, HEBHUMATENTBHOE
BLINOAHEHHE KOTOPHIX MOKET FPHBECTH

K TPABMHPOBAHHIO MIIH JICTANLHOMY HCXOAY.

Bunmanse! Coobiuenue co cnosoM «Brumanne!» npeaynpexaaer
NIOJIL30BATENSA O NOTCHUHANBHO

ONACHO# CHUTYauuH, KOTOpas, ¢CIH €¢ He H30eXKaTh, MOXKET NPHBECTH K
NOTY4ECHUIO NONB3OBATEEM HAW

AALMEHTOM TPaBMbi MAJIOH WK CpeaHeil TRXECTH MO K NOBpexKAcHUIO
ofopyaoBaHHA HIH APYTOro

uMyuiecTea. JlanHoe COODILCHHE MOXKET TaoKe [IPEAYNPEXIATH O
nebezonacHeix MeTonax paborel. Moxer

BHITh YNOMAHYTA HEOGXOAUMOCTE B 0coboM obpaieHun ansa
GesonacHoro 1 3¢ hexTHBHOrG HCNONH30BAHNA

YCTPOJCTBA, & TaoKe B 00pallenku, Kotopoe TpebyeTca Bo usbexanue
NOBPeXAECHUA YCTpoHcTBa, KOTOpOE

MOXET NPOK3OIATH B PE3YALTATE €10 UCMONL3OBAHUA, B TOM YHCAE
HENPaBUNLHOFO.

Warning and Caution Statements

WARNING: A Warning statement indicates an operating or
maintenance procedure. practice, or condition that, if not strictly
observed, could result in personal injury or loss of life.

Caution: A Caution statement alerts the user of a potentially
hazardous situation which, if not avoided, may result in minor or
moderate injury to the user or patient or damage to the equipment or
other property. It

may also be used to alert against unsafe practices. This includes the
special care necessary for the safe and effective use of the device and
the care necessary to avoid damage to a device that may occuras a
result of

use or misuse.
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HBcTpyknHH no APUMEHERNID

[MposepbTe COBMECTHMOCTH BCEX HHCTPYMEHTOB W NPUHAINCKHOCTEH
Aepea UCOABL3IOBAHHEM JGHHOIO HHCTPYMEHTa (CM. pasaen
«[IpegynpexaeHus ¥ NPEAOCTEPSKEHNRAN).

1 Cobmopnan npasuna 06eceyeHUs CTEPHILHOCTH, H3BIEKHTE
MHCTPYMEHT U3 ynakoBkH. Bo nibexanue nospexenns akKypaTHo
NMOMECTUTE UHCTPYMEHT B CTEPHIABHYIO 30HY.

2 [NopkmouMTE HHCTPYMEHT K NEHEPATOPY W BKIOYHTE NUTaHHE
reneparopa.

3 C nomoutsio kuonok « YBEJIMUUTb» u « YMEHBUINTb» na
CEHCOPHOM 3KpaHe MEHEPATOpa YCTAHOBUTE HEOOXOAHMBIN YpOBEHD
MOWIHOCTH. YPOBEHb MOWHOCTH MOXKHO PETYIIHPOBATH TOJBKO AN
KHONKH noaaqH 3Heprun (ot 1 go 5). Mo ymonyaunio B cucteme
YCTAHOBJICH YPOBCHb

MOIHOCTH 3. (puc. 2). [in4 noBLILIEHHA CKOPOCTH Pa3pe3aHin TKaHEeH
ucnose3yire Honee BHICOKHE YPOBHH MOLLHOCTH MEHEPATOpa, a A
YCHNCHIA KOATyASALAM Henonb3yiite Gonee Huskue. Fpu pacceucHnu
Gosiee MAIOTHBIX TKAHEH, TAKMX KAK NAPEHXKMa NIEHCHH, BO BpEMA
axTuBaumu HoxxkHu, HARMONIC® 1100 npu nocTeneHHOM CMBIKAHHH
Opatill peKOMEHAYETCA YCTAHOBUTL YPOBEHB MOLHOCTH NeHepaTopa 3.
KonuuecTso nonasaemoii Ha TKaHK SHEPTHH U, CJICI0BATENBHO,
OKA3bIBAEMOE Ha HHX BO3ACHCTBHE 3aBHCAT OT MHOTHX (JaKTOpOB, B TOM
YHCNE OT BLIGPZHHOTO YPOBHA MOILHOCTH,

XBPaKTEPHCTHK JIE3BUA, CHIILI 33XBATA, HATHKEHHUS U TUNA TKAHH,
NATOAOTHY TKAHN U XHPYPrU4ECKOH TEXHUKH.

4 CoMkHuTE OGpatLuy, 3aKpHB pHYar CBeacHs OpaHil, # BCTaBbTE CTBON
yepes Tpoakap wian paspes (puc. 3).

5 Pasmectute TKaHb BHYTpU OpaHiuei B HyxHOM MecTe. C noMombo
KONBUA POTAUNH HHCTPYMEHT MOXHO BPaIRaTh 6¢3 orpaHMueHUiH, YToObI
YAYHUINTS BHAYMOCTL K MOJYYHTH AOCTYT K HYXKHOMY

YHACTKY TKAHH MALKEHTA.

6 Urobb1 3aXaTh HYXKHbIH YYacTOK TKaHH MEXAY OpaHlamu, cxumaiite
phIdar, NOKa OH He OCTAHOBUTCA HANPOTHB TNNACTHKOBOH PYKOATKH (CO
CALILMMBMM UIETYKOM ).

Instructions for Use
Verify compatibility of all instruments and accessories prior to using
this instrument (refer to Warnings and Precautions).

1 Using sterile technique, remove the instrument from the package.
To avoid damage, do not flip the instrument into the sterile field,

2 Connect the instrument to the generator and turn the generator
power on.

3 Select the desired power levei using the INCREASE and
DECREASE buttons on the generator

touchscreen. Only the power level for the Energy button can be
adjusted (1-5). The system defaults to power level 5. (Illustration 2)
For greater tissue cutting speed use a higher generator power level,
and for greater coagulation use a lower generator power level. For
thicker tissue types, such as liver parenchyma, the recommended
generator power setting is power level 3 when activating
HARMONIC® 1100 while gradually closing the jaws. The amount of
energy delivered to the tissue
and resultant tissue effects are a function of many factors, including
the power level selected, blade characteristics, grip force, tissue
tension, tissue type, pathology, and surgical technique.

4 Close the clamp arm by closing the trigger, and insert the shaft
through a trocar or incision

(IMlustration 3).

5 Position the tissue within the jaws at the desired location. The
instrument’s shaft can be rotated

continuously using the rotation knob to facilitate visualization and
access to target tissue.

6 Squeeze the trigger until it stops against the plastic handle (and a
click is heard) to clamp targeted tissue between the jaws.
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* JIna NonHOM KOATYNSUMH PHIYAr HYXKHO MPHBECTH B NOAHOCTBIO
3aKpHITOE NONOKEHHUE Y TIONHOCTHIO

nepexars CocyA Mexcay naccHeHolt 6paHineil 4 ne3BHeM yCTpoHCTBa.
3BYKOBOH H TAKTHNBHEIH MEAHOK

03HaYaeT NOJIHOE CMbIKaHKE PEIYara. JIna nofsroro cMelkanus GpaHmei
ycTpoiicTsa cxumaiTe

TUIACTUKOBHI phIvar, MOKa HE MOYYBCTBYETE €70 CONPHKOCHOBEHHE €
NNACTHKOBOH PYKOATKO#H (npuHUMN

«NNACTHK K NAACTUKY»). YUTOOH peryar ocTapaics 3aKphITHIM B TEHEHNE
BCETO pacceycHun, 3aXBaT He AONKEH ocnadenars.

7 JIna akTUBALMY NE3BHA HHCTPYMEHTA HAXKMHUTE Ha OXHY M3 neaancH
HOXHOTO NPHBO/AA MY Ha OARY U3

KHOFOK TIOAaYH FHEPIHH HA MHCTPYMEHTE.

* [Tpy HaxkaTHH Ha NEBYIO NEAANBL HOXKHOTO NPHBOAA HIM Ha& KHOTKY
TNOXaYH FHEPTHH C NPOABHHYTHIM NEMOCTA30M Ha HHCTPYMEHTE
AKTHBUPYETCA NPOABSHHYTHIH reMocTas. [1pn uenonb308aHRH KHORKK
N0Aa4H SHEPIHK C NPOABRHYTHM NEMOCTa30M 3HEprus He Oyaer
noaaeaThes, ecny Opanumm He OyAYT NonHocTbio COMKHYTH. Jannas
KHOMKA aKTUBHPYET AJITOPHTM B I'CHEPATOPE, YTO, HAPATTY C NONHHIM
CMBIKAHHEM pBIYara, NO3BOJAAET KOaryanpoBaTh coCyanl Sobliiero
pasmepa (iaMeTpoM Ao 7 MM).

« [1pn HaXxaTUK Ha NPaBYIO NEAaNb HOXKHOIO MPUBOAA UNTH HA KHONKY
NOJA4H FHEPrUM Ha HCTPYMEHTE

AKTNBUPYETCA BHIOPaHHbLIA YpoBeHb MOWHOCTH (OT I no 3). KHonka
NI0Ia4M FHEPriH NO3BOAACT

BLINIONHATS KOATYAALHIO COCY 108 AUAMETPOM 10 5 MM ITPH NOJHOM
CMBIKaAHHH pHiYara i No3soaser

BBHINONHATD ApYrue AeHCTBUA ¢ MATKHMH TK3HAMH (pacceyeHne B
06paTHOM HaNPABNCHNH, HAZPE3AHNE,

npocBepiIMBaHKe / CO3AaHNE XHPYPFHYECKOTO pa3spesa H 7. 1.), UpH
KOTOpHIX MONHOE CMBIKAHHE phivara

He Tpebyerca,

*To achieve complete sealing, the trigger should be fully
closed and the vessel fully contained between clamp arm and blade of
device. An audible and tactile “click” indicates full trigger closure. To
achieve

full closure of the jaws of the device, squeeze the plastic
trigger until you feel it stop against the plastic

handle {plastic to plastic). Grip force needs to be maintained
throughout the transection to keep trigger

closed.

7 To activate the instrument blade, press one of the foot pedal
switches or one of the energy buttons on the

instrument.

+Pressing the left foot pedal of the footswitch or the Energy button
with Advanced Hemostasis on the

instrument activates Advanced Hemostasis. When using the Energy
button with Advanced Hemostasis,

energy is not delivered unless the jaws are completely closed. This
button activates an algorithm in the

generator that, in conjunction with full trigger closure, allows for
sealing larger vessels (up to 7mm in

diameter).

*Pressing the right foot pedal of the footswitch or Energy button on
the instrument activates the selected

power level (1-5). The Energy button allows for sealing vessels up to
5 mm in diameter with full trigger

closure and can enable other soft tissue applications (backcutting,
scoring, drilling/otomy creation, etc.),

where full trigger closure is not needed.
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Mepans MOLL4OMO
npueoga

Kmonka

MpaBax nogaumsHrprTr— 1

Nesas KHoMKa nojauv sHeprim ¢

paclmpeTbin rekkxtasom[ S

* ["eHepaTop n3fjaeT OAMH N3 3BYKOBbIX CUTHAN0B, NMepeyvnc/ieHHbIX B
Tabnmue Huxe, YKa3blBas BpeMA I'IepBOI‘/JI aKTnBauumn ne3spus

NHCTPYMEHTaA.
3BYKOBOW curHan KHonka MTasT
nOBTOpﬂfOUJMﬁCﬂ Neonka naaauka~rau TeHcbalp 8MiouB4: ycTpe cTBo BakTuiom coctosHum
OfIHOYHbIA
3BYKOBOI CUrHa/1

3 MOBTOPAOLLH/CA KHOMKa nogaun ar*ruu FeH”3Top ekntoyeH; y'cTpe\cTEO e aKTUBHOM COR0sIHHM

CpamnmeHHblM remocLiom 1 HaxoguTcs B pacluMpeHHOM peXxnme remocrasa

CuUrHana

eHepaToOp MEPEK/IOYAETCA Ha BTOPOW 3BYKOBOM CMTHa, Korga nogava
3HEPTUN PEryNnpPyeTcs B COOTBETCTBMW C TEXHONOTMEN aganTaumm K
TKaHAM. Ha Hanmume U MOMEHT U3MEHEHMS 3BYKOBOIO CUrHana BAMSIOT
pasnnyHble TEPMUYECKIE BO3AENCTBUS, TaKne Kak NpuUcyTcTBue
XWUAKOCTU 1 Manoe

KOMIMYECTBO WM OTCYTCTBUE TKaHM B GpaHLax. 3MeHeHMe 3BYKOBOIO
CUrHana He 06a3aTeNbHO SBAAETCA CBUAETEIbCTBOM BO3/AE/CTBUA Ha
TKaHW. Ecnu reHepaTop nofaeT BTOPOI 3BYKOBOW CMTHan, cneayeT
OLEHMTb CUTYyaL MO 1 3aBEPLUMTb 3amni1aHUpPOBaHHOe XMPYPruyecKoe
BO3/eCTBUE Ha TKaHU

COOTBETCTBYIOLMM 06pa3om (Hanpumep, NOCTEMNEHHO YBennuMBas
HaTSHXKEHWe ANs YMNPOLLEHMS pacceyeHmns). VI3MeHeHe BTOPOro
3BYKOBOrO CUrHana He 3aMeHsieT co60ii OnbIT Bpaya, NMPOBOASLLETO
onepawuio.

3BYKOBOW curHan KHonka [OelictBue

Bbicokuin
MOBTOPSAOLLAACS
OfHOYHBINA
3BykoBoii CHHAT

MpumeHsieTcs K OOMMKHOTIOX< TexHonorus aganTaunm K TKaHsiM akTUBHA
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Foot Pedal Button

Right Energy Button

Left Energy Button with Advanced
HemostasisE ®

*The generator emits one of the audible tones
listed in the table below to indicate when the instrument
blade is first activated.

Tone Button Action

Repeating
single tone

Energy Button Generator On; DevKe b active

En i~ Button with Advanced
Hemostasis mode

3 repeating,
ascending

Gewfatof On: Devia is active and in AdvarKed Hemostasis

tones

The generator changes to a second audible lone as Adaptive Tissue
Technology regulates the delivery of energy. Thermal influences such
as fluids or minimal to no tissue in the jaws may affect the presence
or timing of the tone change. The tone change does not provide
confirmation of tissue effect. When the second tone is heard, the
situation should be assessed and the intended surgical action
completed, such

as gradual application of tension to facilitate transection. The
secondary audible tone change is not a substitute for surgical
experience.

Tone Button Action

High pitched.
repeating

Applies to both MttOTS Adaptive Tissue Technology is actfv

single tone



OCTOPOXHO! Ipu axrueauun HHCTpyMEHTa M3beraiiTe KOHTaKTa ¢
MOOBIMH METANINIHYECKHMH M NAACTHKOBEIMH NpeaMeTamMu (puc. 4).
KOHTaKT akTHBHPOBAHHOIO UHCTPYMEHTA C APYTMMH HHCTPYMEHTAMH,
ckoOKamMy HH KIHNICAMN MOXET NPUBECTH K BOZHUKHOBEHHIO LAPaNHH,
TPEUH UAH Pa3NIOMOB Ha JIC3BUAX, 8 TAKKE K UX NpexKaeBpeMeHHOH
noJoMKe.

BrnuMatue! U3beraitre KOHTAKTa ¢ NOOHMY METAIIHYECKHMH H
MLNACTHKOBBIMH MHCTPYMEHTAMHM

H NPEAMETAMH, B YACTHOCTH C OpaHIlaMH ¥ MATOYHBIMH
MaHHTTYASTOPaMH.

OCTOPOXHO! He ncnonbayiiTe KHONKY NoAa4u SHEPruu ¢
NIPOABHHYTHIM IFEMOCTA30M, KOI'2A TPpebyeTcst NpUMEHEHNE SHEPTUH
NepeR NONTHBIM cMbikanuem Opantueit. [Tpu HakaTHH KHOTIKH NOAAYH
JHEPIUH C NPOABHHYTHM reMoCTas’oM SHEprus He OyAeT NoAaBaTLCS KO
TeX NOp. Noka OpaHIUK He COMKHYTCA NONHOCTRIO. [Tpu ucnonb3oBaHUH
KHOTKH NOAAYH JHEPIHHU € MPOABHHYTEIM reMOCTa3zoM Oe3

TIOJIHOTO CMBIKAHHA PLIAra FeMOCTas MOXKET ObITL HEOCTATOUHBIM.
OCTOPOXHO! Ecau B apouecce koarynsauuu axtusaius Osina
Cly4aiiHO NpeKpauleHa. ClieayeT aKkTHBMPOBATh YCTPOHCTBO NOBTOPHO,
Aepxa OpaHIK COMKHYTHIMY. OTIyCKaHKWe pElvara Bo BpeMs
KOAryNALUNK MOXET NMPHBECTH K HEAOCTATONHOCTH reMocTasa.
Buumanue! Hepxunre naccusuyto Opantny oTKpHITO# OpH pacceyeHny B
o0paTHOM HaNpaBNEHWH HIH B CAYYAe, KOraa Jie3BHe aKTHBHO NpH
OTCYTCTBHH TKAHEI MeXKIy JC3BHEM H TKAHEBOH HaKNAAKH

210 NO3BOMUT M30EKATH MOBPEXACHHR TKAHEBOH HaknaAKo# #
NOBHIBEHNA TEMNEPATYPbt NE3BMUA, NACCHBHON OpatitiM # AUCTaNbHOM!
4acTH cTBOsA (pHC. 5).

Buumaune! AKTuBaLKA YCTpORCTBa MPH OTCYTCTBHE TKAHHU MEXIY
33KPLITbIMH OpaHIWIAMK MOXKET NPHBECTH K NOBPEXACHHIO TKAHEBOIA
HAKNAAKH. AKTHBALIHA NPH OTCYTCTBUY TKAHU Mexay OpaHLtaMK

BEAET K H3HOCY TKAHEBOW HAKNAKMU.

BrumManne! AKTHBALKA N€3BUA NPH 3aKpbITO NaccHeHOR Opaniue 8
TEUCHUE JTHTENbHBIX NIEPHONOB BPEMEHH (HE3ABUCHMO OT HAJIHYUA
TKAHW MEXKAY JIC3BUEM M TKAHEBOH HAKNAAKON) MOKET NPHBECTH

WARNING: Avoid contact with any and all metal or plastic
instruments or objects when the instrument

is activated (Illustration 4). Contact with staples, clips or other
instruments while the instrument is

activated may result in scratches on the blade, cracked or broken
blades and premature blade failure.

Caution: Avoid contact with any and all metal or plastic instruments
or objects such as graspers or

uterine manipulators.

WARNING: Do not use the Energy button with Advanced
Hemostasis when energy application is

desired prior to full closure of the jaws. Energy is not delivered using
the Energy button with Advanced

Hemostasis until the jaws are completely closed. Using the Energy
button with Advanced Hemostasis

without full trigger closure may result in lack of hemostasis.
WARNING: If activation is unintentionally stopped while sealing,
maintain jaw closure and reactivate.

Releasing the trigger while sealing may result in lack of hemostasis.
Caution: Keep the clamp arm open when backcutting or while the
blade is active without tissue

between the blade and tissue pad to avoid damage to the tissue pad
and increased blade, clamp arm and

distal shaft temperatures (Illustration $).

Caution: Tissue pad damage may occur if device is activated without
tissue in the closed jaws.

Activation without tissue between the jaws will cause tissue pad
degradation.

Caution: Prolonged blade activation with the clamp arm closed (with
or without tissue between the

12
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K NOBPEXACHHIO TKAHEBOH HAKNAAKH.

OCTOPOXHO! Ilpu cTeHa08bIX HCNLITAHUAX YCTPOHCTRS Ha COCYAAX
JRAMETPOM CBHILIE 5 MM HanOonee NpovHan Koary/iaLmMs cocya
Habso1a1ach B CAYYAAX, KOrAA UEeeBoH COCYA NONHOCTHIO
pacceKancs ¢ HCNOMb30BAHHEM MPOABHHYTOrO peKMMa reMocTasa.
Jlna obecneveHns onTHMansHOH paboTh annapata W NPeAOTBPALICHHA
HAAMNAHWUA TKAHU PEKOMEHAYETCH B TEYEHHE ONEPATUBHOIO
BMEIUATENLCTRA APOBOANTD OUHCTKY JA€3BHA, NACCHBHOMN

Opariuy n AMCTANLHONO KOHLA CTBOMA, AKTHBHPYA HAKOHEUHMK
HHCTPYMEHTS B QHIHONOTHUECKOM

pacTsope. (puc. 6)

OCTOPOXHO! He ucnonb3yiTe AN O4HCTKH KOHYHKA NE3BHA
abpazusunie cpeacTsa. Jina yaanenna

TKAHEH WHCTPYMEHT NpH HEOOXOAUMOCTH MOXKHO NIPOTHPATDL BADKHBIM
MapaeBsM TamnoHoM. Ecnu Tkane Ha naccusHo# GpaHiue ewre BUaHa,
YARNUTE €€ OCTATKH C NMOMOILBIO KPOBOOCTAHABHBAIOIIETO

32XHMa, COOMORAA OCTOPOKHOCTE, YTOOb! HE aKTHBUPOBATD
HHCTPYMEHT (pHc. 7). He kacaiitech KpOBOOCTAHABIHBAIOLIErO 3AKHMA
AKTHBMPOBAHHBIM HHCTpYMEHTOM. Llapanuib Ha AC3BUH MOTYT
NPUBECTH K BOSHUKHOBEHHIO TPELIMH W Pa3/IOMOB Ha E3BUAX, A TAKKE K
HX MPEeXKACBPEMEHHOH NMONOMKE.

8 CoMxHHTE OpaHILIK, 3aKpLIB pbidar, ¥ K3BICKHTE CTBOJ M3 TPOaKapa
My paspesa.

9 OTKA0MHTE HHCTPYMEHT OT reHeparopa.

10 YcTaHoBATE KHONKY THTAHMA reHepatopa B nonoxenne BBIKJL

11 YTunusupyiite HHCTPYMEHT ¥ Kabens B COOTBETCTBYIOLIUHEA
koHteiinep. Pasbopka e rpebyerca.

IIpeaynpexaeHHA ¥ NPEAOCTEPEKEHUR

» ManouHBasHBHbIE MPOLLAYPhL AODKHLI BLINOMHATLCA TONBLKO TEMH
NNLAMH, KOTOPSIE HMEIOT COOTBETCTRYIOULYIO NOATOTOBKY M 3HAKOMS! C
MANIOMHBA3MBHBIMH METOAAMH ONCPATHBHLIX BMeaTenscTs. [epea
BBIMOAHEHHEM MATORHBA3HRHON NPOLIEAYPH! 03IHAKOMBTECH ¢

blade and tissue pad) may cause tissue pad damage.

WARNING: During benchtop testing of vessels >5 mm, the strongest
vessel seals were achieved by

allowing the Advanced Hemostasis mode to completely transect the
targeted vessel.

For optimal performance and to avoid tissue sticking, clean the
instrument blade, clamp arm, and distal

end of the shaft throughout the procedure by activating the instrument
tip in saline. (lllustration 6)

WARNING: Do not clean the blade tip with abrasives. It can be
wiped with a moist gauze sponge to

remove tissue, if necessary. If tissue is still visible in the clamp arm,
use hemostats to remove residue,

taking care not to actuate the instrument ({llustration 7). Do not touch
the instrument to the hemostats while activated. Scratches on the
blade may lead to cracked or broken blades and premature blade
failure.

8 Close the clamp arm by closing the trigger and remove the shaft
from the trocar or incision.

9 Unplug the instrument from the generator.

10 Tum the generator OFF at the power switch.

11 Dispose of the instrument and cable in an appropriate container.
No disassembly is required.

Warnings and Precautions

» Minimally invasive procedures should be performed only by
persons having adequate training and

familiarity with minimally invasive techniques. Consult medical
literature relative to techniques,
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NPeAOCTABACHHON B MEAULIMHCKOH nuTepaType nHdopmatieH o
METO/IaxX, TPYAHOCTSX H pHCKax.

» AuameTpbt MaJOHHBA3UBHBIX WHCTPYMEHTOB pPa3HbIX M3rOTOBHTENCH
MOTYT pasnuuatses. Ecau B xoae npoueaypbi NpEACTONT MCNONB30BATH
BMECTE HHCTPYMEHTbI ¥ NPHHALNEKHOCTH AAS MANOUHBA3ZUBHREIX
NPOUEAYP OT Pa3HBIX U3IOTOBHTENCH, NPOBEPETE UX COBMECTHMOCTD
niepeA Ha4aJIoM MPOUEAYpbI.

* JIna npenoTBpAILEHNUA NOPKECHHUS INEKTPHYSCKHM TOKOM U OXOros
NALHCHTOB H MCAMLMHCKOrO MEPCOHANA H BO M30CKAHHUE NOBPEKACHHA
yCTpOHCTBA ¥ APYTHX MEANLIHHCKHX HHCTPYMEHTOB

YPE3BLIMAHHO BRKHO SIOAHOCTHIO MOHHMATS APHHUMILL # TEXHHKY
ApOoBeAeHUA NazePHLIX, IACKTPOXHPYPIUYECKHX H YALTPa3BYKOBLIX
ONEPaTHBHEIX BMEWATEALCTE. YOeAUTECh, UTO

3NEKTPOH3ONALHS H 3a3eMiAcHHE He Hapywenst. He norpyxaiire
MHCTPYMEHTH B )KMAKOCTS, €C/IH OHH HE NMPEAHA3HAMEHb: A1 3TOTO H HE
HMEIOT COOTBETCTBYIOLUEH MAPKMPOBKU.

* I1poBepbTe COBMECTUMOCTD € rEHEPATOPaMU. YCTPOHCTBO CICRYET
HCTMONb30BATHL TOMLKO C TEHEPATOPOM

Ethicon Endo-Surgery G11 (GENI 1) ¢ Bepcueii nporpammHoro
obecneuenna 2018-1 unn 6onee nozauei. Homep Bepcuu nporpaMMHOTO
ofecneueHHs MOXHC HaiiTi B pazaene «CucTeMHas

uHdopmauua» B MeHio «Hactpoliku» reweparopa Gl 1 (GENI11).
JononHuTenbRY0 NHGOPMAIIMIO MOXKHO HAliTH B PYKOBOACTSE
noas3osarens renepatopa Gl 1 (GENI11).

* [1pu akTHBaUYMKM MHCTPYMeHTA H30eraiiTe KOHTAKTa ¢ NIOOHMH
METANAHYECKUMH ¥ THIACTHKOBBLIMH npeaMeTamMu. KoHTakT
AKTHBHPOBAHHOIO MHCTPYMEHTA € APYrHMHM HHCTPYMEHTaMH, CKOOKaMH
MAM KNMNICAMH MOXCT MPUBECTH K BOZHHKHOBEHHIO LAPANUH, TPEUWNH
MAK Pa3IOMOB Ha NE3BMAX, 2 TAKKE K HX MPEKACBPEMEHHOH NONOMKE.
* He ucnions3yiite KHONKY NOAatH JHEPryuH C NPOABHHYTHIM
reMoCTa3oM, KOra TpebyeTcs NpUMEHEHHE SHEPTHH NTEPEA NOJIHBLIM
cMbikanueM Opanieli. [pH HaXaTHK KHONKKH NOKAYM 3HEPTrHHE ©
NPOABHHYTHIM F'eMOCTA30M JHEPTHA HE OY€T N0AABATHCS RO TEX NOP,
noka Gpanitn He COMKHYTCA NOJAHOCTHIO. IIpH HCMONBL30BAHMM KHOTNIKH

complications, and hazards prior to performance of any minimally
invasive procedure.

« Minimally invasive instruments may vary in diameter from
manufacturer to manufacturer. When

minimally invasive instruments and accessories from different
manufacturers are employed together

in a procedure, verify compatibility prior to initiation of the
procedure.

» A thorough understanding of the principles and techniques involved
in laser, electrosurgical, and

ultrasonic procedures is essential to avoid shock and burn hazards to
both patient and medical

personnel and damage to the device or other medical instruments.
Ensure that electrical insulation

or grounding is not compromised. Do not immerse instruments in
tiquid unless the instruments are

designed and labeled to be immersed.

* Verify compatibility with generators. Use device only with Ethicon
Endo-Surgery Generator Gi1

(GEN1 1) software version 2018-1 or later. Software revision can be
found under “System Information™

in the Generator G11 (GENI 1) “Settings” menu. Refer to the
Generator G11 (GEN11) Operator’s

Manual for more information.

* Avoid contact with any and all metal or plastic instruments or
objects when the instrument is activated.

Contact with staples, clips or other instruments while the instrument
is activated may result in scratches

on the blade, cracked or broken blades and premature blade failure.

14
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NOAAYH IHEPFUH ¢ NPOABHHYTHIM NEMOCTAZ0M 6€3 NMONHOTO CMbIKAHHS
phIYara reMocTas MOXeET ObITh HEIOCTATOYHBIM.

* Ecan B npouecce KoarynsLHy aKTHBaLmM Obina CryvaiiHo
MpeKpalleHa, cAeAyeT aKTHBHPOBaTh YCTPOHCTBO MOBTOPHO, AEPXKa
6pantiin COMKHYTHMH. OTNycKaHHe ppiuara BO BpeMsA KOarynsiyH
MOXET

NIPUBECTH K HEAOCTATOMHOCTH NEMOCTa34.

» llepxcute naccHeHylo OpaHuly OTKPHTOM Npy pacceyeHuM B 0OpaTHOM
HaNpaBNCHHUH MM B cayYae, KOrja e3BHE aKTHBHO NPH OTCYTCTBHU
TKAHEH MEeXY Ne3BHEM H TKaHeBolH Haknaako#. To NO3BOAKT
u36exaTh NOBPEXAECHH TKAHEBOH HAKNAAKH H NOBLILDCHNS
TEMIEPaTyphi TE3BHR, NaCCHBHOHM OpaHiun

H QACTANbLHOH YacTH CTBONA.

* [Ipy CTeHI0BLIX HCMILITAHMAX YCTPOACTBA Ha COCYAAX AHAMETPOM
cBhillie 5 MM Hanbonee NPoYHas KOATYISLUMA COCYRa Habmonanach B
CTy4asx, KOria LUENCBO# COCy/l NONHOCTHIO pacceKancs

C HCMOJIb3OBAHMEM NIPOJABMHYTOMNO PEXKHMA NEMOCTA3A.

+ He ucnons3yifTe A1 OMHCTKY KOHYHKA Jeisns abpa3uBHbIe CpeacTsa.
Jna ynanenus Tkaked MHCTPYMEHT NpH HEOOXOANMOCTH MOXKHO
MPOTHPATHL BADKHLIM MApACBLIM TaMIIOHOM. Ecau TkaHb

Ha NacCHBHOR GpaHile elie BUAHA, YAAIKTE €€ OCTAaTKU C FIOMOLILLIC
KPOBOOCTaHABIMBAIOLLIErO 3aXHMa, cODII0/1a8 OCTOPOXKHOCTS, YTOOH He
aKTHBUPOBaTH HHCTPYMEHT. He kaca#Tecs

KPOBOOCTAHABIHBAIOILIErO 33XKHMA AKTHBHPOBAHHBIM HHCTPYMCHTOM.
[fapanuHbl Ha A€3BHN MOTYT IPHBECTH K BO3HHKHOBEHHIO TPEUIHH H
Pa3AOMOB Ha JIE3BHAX, 2 TAKXKE K MX NPeNKACBPEMCHHOF NONTOMKE.

* Ha cayyaii Bbix04a CHCTEMB H3 CTPOA CICAYET 08eCNEUHTh HaNKYHE
pesepsHoro 06opyaoBaHuA, HEOOXOANMOrO A8 NPOBEAEHUS TAHHOIO
KOHKPETHOTO ONIEPaTHBHOTO BMEIIATEALCTBA.

* OT4ETANBO CAbALIHBIA BRICOKUIA 3BOH, HCXOARULHHE OT NIE3BHA, ABNIAETCA
aHOMAJIMEH M CBHIETENBCTBYET O HApYLIEHWH dhyHKUMA ne3sus. 1o
MOXET NPUBECTH K AHOMANLHO BHICOKOH TemnepaType CTBONA,

a TAKKE K TPAaBMUPOBAHUIO NOJb30BATENA HIIH ITALHCHTA.

* Do not use the Energy button with Advanced Hemostasis when
energy application is desired prior to

full closure of the jaws. Energy is not delivered using the Energy
button with Advanced Hemostasis

until the jaws are completely closed. Using the Energy button with
Advanced Hemostasis without full

trigger closure may result in lack of hemostasis.

» [f activation is unintentionally stopped while sealing, maintain jaw
closure and reactivate. Releasing

the trigger while sealing may result in lack of hemostasis.

» Keep the clamp arm open when backcutting or while the blade is
active without tissue between the

blade and tissue pad to avoid damage to the tissue pad and increased
blade, clamp armm and distal shaft

temperatures.

* During benchtop testing of vessels >5 mm, the strongest vessel
seals were achieved by allowing the

Advanced Hemostasis mode to completely transect the targeted
vessel.

* Do not clean the blade tip with abrasives. It can be wiped with a
moist gauze sponge to remove tissue,

if necessary. If tissue is still visible in the clamp arm, use hemostats
to remove residue, taking care not

to actuate the instrument. Do not touch the instrument to the
hemostats while activated. Scratches on

the blade may lead to cracked or broken blades and premature blade
failure.

» In case of system failure, ensure the availability of the appropriate
back up equipment relevant to the

specific procedure.
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* UucTpyMeHTb! NO3BONSIOT NPOBOAUTD KOATY.IAIMIO COCYA0B * Audible high-pitched ringing, resonating from the blade, is an
AMEMETPOM 10 7 MM BKITIOUKTEBHO abnormal condition and an indicator that

C HCTIONIL30BAHHEM KHOTIKM NOJAYH SHEPIUHM W NPOABHHYTOTO the blade is not operating properly. This may result in abnormally

remocrasa. 3anpe A KOATYHPOBATL high shaft temperatures and user or
COCYIbl AMAMETPOM CBHIILE 7 MM.

* CKonfeHUE CrycTKOB KPOBH W OCTATKOB TKaHEH MEXY NIe3BHEM pm'e“f tyury. .

CTBOJIOM MOXET NPHBECTH » The instrumentsallow for the coagulation of vessels up to and

K aHOMANLHO BHICOKOH TeMnepaType AMCTANBHOrO KOHUA cTaona. [ina | including 7 mm in diameter, using

NpeAOTBPALLIEHUSA 0XKOIOB the Energy button with Advanced Hemostasis. Do not attempt to seal
ynanuﬁ‘re OCTATKH TKaHEH ¢ AUCTANBHOIO KOHLA CTBONA. vessels in excess of 7 mm in

* [lpy# nenone3zoBanuK AIOOBIX SHEProeMKHX NIPUGOPOB diameter.

(3NeKTpOXNpYPrudecKoro, a3epHoOre HAH YILTPa3BYKOBOTO

*» Blood and tissue buildup between the blade and shaft may result in
o6opyaoBaHus) CyHeCTBYeT pHCK 00pasoBanus nO60YHLIX NPORYKTOB,

o0naaalomMX KaHUEPOreHHbBIM HiH HHPEKIMOHHNM OTCHUMAROM, abnon.mlly high temperatures at o .
HaTIpHMEP a3po30nci 1 waeiida ALIMa OT TKaHEH. the distal end of the shaft. To prevent burn injury. remove any visible
[pyu nposesesnu OTKPHITHIX U NANAPOCKONHYSCKHX OMNEPaTUBHBIX tissue buildup at the distal end

BMEILATENLCTR CREAyeT COOMOAATh COOTBETCTRYIOLIME MEPbE of the shaft.

obecneueHua DE30NaCHOCTH, TaKHe KaK MCMONG30BAHHE 33UNTHHIX « As with all energy sources (Electrosurgery, Laser, or Ultrasound),
04KOB, PHALTPALMOHHBIX MACOK ¥ 060pyaoBatKA jta ddibexTuBHOFO there are concerns about the

yHAAACHUA ARMA.

carcinogenic and infectious potential of the by-products, such as

* He nuiTaiitech caMOCTOATENBHO CrHOATH, 3aTa4HBATE UM HHEIM )
tissue smoke plume and aerosols.

00pa3oM BHOCHTH H3MCHEHUA

B KOHCTPYKUMIO N1€3BMA. DTO MOXET NPUBECTH K NMOAOMKE NE3BHA H Appropriate measures such as protective eye wear, filtration masks,
TPaBMHPOBAHHIO NOAB30BATENA and effective smoke evacuation

H NauueHTa. equipment should be used in both open and laparoscopic procedures.
* Korzia Hacajika He HCNOJIB3YeTCA, BO H3GEKAHHCE NONYUCHHS TPaBM Do not attempt to bend, sharpen, or otherwise alter the shape of the

MONB30BATENEM HITH NALUEHTOM
BC/IEACTBHE ClyuaiiHOH aKTHBALIM WHCTPYMEHTa, creayeT usberats
NPAMOTO KOHTAKTA JIE3BHA, ) O patient _
NACCHBHOMN GPAHLIM 1 AUCTALHOTO KOHHA CTBOA HHCTPYMEHTa ¢ Tenom | * 10 avoid user or patient injury in the event that accidental

blade. Doing so may cause
blade failure and user or patient injury.

NALUHEHTa, ONCPALUOHHBIM activation occurs, the instrument blade,
6envem H BOCNIAMEHSIOWHMHCA MaTepHanamy. clamp arm, and distal end of the shaft should not be in contact with
*» Bo BpeMa ¥ nocne aKTHBALIMH UHCTPYMEHTA 8 TKAHAX ET0 JIe3Bue, the patient, drapes, or flammable
naccheHad Gparilia n AUCTATbHbIC materials while not in use.
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7 cM cTBoNa MOTYT Harpetbcs. Beeraa wiberaite HeyMbIWIEHHOMO « During and following activation in tissue, the instrument blade,
KOHTaKTa C TKaHAMH, clamp arm, and distal 7 cm of the shaft

0';;’““"0"““" GesbeM M x;;yprnqecmuu KOCTIOMaMH. 6 may be hot. Avoid unintended contact with tissue, drapes, surgical
€ BBOAUTE U HE H3BJICKAATC HHCTPYMEHT € OTKPHITEIMH Gpaniiamu gowns, at all times.

yepes KaHIoNo Tpoakapa. A . . . . .
ROCKOABKY 5TO MOXET [IOBPEINTS HHCTPYMEHT. Do not introduce or withdraw the instrument with the jaws open

* He cxxnmalire Opanmy, ecnu Mexay ne3sHeM HHCTPYMEHTA H TKaHeBOM through a trocar sleeve as this may

HAKIAAKOH TKaHb OTCYTCTBYET. damage the instrument.

Ecsu He Bcsa AnHHA Ne3BUS 3aHATA TKAHBIO, NPHXATHE TKaHEBO#H « Care should be taken not to apply pressure between the instrument
HAKNAJIKA K PaGOUeMY NICIBHIO MOXKET blade and tissue pad without having

MPUBECTH K UPEIMEPHOMY TIOBLILICHHIO TEMNIEPaTYpL! A€3BA, tissue between them. Clamping the tissue pad against the active blade

NAacCHBHON GpaHIIH ¥ AUCTANBHOH YacTH

CTBOJA, 8 PE3YNLTATE METO BO3MOXKHO NOBPEXACHHE HHCTPYMEHTa. B
ITOM CYUae MOXET NPOU3OATH :
BBIXO/l HHCTPYMEHTA H3 CTPOS, H TOT/A4 Ha CEHCOPHBIH SKpan reweparopa | temperatures and can result in

without tissue on the full length
of the blade will result in higher blade, clamp arm and distal shaft

Byaer biBeaeHO coobieHue possible damage to the instrument. If this occurs. there may be an
o npobaeme. instrument failure, and the generator
« Bo uabexanue NoyueHus TpaBM TTORL30OBATENEM WM NALUHEHTOM HE touchscreen displays a troubleshooting message.
3KTHBHpYHTE « To avoid user or patient injury. do not activate an electrosurgical
NEKTPOXHPYPFHUECKUE YCTPORCTBA B HENOCPEACTBEHHOH Bnn30cTH OT N .,

device in close proximity to the
uucrpymentos HARMONIC®. . L.
A3p030nH, 06pA3YIOLHECs PH AKTHBALMK MHCTPYMEHTOB HARMONIC® msfruments. Th_e aerosols created by the activation of
HARMONIC® B xwupoeoii TKaHH, ABIAIOTCH the HARMONIC® instruments in
NOTEHUMAAILHO BOCIIIAMEHAIOLUMMHCS, fatty tissue are potentially flammable.
* OTKpLITHIA KOHUMK NIE3BUA H OTKPLITHIA CTBOA JE3BUA ABNKIOTCA + The entire exposed blade tip and any exposed blade shaft are active
aKTHBHLIMH 1 Gy YT paccexaTs/ and will cut/coagulate tissue when

KORTYAHPOBATS TKAE, KOFAA JICIBHC UACTPYMCHTS SKTHEHDYCTCH. [Thi the instrument blade is activated. Be careful to avoid inadvertent

HCRONL30BAHKK MHCTPYMEHTA
cnepyer Haberath cly4afHONO KOHTAKTa MEXKAY BCEMH BHAMMBIMH contact between all e:qfoset? blade . .
surfaces and surrounding tissue when using the instrument.

NOBEPXHOCTAMHU NCIBHA

B OKPYKaIOMHMH TKAHAMY NateHTa, » Use only the appropriate foot switch, instruments. and power cord
* Ucnons3ydTe TONLKO NOAXOAKIMMIT NejanbHbli NpUBO/, MHCTPYMEHTH | to ensure that they are compatible
W WHYP NHTAHHA, 00S3aTENBHO with the generator.

COBMCCTHMEBIC C FEHEPATOPOM.
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+ [Nocne H3BAEUEHHS HHCTPYMEHTA NPOBEPLTE TEMOCTA3 TKAHEH B « After removing the instrument, examine the tissue for hemostasis. If
06NacTH ONEPaTHBHOTO BMELLATENbCTBA. hemostasis is not present,

HesnaunTenbHoe KpOBOTEUEHHE MOKHO KYNMPOBATS MOGHMK appropriate techniques should be used to achieve hemostasis.

ANICKBATHHIMH METOAMH. . . .
) » Successful hemostasis may require adjunct measures when
Mpu ucnonszosanuu HHcTpymentos HARMONIC® ana paccevenua HARMONIC® instruments dto

NapeHXUMATO3HBIX OPraHoB

MOTYT NOTpeGOBaTLCA HONORHUTENbHEIE MEPHL ANA obecneueHHs transect solid organs. Due to the difficulty of visualizing internal
HaASKHOFO reMocTasa. Beneacrsue structures, proceed slowly and do not

3aTPYAHEHHOR BU3YaNH3aLIAM BHYTPEHHUX CTPYKTYp AcHicTByiiTe attempt to transect large masses of tissue in one activation. Avoid the
ME/TEHHO M He NhITafTeCh paccexaTh division of large vascular/biliary

GonbuIne MACCHBbLI TXAHEH 33 OJHOKPATHYIO AKTHBAUNIO HHCTPYMEHTS.

bundles when using the instrument under these conditions.
H3beralire pasaeneHns 6omnemmux

* Products manufactured or distributed by companies not authorized
COCYANCTHX/ MEMIEBEIBOAAUUX YYKOB IIPU HCNIONB30BAHHH

WHCTPYMEHTOB B TOJOGHBIX CHTYALIMAX. by Ethicon Endo-Surgery may not
» ﬂpoﬂyxuun, MPON3BOAUMAN HIH PACNPOCTPAHACMAR KOMNAHHAMY, HE be compattble with the HARMONIC® system. Use of such pl‘Odl.lCtS

ABTOPH30BAHHBLIMM KOMNAHHER may lead to unanticipated results
Ethicon Endo-Surgery, MOXET 0Ka3aThCA HECOBMECTHMOI# ¢ CHCTEMOMH and possible injury to the user or patient.
HARMONIC®. Henonssosaiiue » Device has not been evaluated in main vessels of the central

TAKOM NPOLYKLUMH MOXKET NPHBECTH K HENPEABHACHHLIM PE3YNILTATAM H
CTATh NPHYHUHON TPaBMbI

NONL30BATEN HIH TTAUHCHTA.

+ VcTpoiicTBO HE NOABEPranoch oLeHKe PEKTHBHOCTH B OCHOBHBIX

circulatory system and is not intended
for use in the following named vessels: arteriae pulmonales, aorta
ascendens, arcus aortae, aorta

COCYAAX LIEHTPANbHOH CHCTEMBI descendens to the bifurcatio aortae, arteriae coronariae, arteria carotis
KPOBOOOPALIEHHS H HE MPESAHA3ZHAYEHO N8 UCNONL3OBAHNA B TAKMX communis, arteria carotis

COCyAax: NIErouHas apTepus, externa, arteria carotis interna, arteriae cerebrales, truncus
BOCXOAAILIAA 20PTa, AyTa 20PTEL, HHCXOAAWAL a0pTa A0 GudpypKalun brachiocephalicus, venae cordis, venae

A0pThHI, KOPOHApHAS apTEPHs.
061114 coHHan apTepUA. HapYKHadA COHHAA apTepus. BHYTPEHHAA COHHAR
apTepus, MO3roBas apTepHs,

pulmonales, vena cava superior, and vena cava inferior.
» Instruments or devices which come into contact with bodily fluids

N1eMeroNOBHON CTBON, BEHb CEPALA, ICMOMHBIC BEHBI, BEPXHAS NOAAA may require special disposal

BCHA W HIDKHAA NONAs BEHa. handling to prevent biological contamination.

* JIna yTHAH3ALHN HHCTPYMEHTOB WIIH YCTPOKCTS, HAXOJRBLUMXCS B « Incidental and prolonged activation against solid surfaces, such as
KOHTAKTE € GHONOMHYECKHMH bone, may result in blade heating

and subsequent blade failure, and should be avoided.
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KHAKOCTAMH, MOTYT NOTPeGOBATHCA CICIHAALHBIE MEPDI, « Dispose of all opened instruments whether used or unused. This
npeaynpexaaromue device is packaged and sterilized for

GHoNOrHYECKYIO KOHTAMUHALHIO. single use only. Reuse and improper reprocessing or resterilization of
* Cnenyer n3derars cnyyalinoil unu ANHTCILHON AKTHBALMH Ne3BUA HA | . ngle use devices may compromise the structural

MIIOTHBIX TKAHAX, HANPHMED . . . . .
KOCTHBIX, IOCKO/IbKY 3TO MOET NPHBECTH K NEPErPeBaHHIO NE3BUS H mtegl:lty of. the fie.wce fmd!or lead to device failure that in turn may
result in patient injury, illness, or

l'IOCJ'ICIlyIOlIIBﬁ €0 NOAOMKE,

* YTunusupyiire Bce HCNoNb30BAHHbIE H HEUCNOb30BAHHbIE death.

MHCTPYMEHTSHI, YIaKOBKa KOTOphIX Onlna » Reuse and improper reprocessing or resterilization of single use
BCKpHITA. Haunoe ycmﬁm YNAaKOoBaHO H CTEPHIH30BAHO TOARKO A | devices may create a risk of

OAHOPINBOND HEMORLIOBAHMA. contamination and/or cause infection or cross-infection, including,

» [ToBTOpHOE HCMONBL30BAHHE U HEMPaBUIILHAA NORTOpHAA 0OpaboTka
WK IOBTOPHAR CTEPHIIKIALIMS

YCTPOHCTB 0IHOPA30BON0 HCMOIL30BAHHA MOTYT HAPYIIHTD
CTPYKTYPHYIO LENOCTHOCTL YCTPOHRCTBA U/HItH NIPUBECTH K €10 BLIXOAY death.

but not limited to, the transmission
of infectious diseases. Contamination may lead to injury, illness, or

M3 CTPOA H, KAK CIEACTBHE. K NPHYKHEHHIO BPeAa MaLHEHTY, + Tissue pad damage may occur if device is activated without tissue
BO3HMKHOBEHMIO 3a00NeBaHHii MK NETANIBHOMY HCXOAY. in the closed jaws. Activation

* MoeTopHOE HCTIONB30BAHKE H HETIPABU/IBHAA TOBTOPHas 0GpaGoTKa without tissue between the jaws will cause tissue pad degradation.
Wi OBTOPHAA CTCPUTH3AUMA * Avoid contact with any and all metal or plastic instruments or

YCTPOICTB OZHOPA3OBONO MCTIONBL30BAHHA MOTYT NPHBECTH K PHCKY

KOHTAMMHAUAM WA MHOUUMPOBaHKIO MHOO NepeKpecTHOMY objects such as graspers, utcrine

HHOUUKPORAHKIO, B TOM YHCIE, CPeaH NIPOYEro, K NEPEHOCY manipulators. o .
HHbeKIHOHHBIX 3a00nepanHil. KoHTAMHHALMA MOXET NPHBECTH K * Prolonged blade activation with the clamp arm closed (with or
NPUYMUHEHHIO BPEJA. BOSHHKHOBEHHIO 3a00¢BaHNIA WIH NETANLHOMY without tissue between the blade and tissue pad) may cause tissue pad
ucxony. damage.

* AKTHBAIHA YCTPOIHCTBE MPH OTCYTCTBHH TKAHW MEXKAY 3aKPHITHMK
OpanwaMy MOXET DPHBECTH K NOBPEXACHHIO TKAHCBOH HAKNTAIKH.
AKTMBALIHA NIPH OTCYTCTBHH TKaHH MEXKLy OpaHIuaMH BENCT K H3HOCY
TKHEBOH RAKNAAKH.

*» U36eraiiTe KOHTAKTA € MOOBIMH METANNHYECKHMH H TILIACTUKOBLIMH
MHCTPYMEHTAMH H TIPeIMETaMK, B YaCTHOCTH ¢ OpaHInamMH #
MaTOYHLIMH MaHUNY IS TOPAMH.

* AKTHBALMA AE3BUS NPH 3aKPLITOH NaccHBHOH GpaHile B TeyeHHe
JUTUTENIbHBIX NEPHOAOB BPeMEHY (HE3ABHCHUMO OT HATHYHA TKAHA MEXAY
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NIE3BUEM ¥ TKAHEBOH HAKNAAKON) MOXKET NPUBECTH K NOBPEXACHHIO
TKAHEBOH HAKNAJKH.

HaiHavenue MeAHIHACKOTO H3MeaHS Purpose of the medical device

Hoxnnun HARMONIC® 1100 - sto xupyprauveckuii nuctpyment, | The HARMONIC® 1100 Shears surgical instrument is intended for
npeaHasHauYeHHBbIH AN paccedenHsa MArKHX TKadell B ciywasx. korha | soft tissue incisions when bleeding control and minimal thermal injury
Tpebyercs HameXKHBIH TeMOCTal M MHHHUMaNH3alMA TepMHUecKHX | are desired.

NMOBPEXICHWNA.

IToxazanun Indications

Hoxuuust HARMONIC® 1100 — sto xupypruveckuit uncTpyment, | The HARMONIC® 1100 Shears surgical instrument is indicated for
npeaHasHaveHusId 111 pacceyenus MATKHX TKaHwed B cnysasx. koraa | soft tissue incisions when bleeding control and minimal thermal injury
TpeOyeTca HaAeKHLI reMocTa3 # MHHMMaNM3auMA TepMuyeckux | are desired. The instruments can be used as an adjunct to or substitute
nospexaeHnii. OuW  MOryT npuMeHaTecs  AomonHuTenvHo K | for electrosurgery, lasers, and steel scalpels in general, pediatric,
3NEKTPOXHPYPIUYCCKHM  HHCTPYMCHTAM, JNA3epHLIM M CTAdbHLIM | gynecologic. urologic, thoracic, and sealing and transection of
CKaNbAEAAM MK Kak WX 3aMeHa B obmeit xupypruu, aerckoit xupypruu, | lymphatic vessels. The instruments allow for the coagulation of vessels,
MHEKOJIOTHH, YPONOrHN, TOpakanbHOH Xupyprus, a Takke npu | up to and including 7 mm in diameter, using the Energy button with
KOarynauMu M paccedenun aumdarnuecknx cocysoe. MHcrpymenrw | Advanced Hemostasis.

RO3BOMAIOT MPOBOAKRTH KOATYNALMIO cocyloB auaMerpom no 7 MM | Indications

BIUTIOYHTENBHO ¢ WCMONL30BAHMEM KHONKH MNOKAYM 3JHEPTHH W
JOMONHHTENLHOIO NEeMOCTa3a.

IIpoTusonoxasanus Contraindications
* HHctpyMeHTHI HE MPEAHA3HAYEHB! 1% PacCEYCHUA KocTeH e The instruments are not indicated for incising bone.
HHCTPYMEHTH He IpeAHa3HAYEHB A9 OKKJIIO3MH MaTOYHEIX TPYD The instruments are not intended for contraceptive tubal occlusion
¢  HHCTpYMCHTH HE NPEAHA3HAYCHB! A PacCCHeHRS KOCTeH e The instruments are not indicated for incising bone.

Bo3moxkHbie ocn0oXkHenNn H noboyHble 3¢pexThl npn npumenenur | Possible complications and side effects
MH

HexenarensHue mnoGownse 3¢dexrsl w  puckn, ceasanusie ¢ | Undesirable side effects and risks associated with ultrasonic devices
YNbTPA3BYKOBLIMH MEJMLMHCKHMEA M3ACAUAMH, BKIO4aioT B cebd | include the potential for bleeding, tissue injury via mechanical or
BEPOATHOCTh KPOBOTEHEHMs., TPaBMHpOBaHWA TKaveid mno npxumke | thermal damage, introduction of non-sterile surfaces or pathogen
MEXAHWYECKOFD  HIM  TEPMHYECKOrO0  MOBPEXKACHMA,  BBeAenus | transfer, inflammatory or unintended tissue reaction, electrical shock,
HECTEPWILHEIX NOBEPXHOCTEH, puck MHdHuMpoBanus, Bocnanenne uiM | foreign body or magnetic resonance incompatibility, and property or
HEXXENATebHYIO PEaKMI0 TKaHH, TIOPAXEHHE JNEKTPHYECKHM TOKOM, | environmental damage. Also, unintended harm. extended surgery. or
HECOBMECTHMOCTb _ MHOPOAHOIC TENla WIi#  MATHUTHO-pe3oHaHchyto | altered
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HECOBMECTHMOCTb, MaTCPHaNbHBIA WK 3KONOorHueckuii yuepb. Kpome
TOr0, HENPEAHAMEPCHHOS TMOBPEXKACHHE, YBEIHYCHUE BPEMCHH
XHPYPrHYECKOIO BMEILATENbLCTBA MNH  MIMEHEHHE XHPYPrHYECKOro
MOAXOAA MOTYT CTaTh Pe3y/ibTaToM NpobaeM, CBAAHHLIX ¢ AKTHBALMEH
YCTPOACTBA, KCNONL3OBAHUEM MOBPEKACHHBIX HINACAHIA. BO3ACHCTBHEM
9MEKTPOMArHHTHBIX TOMEX, 3BYKOBOTO WIYMa W3-32 HEAPaBUNLHOIO
NOAKAIOMEHHS, HENPABHNLHOTO HANOXKEHUA paboyeii 4acTH WK NONBITKH
HW3MEHHTbh YCTPOHCTEO.

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.

Ceeaenns o APOA3IBOINRTEIE MEAHITHACKOI0 H3AC/IHA

Information about manufacturer of the medical device

Paspaborunx:
Ethicon Endo-Surgery, Inc. (9Tnxon 2uno-Cepmxepu, Hnk.)
4545 Creek Road, Cincinnati, OH 45242 USA (CILA)

IlpoussoanTENL:
Ethicon Endo-Surgery, LLC (Jtukon 3upo-Cepmxepu, In-31-Ck)
475 Calle C. Guaynabo, Puerto Rico 00969, USA (CIHA)

MecTo NpoH3BOACTBA MEAKITHHCKOrC M3NeHS:

NPA de Mexico S.de R.L.de C.V.

Blvd. Hector Teran Teran, #20662-C,

Col. Murua Oriente, Tijuana, Baja California, CP 22465, Mexico

YnoanomMouennsiii npeacTasuTeNnL Npon3soauTean 8 Pocconn:
000 «Axoticon & xoncoun», 121614, r. Mocksa, yn. Kpbinarckas, a.
17,k.2

Ten. +7 (495) 580-77-77

RA-JNJRU-RZN@ITS.INJ.com

Design Jocation:
Ethicon Endo-Surgery, Inc.
4545 Creek Road, Cincinnati, OH 45242 USA

Manufacturer:
Ethicon Endo-Surgery, LLC
475 Calle C, Guaynabo, Puerto Rico 00969 USA

Mangufacturing site:

NPA De Mexico S. De R.L. De C.V.
Bivd. Hector Terdn Teran, #20662-C,
Col, Murua Oriente,

Tijuana Baja California, MX CP 22465

Authorized representative of the manufacturer in Russia:
Johnson & Johnson LLC,

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

Tel. +7 (495) 580-77-77

RA-INJRU-RZN@ITS.JNJ.com

YenosHg npuMeHEHN

Usage conditions

Bece meanumnckue wagennas HARMONIC® ucnonssyiorcs B ycnoBuax
ONEepPaLMOHHOMN.

All of the HARMONIC® devices are used in the operating room.

[lorenunannunlii BoTpebuTen

Potential consumer

JIaHHBIE MERMUMHCKHE M3/IeNHA NPEAHAIHAYEHB! JAA HCNOAL3OBAHUA
MCIMUMHCKHMH _ paOOTHHKAMM,  MMEIOMIMMH __ COOTBETCTBYIOUYI)

The subject devices are intended to be used by healthcare professionals
having adequate training and familiarity with open and minimally
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Hoxuunust HARMONIC® 1100 co serpoennoit
anapOCOHMYSCKOH PYKOATKOM A0 OTKPHITHIX Y
IHAOCKONMMECKHX ONepaLmit, AnrHa creona 20 ¢M

Hoxurust HARMONIC® 1100 co Berpoetnoit

JaNapoCOHMYCCKOH PYKOATKOM ANA OTKPHITRIX M
IHACCKONAYECKHX onepauHil, AnHHa cTBona 36 oM

O6mas aauHa (A), MM 378,155 537,185
HAuameTtp cTBONA, HOMMHAALHLIH 5 5
pazmep, MM
Bpauienne ctsona, © 360 360
JnuHa naccusHOM Opanius 18.5 18,5
{(ncxpusneHHasn), MM
JAnuHa ne3sua, MM 18,5 18,5
Jnnua cTBONAa, CM 20 36
Jnuna akTHBHOH OpaHIuM, MM 18,5 18,5
ANEpTYpa OTKPLITHR OpaHIuu, MM 14.8 14.8
LLiupuna naccHBHOL Opaniin, MM 2,77 2.77
YactoTa KoneOaHua neIsus, k' 50 50
MakcumansHas aMInTYAa fe3Bus, 71 71
MKM
MakcHMaNbHO AONYCTUMBIH
NHAMETP COCyAa NPH KOAryasaumuy, 7 7
MM
MakcuManbHbIR yron OTKNOHEHHA

46 46
naccuBHO# Opanwy, ©
MakcHManbHas BHIXOAHAR 60 60
MOLIHOCTD, BT
MakcHManbHOE BEIXOJHOE 300 300
HamnpsxkeHHe, B
MaxcHManbHoe CONPOTHBNEHHE 375 375
uenHd, OM
MakcHManbHlit ToX, MA 250 250

Bpems ycranosnenus pabouero

He Sonee 10 cexyna

He 6onee 10 cekynn
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pexuma coraacko MOCT P 50444-
2020
Value
Specifications The HARMONIC® 1100 Shears with The HARMONIC® 1100 Shears with
integrated laparasonic haundle for open and integrated laparasonic handle for open and
endoscopic operations, shaft length 20 cm endoscopic operations, shaft length 36 cm
Overall length (A), mm 378,155 537,185
Shaft diameter, nominal size, mm 5 5
Shaft Rotation, ° 360 360
Length of clamp arm (curved), mm 18.5 18,5
Length of blade, mm 18,5 18,5
Shaft length, cm 20 36
Length of active jaw, mm 18,5 18.5
Arperture of the opening the jaw, 14,8 148 -
mm
Width of the passive jaw, mm 2,77 2,77
Blade frequency, kHz 50 50
Maximum blade amplitude, pm 71 71
Maximum Indicated Vessel Size, 7 7
mm
Maximum deflection angle of the 46 46
clamping jaw, ¢
Maximum output power, W 60 60
Maximum output voltage, V 300 300
Maximum loop resistance, Ohm 375 375
Maximum current, mA 250 250
Operating mode sctiling time Not more than 10 seconds Not more than 10 seconds
according to GOST R 50444-2020
CaeneHns 00 3/1eKTPOMArHHTHOH COBMECTHMOCTH | Information about electromagnetic compatibility

24

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



Ceepenns 00  3/1eKTPOMArHMTHOH COBMECTHMOCTH  YKasaHw AAd
COBMECTHMOrO  w3fenns  «[eHepaTop  3MEKTPOXUPYPrHYecKuii
yabtpassykoroii Gll ana noaxmoyeHHs WHCTPYMEHTOB», TaK Kak
Hoxuuusr HARMONIC® 1100 MOIyT HCHON630BaTHCA TONLKO C HHM.

[lpu ycranoske renepatopa G11 HeoGxonumo cobmoaars ocobbie Meps!
NPeAoCTOPOKHOCTH OTHOCHTENBHO SJEKTPOMArHUTHOH COBMECTUMOCTH
(BMC). YcraHoBKy He0OGXOAHMO NPOBOAUTL ¢ yyeToM HHGopmauuy 00
OMC, npueeaeHHOI B gaHHOM pykosoacTee. [‘eneparop Gl paccuntan
Ha MCNOJIE30BAHKE B 3INEKTPOMAIHHTHBIX CpejaXx. XapaKTECPHCTHKU
KOTOPbEX NPUBOJATCR HHKE.

OcTtopoxno! Y6eaurech, uto renepatop Gl1 HCMONB3YeTCA TONBKO B
Takux cpenax. Cneayer H3beraTs MCIONB3OBAHHR AAHHONO YCTPOIiCTSa
PALOM € ApYTHM 00OpYAOBAHHEM HAW NOMELIATD €10 CBEPXY., NOCKOAbKY
ITO MOXET NPUBECTH K HAPYILEHMAM B paGoTe. Ecau Takoe npHMEHEHUE
HeoOXOANMO, 3TC U apyroe ofGopynoBanue B Tofl Koupurypaumu, B
KOTOPO#H OHN JOMKHB BYAYT HCNOAB30BATLCH, JOKHO HAXOAUTHLCA NOA
nabmozaeHueM Ang obecneyeHHs HOpManbHOH paboTel.

XapaKTepHCTHKA H3MYYEHHA AaHHOrO 00OpPYAOBaHMS MPUroAHbI ANA
MCONB30OBAHMA B MPOMBIMACHHLIX  30HAX W YUYPEKIACHHAX
3apasooxpakenus (CISPR 11 knace A). Ecnau sanxoe obopynosanne
MCNONL3YETCA B XKHIIBIX NOMEIMEHHAX (A8 KoTopbix 00b4HO TpebyeTca
crangapt CISPR 11 wnacc B), BHCOKOYACTOTHLIC KAHANK CBA3H MOTYT
HuiTh HegocTaTOMHO 3auuiensl. Tonsaosareno MoxeT noTpebosarbes

The electromagnetic compatibility information is indicated for
compatible device «Ultrasonic electrosurgical generator G11 for
connecting instruments», as HARMONIC® 1100 is used with it.

The Generator GIl requires special precautions regarding
electromagnetic compatibility (EMC) and must be installed and used in
accordance with

the EMC information provided in this guide. The Generator G11 is
intended for use in the electromagnetic environments specified below.

Caution! Ensure that the Generator Gll is used only in these
environments. Use of this equipment adjacent to or stacked with other
equipment should be avoided because it could result in improper
operations. If such use is necessary, this equipment and the other
equipment should be observed in the

configuration in which it will be used to verify normal operation.
Electromagnetic Emissions

The emissions characteristics of this equipment make it suitable for use
in industrial areas and hospitals (CISPR 11 class A). If it is used in a
residential environment for which (for which CISPR 11 class B is
normally required). this equipment may not offer adequate protection
to radio frequency communication services. The user may need to take
mitigation measures, such as relocating or re-orienting the equipment.

NPHHATL MEPBI TI0 CHWXEHHIO BO3ACHCTBHA, HANPHMED NepeMEIEHNE UK | | Emissions Test Compliance Guidance
NEPEOPHEHTALMIO 000PYBOBAHNUA, RF emissions Group 1 (according to | The Generator Gi1 uses
CISPR 11 IEC 60601-2-2:2009) | RF energy only
Teernt CoorBercrBHe PyxoBoacTso for its internal function.
WICKTPOMATHHTHEIX ‘l‘he;re.fom. its RF
uaTysenuii emissions are very low
Paasonomexn no CISPR | Fpynna | (cornacho 1EC | Fenepatop Gl1 and are not likely to
1 60601-2-2:2009) HCTIOMLIYET cause any interference in
PARHOMACTOTY TOABKO LA nearby electronic
equipment.
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BbINOMIHEHNS BHYTPEHHMX RF emissions Class A The Generator Gil is
(hyHKUMIA. T1oaToMy ero CISPR 11 suitable for use in all
pafnoyacToTHoe establishments other than
n3MlyyeHmne o4eHb cnaboe domestic and those
W BPA4, NN MOXET Co34aTb directly connected to the
Kakue-nmbo nomexm ans public low-voltage
pacnosioXXeHHoro B6m3u power supply network that
3M1EKTPOHHOI 0 supplies buildings
060pyfoBaHus. used for domestic
purposes.
Pagnonomexn no CISPR  Knacc /1 eHepatop 0 11 noaxoaut HARMONIC emissions Class A
11 Ons  MUCnofb3oBaHWA  BO IEC 61000-3-2
BCEX MOMELLEHMAX, Kpome Voltage Complies
XWMbIX, a TaKke B fluctuations/flicker
NMOMELLIEHUAX, Kyfa emissions
Hanpsamyto nogsefeHa IEC 61000-3-3
KOMMYHa/IbHas
HSKOBO/IbTHAS CeTb Immunity Test IFC 60601 Test (?nmpliancc Electromagnelic
SNEKTPONUTaHNA Level l.cvel Environment-
6bITOBOr0 Ha3Ha4YeHms. Guidance
CocraBnsiole Toka ana  Knacc A Electrostatic + 8kV Contact + 8KV Contact  Relative humidity
Harmonic no 1EC 61000- Discharge * ISKVAIr + 15kV Air should be at least
3-2 IBC 61000-4-2 30%.
KonebaHus HanpshXeHus n COOTBeTCByeT FJectr'icaI fast +2kV Of) Power +2kVon Mains power quallty
dnvkep o 1EC 61000-3-3 Transient/ Burst Supply Lines Power Supply sho_uld be that of_a
IEC 61000-4-4 + 1kVon Lines typical commercial or
Input/Output + 1kVon hospital environment.
Lines InpuL'Ouiput
TecT Ha YPOBEHb MPOBEPKYU AneKTpoMarHuT o Lines ) )
yCTORUNBOCTb IEC 60601 COOTBETCTBUS Hble  cpeapl Surge t1kVline{sjito £ lkV Mains power qualitv’
IEC 61000-4-5 line(s) Differential should be that of a
. PYKOBOACTBO + 2kV line(s) to Mode typical commercial or
3nekTpoctatnyec  KoHTakT+ 8 kB £+ 15 KoHTakT+ 8 KB+  OTHOCUTENbHasA earth +2KV hospital environment.
Kvie paspagbl no KB yepe3 Bo3ayx B/TXKHOCTb He Common
IEC 61000-4-2 BO3AYX meHee 30%. Mode
Power Frequency 3 A/m 3 A/m Powver frequency
1laHoceKyHnHble  *+ 2 KB B Lenax * 2 KB B Uenax KayecTso Magnetic Fields magnetic fields should
UMMY/NbCHbIE nutaHus + 1kB B NMUTaHMA £ 1KB B 3N1eKTPONUTaHUs IEC 61000-4-8 be at levels
nomMexu no IEC Lensx BBOAa/BbLIBOAA  LIEMAX [OMKHO GbITb characteristic ofa
61000-4-4 BBOZA/BbIBOAA TaKUM, Kakoe typical location in a

typical commercial or

06bI4HO : ;
hospital environment.

TpebyeTcs Ana
MPOMbILLAEHHBIX
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npeanpusyit i Yoltape Dips 0%Ur05cycle | 0%Ur;0.5 Mains power quality
MEHIHHCKHX IEC 61000-4-11 ]A;s(f ]485(: 9202“5 f\yc‘lleq p fym::l:! be that of i:[
YpeXACHRH. , 180°, 225°, t0°, 48°, pical commercial or
Muxpocexyuanst | + 1 xB ot oznoil ] «B i((a'iecmo 270° and 315° 90°, 1357, hospitat
0% Ur; | cycle 180°, 225, environment Il the
€ HMOIYABCHLIC minnu (Heckonbkix | iuddeperuuanse | SMeKTPONUTARKA and 270°. and 315° | user of the Generatoe
BOMEXH Gonnioi JIHHIIﬁ} K npymri biit pexHM +2 kB DOTDKRO ObITh 70 % U‘l’.‘, 25/30 0% iJT; 1 Gl1 I’unim
anepruu IEC {(apyrum Cranpaprmii TAKUM, KAKOE eycles cycle conlinued operation
61000-4-5 HECKOMLKHM pexiHM oOBMHO Single phase: at 0° | and during power mains
AvHMAM} £ 2 KB ot wpelyerca pma 70 % Ur: interruptions, it is
oAxoH RUHNK APOMBIULNEHHEIX 25/30 eycies recommended that the
(HECKONBKUX NHHAIN) npeanpUATHE 1 Single phase: | Generator GI1 be
K 3cMne MEIUHCKUX At powered from an
uninterruptible power
YUpEXACHUA. supply or a battery.
Maruuruoe none | 3 Al SN MaruuTHbie 034 | | ["G5iiage interruptions | 0% Ur; 2507300 | 0% Ur:
MPOMBILNEHHO npomssunextof IEC 61000-4-11 cyele 250/300 cycle
nacToTH {S0/60 43CTOTH! ROMKHD [ Conducted RFF 3 Vs Portable and mobile
I'a) IEC 61000-4- 66T HA YpOBHE, 3 Vs RF communications
8 THNWYHOM LIS 11:C 61000-4-6 150 kHz to 80 equipment shouki be
ODBIYHOND Milz 6 Vrms used no closer 1o any
FIOMCLLICHHA Ha 6 Vims in ISM f«fﬂ(’-' “}ﬁdwc,mwcs
THIHIHOM « lucluding :
bands than the recommended
TPOMBILACHHOM .
separation distance
NPCAAPUATHH HIH 150 kHz to 80 calculated from the
B MEABLIHHCKOM MHz equation applicable w0
YUpERNCHHH. the frequency of the
TpoBanu 0 % UT, 0.5 unxna 0% UT, 0,5 Kayectao transmitter.
HanpaxeHus, [lpn 0°, 45°, 90°, unkna [pn 0°, MEKTPONUTAHHA Radiated RF 3Vim 3V/m
KpaTkospemeHisl | 135°, 180°, 225°, 45°, 90°, 135°, AomKHO G Recommended
e npepbtaniA W | 270° u 315°0 % UT; | 180°,2255,270° u | Taxum, xakoe IEC 61000-4-3 80 Mz 10 2.7 separation distance:
HIMEHEHHA umknar 70 % UT; |315°0%UT;1 | ofermo Ghz f=12 1P
HanpaxeHnA B0 | 25/30 nuxsos unkna i 70 % UT; | wpebyerca ana
BXOZHMYX MMHHAX | Oanodasusiii: npu 25/30 unknos NPOMBILLTEHHEIX d=12 VP 80 MHz to
anexTponuransa | 0° Oaxnodasuetii: npn | npeanpuaTuii 800 Mz
o
no IEC 61000-4- 0 MEAHUMHCKHX d=2.3 \P 800 MHz
il YUpERACHHIA. 1027 GHz
Ecau
noTpedumenio where P is the
NHTaHHA maximum output
reneparopa G11 power rating of the
HeoGxXonuMO transmittcr in watts
dry HKUMOHHPOBAT {W) according to the
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b HEPEPBLIBHO BO
BpeMA

HapyWeHHHA
noaaqn
HanpKeHKA,
PEKOMEHAYETCA
NOAKITKMATS
reneparop Gl1 k
HCTOYHHKY
Becnepeboiioro
TMATAHHA HAH
AKKYMYASTOPY.
Tepefon 0 % UT; 250/300 0% UT: 250/300
snanpaxenua IEC | umxnos UHKIOB
61000-4-11
KoHaykTHEHEIC 3 B|3B TMopratasksie M
ROMEXH, (cpenwexpanparuyec | (cpeancxmanparuiec | moGubHbie
HaBEICHHbE xoe) Koe) yerpoficTea
PATHOYACTOTHBIM CBAZM,
" ot 150 x'u 20 30 UCTIONB3YOIIHE
anexvpomarnara | MIL PaAHOYACTOTHY,
piMH ronamu [EC AowKHE  ObiTh
61000-4-6 6 B|6B PACTIONONEHH  Ha
(cpeanexsanpaTvyec | (CpeaMeksanpamiiee | woceroguyy,  me
Ko¢) B | x0¢) MEHBUIEM.  Yem
NPOMBIIIICHHOM, PEKOMEHIOBAHHO
HEYYHOM H e PacCTOAHMKE,
MEIHUHHCKOM PacCYuTaHROE NO
AHanaloHax d,opuy”c B

or 150 xl'u a0 80
MI'u

3ABHCHNOCTH  OT
HaCTOTW

nepeaarduka, or
moboii HaCTH

reneparopa Gl1,
Bxmiouan kaGemn.

transmitter
manufacturer and d is
the recommended
separation distance in
meters (m).

Field strengths from
fixed R¥ transmitters,
as determincd by an
clectromagnetic site
survey.ashould be less
than the compliance
level in cach
frequency range.s

Interference may
occur in the vicinity of
equipment macked
with the following
symbol:
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PangovacToTHoe
AICKTPOMATHHTH
oe oone [EC
61000-4-3

3B/
or 80 Mi'u po 2,7
M

3B/

PexoMEenN0BARKO
e paccToanne: d =
12V¥Pd=12p
ot 80 MI'u a0 800
MTud=2,3 VPor
800 MI'u no 2,7
ITh, e P -
MAKCHMANLHAR
HOMMHUTLHAS
BHIXONHAR
MOUTHOCTH
NEPEaaTSAKA B
satrax (B1), no
DAHHRIM
NPON3BOLAKTENR, B
d -
PEKOMEHAOBAHHO
€ paccTosune B
meTpax (M),
Hanpaxeunocte
nona oT
NOCTORHHBIX
NEPERATNKOB,
YCTAHOBMEHHAA B
Xoae MECTHOINo
INEKTPOMArHHTHO
ro
WCCIeAOBAHNAR,
DOSTAHA ObiTh
HisKe ypoBHA
COOTBETCTBAA B
KaxIOM
YACTOTHOM
auanasoxed.
B6ausu
ofopyaoBaHus,
NOMEYEHHOro
CRCAYIOUIRM
CHMBOJIOM, MOTYT
BO3ZHHKATD
TOMEXH:

PannouacToTHOS
IANEKTPOMATHHTHOE
none 1EC 61000-4-
3

3B/
oT 80 MI'u mo
27ITu

3B/

PexoMeHaOBaHHOE
paccrosune: ¢ = 1.2
VPd=12VPor&o
MI'u no 800 MI'x d
= 23 VP ot %00
MIu zo 2,7 Iy,
rae P -
MAKCHMANbHAA
HOMHHANTbHAA
BBEXOHNHAA
MOWIHOCTD
NCPEAATIHKR B
prrax  (Br), mo
DAHHBIN
nPOMIBOANTENA, a d
~ PEKOMCHIOBAHHOE

PACCTOAMAL B
MeTpax (M),
HanpsxeHnsocTs
MOI% oT
NOCTORHHBIX
nepesaT™uKoB,
YCTAHOBACHHAR B
xoae MECTHON
MEKTPOMATHHTHOO
uccaezosaHMAa,
HODKHA ObITe HUXKE
YpoBHA

COOTBETCTBHA B
KOKAOM MACTOTHOM
Ananasoneb.
Bonnay
o0OpyAOBAHNA,
NOMEYSHHOTO
cnexyIoLHM
CHMBOIOM,  MOTYT
BOZHHKATD NOMEXH:

Note: At 80 MHz and 800 MHz, the higher frequency range applies.
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Mpumeuaane: Ha yposuax 80 MI'y w 800 MI'u npumensercs Goaee
BBICOKHIA YaCTOTHHIHA ABANA30H.

Hpameuanne: Ity oblpe peKOMEHAANKH MOTYT ORITh HENpUEMIIEMB! B
HEKOTOPHIX CHTyauHsx. Ha pacnpocTpaderne 30eKTPOMAarHUTHLIX BOJH
OKA3LIBAIOT BAMAHWE NOTAOWEHME W OTPAKEHHE BONH OT 34AHHH,
NPEAMETOB M MORCH.

YacToTH NPOMBILNEHHOrO, HAYYHOI0, MEAHLIMHCKOrO AHANA3oHa MEXAY
150 xI'u # 80 MI"u HaxoasaTcs B npomexyTkax ot 6,765 MI'u ao 6,795
MTI'y; ot 13,553 Mlu ao 13,567 MI'u; ot 26,957 MI'u a0 27,283 MI'y;
ot 40,66 My xo 40,70 MINu.

VPOBHM  COOTBETCTBHS  MACTOT  MPOMBILUICHHOTO,  HAYYHOTO,
MEAMIHHCKOIO A1ana3ona B npoMexytke mexay 150 x'uwn 80 MM u 8
4acToTHOM auanazone or 80 MIy ao 2,7 Mlu paccywrans Ha
YMEHBLUIEHHE BEPOATHOCTH TOFO, 4TO MOOGHIbHLIE/NOPTATUBHLIE
YCTPOICTBA CBA3M, CNy4aliHO TpOHeceHHbie B GONBHUYHBIE Nanavhl,
MOryT Bo13BaTh nomexu. [losromy B dopMmynsl  noacuera
PEKOMEHI0BAaHHOTO PACCTOAHUS AJIS NEPESaTYHKOB B STHX YaCTOTHBIX
Anana3oHax G BKTIOUEH JONONHUTENBHEIH KoadpuumenT 10/3,

PekoMEHAOBAHNBIE  PACCTOSHHS  MEXAY  NOPTATMBHLIM 4 H
MOGHABLHLIMH CPEACTBAMME CBSI3H, HCNOALIYIOMHUME PAAHOUACTOTH,
H reneparopom G11

Feneparop Gl1 npeaHasHaueH A8 MHCNONL30BAHHA MPH  TaKMX
napaMeTpax 3MEeKTPOHHONO MONA OKpYXKaioiliel cpeabl, ApH KOTOPLIX
H3NIYYaeMbie PAJAHOUACTOTHBIE MOMEXU MOXHO KOHTPO/HPOBATS.
[Toxynatens wnu nonssoparens reHepatopa Gl1 moxer npenorspatuts
INEKTPOMaTHHTHLIC MOMEXH, TIOANCPKHBAA MHHUMAJILHOE PACCTOAHHE
MEXKAY NOPTATHBHLIMK W MOOHNLHLIMM CPeICcTBaMH PaZIHOUACTOTHON
cBasM  (nepeaatuukamu) M redeparopom  Gll,  cormacHo
PEKOMEHIOBAHHOMY. B 3ABHCHMOCTHM OT MAKCHMANBHOH BLIXOJAHOM

Note: These guidelines may not apply in all situations.
Electromagnetic propagation is affected by absorption and reflection
from structures, objects and people.

The ISM (industrial, scientific and medical) bands between 150 kHz
and 80 MHz are 6.765 MHz to 6.795 MHz; 13.553 MHz to 13.567
MHz; 26.957 MHz to 27.283 MHz; and 40.66 MHz to 40.70 MHz.

The compliance levels in the ISM frequency bands between 150 kHz
and 80 MHz and in the frequency range 80 MHz to 2.7 GHz are
intended to decrease the likelihood that mobile/portable
communications equipment could cause interference if it is
inadvertently brought into patient areas.

For this reason, an additional factor of 10/3 has been incorporated into
the formulae used in calculating the recommended separation distance
for transmitters in these frequency ranges.

Recommended separation distances between portable and mobile
RF communications equipment and the Generator G11

The Generator G11 is intended for use in an electromagnetic
environment in which radiated RF disturbances are controlled. The
customer or the user of the Generator G11 can help prevent
electromagnetic interference by maintaining a minimum distance
between the portable and mobile

RF communications equipment (transmitters) and the Generator G11
as recommended below, according to the maximum output power of
the communications equipment
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MOLUIROCTH CPERCTE CBA3H.

Onucaune NPHHANACKHOCTEH, METHIHHCKHX W3AeARH UAN H3AeaANTH,
He¢ ABAKKUIRXCH MEAHNMHCKHME, HO NPeXyCMOTPEHHBLIX AnN
HCTIONL30BANHS B KOMOMHALUHA C 3asBJACHHBLIM MEAHMHHCKHM
H3ACIHEM

Key accessories, medical devices or non-medical devices, to be used
in combination with medical device submitted for registration

lenwepatop  anexTpoxwpyprudeckuii,  ynstpassykosod Gil. ¢
NPUHAIUICKHOCTAMH.
Homep perucTpatMoHHOro yaocrorepeqng: ©®C3 2012/11599.

Electrosurgical ultrasonic generator G1 1, with accessories.
Registration number: FSZ 2012/11599.

Ceeaelns 0 /JeKAPCTBEHHBLIX CPEACTBAX BXOJAIIMX B COCTAB
MEARMHHCKOro M3AeJIHs

Information about the medicines inclunded in the medical device

HenprMeHnmo.

Not applicable.

Ceeacnnn o MaTepHajJdax JKHBOTHOM0/MeI0BEY1eCKOro NPORCXOEEeHHA

Information about materials of animal/buman origin

Henpumerumo.

Not applicable.

YciaoBHgE IKCIUTYaTallHd MEAHUHHCKOro Wiaeaus

Operating conditions of the medical device

Temneparypa okpyxaowe## | ot + 10 ao + 30 °C
cpea)
Ors.8na%HOCTH BO3AYXa {(Ge3 | ot 10 % no 85 %
o0pa3zoBaHns KOHJEHCaTa)
ATMoc(epHoe napnexne ot 700 rl1a no 1060 rila

YCIoBHS TPAHCHOPTHPOBKH H XPAHEHHS MEIHIHHCKOI0 H3JCINS

Vcaosua xpanenus™
Temnepatypa oxpyxatoieii | ot - 22 a0 + 30 °C
cpeasl
OtH.BnaxHOCTH BO3ayxa (6e3 | ot 10 % a0 65 %
o0pa3zoBanna KOHAEHCATA)

XpaHuTy B CYXOM MecTe

XpaHuTb BAAIH OT HCTOYHHKOB TEMLNa

Ambient temperature from + 10 to +30 °C
Relative humidity range from 10 % to 85 %
(non-condensing)
Atmospheric pressure from 700 hPa to 1060 hPa
Storage and transportation conditions
Storage conditions*
Ambient temperature from - 22 to + 30 °C
Relative humidity from 10 % to 65 %
Keep Dry
Keep Away from Heat
Transportation conditions**
Ambient temperature from - 22 to + 60 °C
Relative humidity from 10 % to 65 %
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YcaoBUS TPAHCNIOPTHPOBKH **

Temneparypa  oxpyxatoweii | ot - 22 a0 + 60 °C
cpeabl

Orn.enaxHOCT, Bo3Ayxa (Oe3
oOpazoBanna KOHAeHCATa)

ot 10 % 5o 65 %

* Uspenus B ynakosKe U3TOTOBHTENS CleAyeT XPaHHTE Ha CKNaaax
**TpaHcnOpTUPOBATHL H3JENHA CNEAYET TPAHCIIOPTOM BCEX BHAOB B
KPbITbIX TPAHCTIOPTHHIX CPEACTBAX B COOTBETCTBHH C NPaBHNaMu
MEPEBO3KH, ACHCTBYIOIMAMH HA TPAHCNIOPTE AAHHOTO BHAA

* Products in the manufacturer's packaging should be stored in
warehouses

**Products should be transported by all types of transport in covered
vehicles in accordance with the transportation rules in force for this
type of transport

CocTaB YIAKOBKM

Package contents

HHCTPYMEHTBI NOCTABAAIOTCS CTEPHILHBIM H PEIHAZHAYEHb Ui
MCNOAL30BaHUA ¥ 0AHONO nauuenTa. flocne ucnoe308aHHsS HHCTPYMEHT
CNERAYET YTHIIM3UPOBATD.

Komnaexkt nocTaBkH BKIOYAET B ce6a MHCTpYMeHT (6 LIT.) 8 rpynANoBoit
YNAKOBKe H HHCTPYKLIMIO NO NPHMEHEHHIO (1 10T.) mocTagnserca BMecTe
¢ rpyNnoBoif YRaKOBKO.

The instruments are supplied sterile for single patient use. Discard the
instrument after use.

The delivery set contents instrument (6 pcs) in a group package and
instructions for use (1 pc) supplied with the group package.

PacuimdpoBka CHRMBOJOB, HPHMEHSEMBIX NPH MAPKHPOBAHHH
MEAHLHKRCKOTO H3Xe/IUs

Explanation of symbols used in labelling the medical device

CTepunuzonauo ITHACHOKCHAOM

|STEHILE|EOI

Hcnoassosars Ao

Cu. pykoBoacTBo/6yKkner

Sterilized using ethylene oxide

| STERILE| EO|

Use-by Date

Refer to instruction
manual/booklet
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[ToBTOpHOE HCNOAL3OBAHHE
3anpeweHo

Do not re-use

[losTOpHas cTepuansaumna 3anpeuicHa

Do not resterilize

® B

3anpeu1aercn HCNONb30BaTDL, €CJIH
YNaKoBKa NOBPCKACHA

Do not use if package is damaged

Buumanue

Attention

I3

CM. HHCTPYKLHIO MO IPUMEHEHHIO

Consult instructions for use

LOT

Koa naptuun

LOT

Batch code

EC |REP

YNoNHOMOUYEHHBIH NpeACTaBHTE b B
Esponetickom Coobuectse

EC

REP

& only

Buumanune! ®eacpanbHbiM 3aKOHOM
CULIA npojaxa 3toro ycrpoicTsa
pa3peLicHa
TOJbKO JTHIEHIUPOBAHHOMY

Authorized Representative in the
European Community

& only

Caution: Federal law restricts this
device to sale by or on the order
of a licensed healthcare
practitioner
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MPaKTHKYIOWEMY MepaboTHUKY MAH
MO €0 3aKasy Manufacturer/Date of

Manufacture

[Tponssoaurens/Jata H3rOTOBNICHUS
po Upper limit of temperature

Orpauuqeuue BAAXKHOCTH

Packaging unit

Bepxuuii npeaen remnepatypm
m Humidity Limitation
o

Exusnu B ynakoske

WA

REF Catalogue Number

¢ 4
REF Homep no katanory 4l

? Keep dry
!,
? XPaHHTh B CYXOM MECTE ...\\‘(,..
e

-~ Ki from heat
éL\ eep away from hea
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Xpauu‘r b BAAWM OT HCTOYHUKOB TCILIA

No separate hand piece required

OTaenbHas JanapOCOHHYECKaR
PYKOATE He Tpebyercs

VYkasblBaeT Ha TO, YTO MEKTPHYECKOS
H 3neKTpoHHee usaenue (OOH)
COACPKHT TOKCHUHBIE H ONACHBIC
BELLECTBA WK ACMEHTH B
KOHLCHTPALUAX, NPEBLILAKOUIMX
MakcuManbHbie 3Havenus. Hazpanusa
H COAIEPAHHE TOKCHYHBIX K ONaCHHIX
BEWIECTB H/H NEMEHTOB YKa3aHH B
PYKOBOACTBE MO IKCIUTyaTallHH
H3J1EIHA HA KuTalickoMm asbike. Hucno
«5» B 00603HAYEHUH OTHOCHTCA K
CPOKY 6€30NacHOTO ANA oKpyXatoinei
cpels HCNONB3OBAHMA; IOCHE
HCTEYCHHA cpoka DezonacHoro ans
oKpyxatouleii cpeabl HCNOAB3OBAHHS
OHH AOLKHB! OMTH NOMELICHB! B
cucTemy yrunusaunu (o6osnavenne,
npuuatoe B Knraiickod Haponro#
Pecny®auke ana orpasnuenus
COACPXKaHHA ONACHBIX BEIECTB
(RoHS) B anexTpudecknx u
NEKTPOHHBIX M3JEAHAX)

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
“5” 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 Substances (RoHS) in
electrical and electronic
products).

Peel here

Additionally, the labeling may contain signs/symbols that are not
regulated by the established requirements.
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CHATb 38eCh

JlononHUTENBHO  HA  MAPKHPOBKE  MOFYT  MpPUCYTCTBOBATH
3HAKW/CUMBOJIbI, HE PETYIHpYEMbie YCTAHOBICHHBLIMH TpeOOBaHNAMM.

Cpok roanocTH / CPOK IKCNAYATALHH Shelf life / Service life
Cpok roaHoCcTH — 5 1eT. Shelf life - S years.

Hopaaok  OCYUIeCTBICHHS  YTHAW3AUMH H  YHHuToeHHs | Disposal
MEIMIHHECKOrD M3ReAUS
Hexotopsle BHyTpeHHue XOMNOHEHTH HoXHMU HARMONIC® 1100 | Some internal components of the HARMONIC® 1100 Shears
coaepxatT cBUHEN (uMpKoHaT-TMTaxar ceuHua, L(TC). VYrrmusauws | instrument contain Lead (PZT Lead-Zirconate-Titanate). Disposal
OOMKHA OCYUIECTBAATLCA B cOOTBeTCTBMM ¢ TpeGomanuamn M | should be performed according to local requirements and regulations.
NONCKEHUAMR MECTHOFO 3aKOHONATENLCTRA.
Wsfenus, BCTYNAlOLIHE B KOHTAKT C KpoBbO WHIM GHonornueckumu | Products that come into contact with blood and/or biological fluids
KUAKOCTAMM. OTHOCATCA K Kiaccy B meamumuckmx uspeauit 0o | belong to class B medical devices according to the medical waste
xnaccHpMKAUMH MEIHUMHCKHX OTX0n0B B coorBercTBuM ¢ CanlluH | classification SanPin 2.1.3684-21 and may be recycled and / or
2.1.3684-21 u moryt nepepalaTmiBatbes WuAM yTHIM3UpoBaThea B | disposed in accordance with applicable national regulations.
COOTBETCTBHH ¢ IPUMEHUMBIMH HALHOHATIbHbIMY TIPABHIAMH. Unused products (not in contact with blood and/or biological fluids),
Heucnonb3oBanHbie U3Aenna (He BCTYMMBILME B KOHTAXT ¢ Kpossio w/uin | including those with expired shelf life. belong to class A medical
GHONOrHYECKHMH XHAKOCTAMH), BKNIOUAA M3EAMA ¢ UCTEKUIMM cpokom | devices under medical waste classification SanPin 2.1.3684-21 and
XPaHEHWs, OTHOCATCA X KNaCCy A MeIMUMHCKMX uW3fenudi no | may be recycled and/or disposed in accordance with applicable national
KIaccubHKaLMN MEAULIMHCKMX OTX0;10B B cooTeercTBHM ¢ CaullvH | regulations.

2.1.3684-21 n moryr nepepadarbiBaThcs W/MANM YTUAW3IHPOBATECH B
COOTBETCTBHH ¢ NPUMEHUMBIMH HALYHOHANTBHBIMH TIPABUAAMH.
Mepedcut HAUMOHANBHLIX H MEKIYRAPOANmX HopMaTHBHBIX | List of international regulatory documents/standards which the
AOKYMEHTOB/CTAHAAPTOR, KOTOPLIM COOTBETCTBYeT Mexnuuuckoe | medical device complies with

H3aenne
WUanenne coorsercraeyeT TpedosanuaM EN 1SO 13485 Hanenun Device meets requirements EN ISO 13485 Medical device - Quality
MeauumuHckue. CucTeMbl MEHEIDKMEHTa KayecTsa. TpeGosauns o management system — Requirements for regulatory purposes.
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ueneli perynupoBaHua. A full list of applicable standards is available upon request.
Moanwii cnMCOK NPHMEHUMBIX CTAHAAPTOB AOCTYNEH NIO 3aMpocCy.

IlapanTuiigbie 06a3aTEILCTRA Warranty

CapauTHiinbii CpOK XpaHeHWA — MPOW3BOAMTENb TapaHTWpyeT [ A storage warmanty period - the manufacturer guarantees the
COXpAHEHHE CTEPUABHOCTH MPOAYKTA W €r0 MPUroaHocTs Ang | preservation of the sterility of the product and its suitability for the
MCNIONL30BAHKA 110  Ha3HAYEHMIO TNIpH  YcnoBWM  npasunsHoii | intended use, subject to the right transportation and storage within the
TPaHCNOPTHPOBKH H XPAHEHHA B TEYEHHE CPOKA TOAHOCTY, ykasanHoro | shelf life as indicated on the product labelling. Manufacturer is not
Ha JTHKeTKe M3aeaua. TIpoH3BOAUTENL HE HeceT OTBETCTBEHHOCTH 3a | liable for any damage or accidents resulting from improper use, human
nioBoil yuiep6 WK CHTYALMHM, BOSHHKILKE B pe3yNbTaTe HENpaBUabHOTO | error or extemal emergencies. Regarding the product quality, please
HCIIOJIb30BAHKA, YENOBEYECKOH OWHGKN KN BHEIHUX HENPEABHACHHLIM | contact an authorized manufacturer’s representative.

cutyauuiti. o Bonmpocam Kavectsa npoAykuuu ofpawadrecs K
YNIONHOMOYEHHOMY NPEACTABUTENIO NPOH3BOAHTENS.

Pexiamanuga Reclamation

Jins  nosyyewns AomonHMTENnsHONH MHdopmaumuu, ceasannoi ¢ | For additional information related to the use of the medical product,
HCMONL30BAHHEM  MCAMLMHCKOTO M3aenua npocs0a  ceasatbes ¢ | please contact an authorized representative of the manufacturer:

YNIONHOMOYEHHLIM NIPEACTABUTENEM NPOR3BOAKTENA: Johnson & Johnson LLC,
000 «/Ixocon & Jxoucon», 121614, r. Mocksa, ya. Kpsinatckas, 4. | 121614, Moscow, Krylatskaya str., 17/2.
17.x. 2 Tel. +7 (495) 580-77-77
Ten. +7 (495) 580-77-77 RA-INJRU-RZN@ITS.INJ.com
RA-JNJRU-RZN@ITS.JNJ.com
JlaTa BHINYCKA HAH NEPECMOTPa Date of issue or revision
2023 r. 2023 1.
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Hlepecod ¢ aueAUICKO20 RILIKA HQ PVCCRITT AIIK

<Jlorotnn; «IxoHcoH 3ua Jdwoncon MeaTex» {Johnson&Johnson MedTech)>
<Jlororun: «rukou» (Ethicon)>
«Irneon Inao-Cepamnepu. In-In-Cuy
475 Kane C
Tyaituabo, ITy3pro-Puxo 00969 CIIIA

CoraacoraHo

«muKon ugo-Cepiprepy, In-In-Cuy
Opranyzanns

475 Kaane C, I'vaiinabo, [Myspro-Puko 00969 CIIIA
Aapee

bpaitan [oasut

Davnmia, iMx
30 snsapn 2024 200a
Rava JULMM, TTTT
<NOANKCAHO>
oanucs
<Kpyrnas ne4ats: <NoAMNHCaHo>
JIOPEH JIbIOUC <Iliramn: Jlopen Jutone
HOTAPHYC; Horapuyc
LIITAT OFAHO> Ltar Orailo,
Cpok geHcTBHA MOeH THUCHIWU HCTeKaeT
20 noat6pa 2028 rona>

<Haanuce ot pyxw: 30 susaps 2024 200a>

HHeTpyKunA N0 NnpHMeHeHHI0
Ha meguuuncKoe usgeane: «Hoxunusl Harmonic® 1000 co BcTpoeHnod 1anapocoHH4ecKoil PYKOATKOH AR OTKPLITHIX
H SHAOCKONHYECKHX onepauuii, B BAPHAHTAX HCIIOJHEeHUSD
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MepeBop JaHHOTO TEKCTA BbIMOMHEH MEPEBOAUMKOM FALKOBON SHWN ANeKCaHAPOBHO

noannmchb

Poccuiickaa depepaums
["opoa MockBa
Cegbmoro eBpans ABe TbiCAYM fBafLaTb YETBEPTOro roga

7, HOpakosa [uaHa LLleBKeTOBHa, BPEMEHHO WCMONHAIOWAA 0643aHHOCTU HOTapuyca ropoga MocCKBbI
Kopcvik Mapun AnekcaHfpOoBHbI, CBUAETENbCTBYHO NOLMHHOCTL NOANMCY NepeBOAUMKa FALKOBOA SHU

AJeKCaHAPOBHbI.

Mognuck caenaHa B MOEM MPUCYTCTBUN.

JINYHOCTb NOAMMCABLLErO JOKYMEHT YCTaHOB/IEHA.
3aperucTtpuposaHo B peectpe: No 77/2139-H/77-2024-"

YnnayeHo 3a COBepLLUEHWe HOTapuasibHOro aectema: 400 py6. 00 Kon.

MoAMCh ep6oBas neyarb MepboBas neyaTb
HoTapuyca r. MocKBblI HoTapuyca r, MoCKBbI
Kopcnk M.A. Kopcnk M.A.

. L. opakoBa
Bcero npoLwHypoBaHo, NPOHYMepoBaHoO
1 CKpenseHo nevatsto 38 nuct(-a,-0B).

BPWO HoTapuyca: noannmcob

Poccuiickasa defepaLms
"opog MockBa
CenbMoro peBpans Age TbiCAYM ABafLLaTb YETBEPTOro roja

A, KOpakoBa [uaHa LLIeBKeTOBHa, BpeMeHHO/MCMNONHSALWAA 06513aHHOCTM HOoTapuycaTpoaa Moc]
Kopcrk Mapumn AnekcaHpoBHbI, CBUAETENLCTBYIO BEPHOCTb KOMUK € NPeacTa’?reHnorol3H&> kym(

3apernctpuposaHo B peectpe: No 177-2024- ~ -~ ~

YnnayeHoncos”pLueHue b geicteus: 3900 py6. 00 Kon

[poLLHYpOBaHo, MW MepoBaHO
>erneHo neyartbto 38 nncT(-a,-oB).
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