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Instruction for use for Medical device
" Laparosonic Hand Pieces for ultrasonic scalpel " HARMONIC " in various modifications

HARMONIC Hand Piece

3NEKTPOHHAS KONHA 0GOPMAEHA LIEHTPOM HCTIbITAHIA W PETUCTPALIMI MERHLMHCKUX H3ENHIA



Russian text
Moxxanyiicta, BHAMATENIbHO NMPOYTUTE BCHO MH(OPMaLVILO.
HenpaBuibHOe cnefoBaHVe MHCTPYKLUMAM MOXKET MPUBECTU K CEPLE3HBLIM
XUPYPruyeckum nocneacTsuam.
BHyMaHve: HacToAwmii BKNagbIW COAEPXMT WMHCTPYKUMIO MO MPUMeEHe-
HUKO PYKOSITKU NanapoCOHUYECKO 06/1erYeHHON 1 NPOBEPOYHOrO Hako-
HEeYHWNKa. ITOT JOKYMEHT He ABNAETCA PYKOBOACTBOM MO METOAaM XUpYyp-
rMYecKoro BMeLLIaTeNbCTBa.
1 HAVMMEHOBAHMNE MEAVUMHCKOIO U3AENNA (M) N
EFr0 KNACCNPUNKALWA
1. HawumeHoBaHue MW, mogenu nnu BapnaHThbl ucrno.rHeHns M

PyKoATK/ NanapoCoOHMYECKMe K YNbTpasByKOBOMY CKasbnento «lrapmo-
HVK» B BapuaHTax UCMO/HeHUs:

PyKosiTKa nanapocoHnYeckas A1 py4Hol akTvBaLLrv, B COCTaBe:

- PyKosiTka nanapocoHnyeckas f/19 py4HOn akTvBaumv - 1.,

- MpoBEPOYHbIA HAKOHEYHUK - 1 LUT.;

- 3aMoK paboueli Yact - | wr.;

- VIHCTpyKUMs MO NpUMEHeHUIO - | LT,

[lanee MO>XET YNOMUHATBLCA KaK PYyKOATKW, pydHoii mogynb, HAND
PIECE

12.  Knaccugmkauymns M

Knacc noTeHUWansHOro prcka npuMeHeHns MeAnUMHCKOro U3fenns B co-
OTBETCTBUM C HOMEHK/IATYPHOIN KiaccumKaumein MeauLmMHCKNX U3AENIA:
26.

XapakTep MHBa3v: MUHUMASIbHO UHBA3UBHBIA.

Bup, KOHTaKTa ¢ OpraH13Mom YesioBeka: MPAMOI KOHTaKT C MATKUMU TKa-
HAMU, KOCTHbIMU TKAHAMW WK LEHTUHOM.

MpoAoMKMUTENBHOCTL KOHTaKTa: KpaTKoBpeMeHHbI (MeHee 24 u).
KpaTHOCTb NpUMEHEHMS; MHOTOKPaTHOE MPUMEHEHME.

OTHOLLIEHMEe K CTEPUIN3ALLL N: HECTEPUIBHOE, CTEPU/IN3YEMOe.

MprMeHeHMe NCTOYHNKOB 3HEpPrun: akTeBHoe MW

Tun pabouelt yactn: Tun CF (6e3 3awmTbl OT paspsiga Kapauoaedpuopwun-
natopa).
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English text
Please read all information carefully.
Failure to properly follow the instructions may lead to serious surgical conse-
quences.
Important: This package insert is designed to provide instructions for use of the
HARMONIC Hand Piece.
It is not a reference to surgical techniques.

1 MEDICAL DEVICE (MD) NAME AND CLASSIFICATION

1.1. MD name, models or variations of MD

Laparosonic Hand Pieces for ultrasonic scalpel " HARMONIC " in various modi-
fications:

HARMONIC Hand Piece

Hereinafter may be referred to as handles, manual module, HAND PIECE

12. MD classification
Class potential risk of medical device use according to the nomenclature classifi-
cation of medical devices; 11h

Character of invasion: Minimally invasive.

Type of contact with the human: Direct contact with tissue, bone or dentin.
Contact duratio; “limited” (<24-hour duration).

Multiplicity of use: reusable.

Sterilization: non-sterile, sterilizable.

The use of energy sources: active MD.

Type of working part; CF (without cardio defibrillator discharge protection).
Operating mode: continuous.

The degree of protection of the shell of electrical equipment Ifom the penetration
of solid objects and water: IPXO.




PeXxuM paboTbl; NPOAOMKUTENBHBI.
CreneHb 3almTbl 060/104KM 3/1EKTPO06OPYA0BaHMA OT MPOHUKHOBEHUS
TBEPAbIX NpeamMeToB 1 Boabl: 1PXO0.
2. HA3HAUEHVE MEONUNHCKOIO N3OENNA
KOMMOHEHT Y/bTPa3BYKOBON XMPYPrUYecKom CUCTEMbI, NpeaHasHaueHHbIN
[/15 Npeobpa3oBaHnsi BbICOKOYACTOTHOMO 3/1IEKTPUYECKOr0 TOKa C reHepa-
TOpa B Y/NbTPa3BYKOBble KONebaHWs, HEOOXOAVMble 1 pacceueHms MAr-
KMX TKaHel B TeX Cnyyasix, Korga HeobxoAyMo CHU3UTb KPOBOMOTEPHD M
CBECTW K MUHMMYMY TEPMUYECKOE MOBPEXAEHNE TKAHEN.
3. NMOKA3AHUVA W TMPOTUBOMOKA3AHUNA K TMPUMEHE-
HVO M N BOSMOXXHbIE NMOBOYHbIE 3P PEKTHI
3/1.  TNoka3aHus
Moka3zaHbl A1 pacceyeHnss MArKUX TKaHel B TeX Cryyasx, Koraa Heobxo-
AMMO CHU3WUTb KPOBOMOTEPHO M CBECTU K MUHUMYMY TEPMUYECKOe MOoBpe-
XAeHWe TKaHel. JaHHble MHCTPYMEHTbI MOMYT NMPUMEHSATLCA B JONOSIHEHME
WA BMECTO 3/1EKTPOXUPYPTNYECKUX MHCTPYMEHTOB, /1a3epOB U CTa/lbHbIX
CKasibnesen.
3.2.  [NpoTnBonokasaHUA

- He nokasaHbl 45151 nepeceyeHns KOCTEN.

- He npepgHa3HayeHbl 018 3aKpbITUS (Da/u1onNMeBbIX TPY6 B LENsSX

KOHTpaLenuumu.

3.3.  TMo6ouYHble 3thheKTbl
HexenatesibHble NOG0UHbIE 3PMEKTLI Y PUCKM, CBSA3AHHbIE C Y/IbTPa3BYKO-
BbIM/ YCTPOMCTBaMM, BK/IHOYAOT B CebA BEPOSITHOCTb KPOBOTEYEHWS,
TPaBMUPOBaHWS TKaHE MO MPUYMHE MEXAHUYECKOTO WM TepMUYECKOro
MOBPEXAEHWNSA, BBELEHVE HECTEPWU/IbHBIX MOBEPXHOCTEN W/ NePeHOC NaTo-
FeHOB, BOCMAIEHVE WM HeXenaTeNbHyl0 peakuuto TKaHW, MopaXeHue
3NEKTPUYECKMM TOKOM, MarHUTHOPE30HaHCHYH) HECOBMECTUMOCTb WK
HECOBMECTMMOCTb C MHOPOAHBLIMW Tenamu, a TakKe MOBPeXaeHVe UMyLLe-
CTBa WM HaHeCeHVie Bpeda OKpyXKarolein cpefe. Kpome Toro, HenpegHa-
MEPEHHbI YLLep6, yBemMyeHne BpeMeH XMPYPrimyeckoro BMeLLaTesibCcTea
WX U3MEHEHME XUPYPTrUYECKOrO MOAX0M4a MOryT CTaTb pe3y/ibTaToM Mpo-
6r1emM, CBA3aHHbLIX C aKTMBaLUWe YCTPOMNCTBA, NMPUMEHEHUS MOBPEXAEHHBIX
YCTPOWCTB, BO3LAEVCTBUA 3/1EKTPOMArHUTHBLIX MOMEX, 3BYKOBOIO LUyMa U3-
3a HernpasW/bHOM COOPKM, HEMPaBU/IbLHOMO MCMO/Mb30BaHUSA 3aMKa pabouyelt
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2. INTENDED USE OF OPERATION

A component of an ultrasound surgical system designed to convert a high-
frequency electric current from a generator into ultrasonic vibrations necessary
for dissecting soft tissues in cases where it is necessary to reduce blood loss and
minimize thermal damage to tissues.

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

3.  Indications

Indicated for soft tissue incisions when bleeding control and minimal thermal
injury are desired.

The instruments can be used as an adjunct to or substitute for electrosurgery, la-
sers, and steel scalpels.

3.2.  Contraindications

- The instruments are not indicated for incising bone.

- The instruments are not intended for contraceptive tubal occlusion.
3.3.  Adverse effects

Undesirable side effects and risks associated with ultrasonic devices include the
potential for bleeding, tissue injury via mechanical or thermal damage, introduc-
tion of non-sterile smfaces or pathogen transfer, inflammatory or unintended tis-
sue reaction, electrical shock, foreign body or magnetic resonance incompatibil-
ity, and property or environmental damage. Also, unintended harm, extended
surgery, or altered surgical approach may result from issues related to device ac-
tivation, damaged devices, electromagnetic interference, audible noise due to
misassembly, misuse of the torque wrench, or an attempt to alter the device.
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YACTH MM NONLITKA M3MEHUTD YCTPOHCTBO.

4. OBJIACTh NPHMEHEHHSA H NOTEHUHHAJIBHBIE NMO-
TPEBHUTEJIH MH

ObaacTe NPHMEHEHHR: XUPYPrHA:

Huctpymentsi clcrems: Harmonic (BKAIOMAR PYKOSTKH) MOXKHO HCNONb3O-
BaTh B OOLUKX, NAACTHYECKHX, MEAHATPHYECKHX, THHEKONOTHYECKHX, YPO-
JOTHYECKHX OMEepaLHax, ANA BO3ACHCTBHA HA OPTONEARYECKHE CTPYKTYDH
(Taxkue xak NO3BOHOMHHK M CYCTABHAA WIeAb), LI 3aNMaiXH U pacceyeHua
mambaTuuecxux cocyaos, B JIOP (ywn, Hoc, rop;o) onepaupax, BXIIQUAn
ONEPaLHK HA TKAHAX MATKOro Heba, Ha CTPyKTypax poToBOil MONOCTH K HA
POTOTIOTOYHBIX ABIXATEAbHBIX MYTAX, ANA TOPAKANLHOW XHPYPriH, BKIIO-
yas MOOMAM3AUMIO BHYTpeHHel rpyawodi aprepuu (IMA), wau 8 apyrax

4, SCOPE AND POTENTIAL CONSUMERS OF MD

Scope: surgery:

The HARMONIC System instruments (including Handpieces) can be used in
general, plastic, pediatric, gynecologic, urologic, exposure to orthopedic struc-
tures (such as spine and joint space), sealing and transection of lymphatic vessels,
ENT (Ears, Nose, Throat), including tissues of the soft palate, oral structures, and
oropharyngeal airway, thoracic surgery, including mobilization of the Internal
Mammary Artery (IMA), or other open or endoscopic procedures.

OTKPLITBIX HIIH IHAOCKOMUYECKHX onepaituit. Potential consumers of MD:

Iorennsanbnsie norpelurenn: Qualified Surgeons.

Ksanupnumuposantsie Bpasii-XHpypry.

4.1. Ycaosan npumenesns/sxcnayavanan MH 4.1. Use/operation conditions of MD

| Yeaonms xcRayaranun tion conditions
BRaxHOCTb ot 10 % 20 85 % Humidity 10% t0 85 %
Temnepatypa ot + 10 °C no + 30 °C Temperature +10 °C to +30 °C
Jlasneune ot 700 rll1a no 1060 rlla Pressure 700 hPa to 1060 hPa

S, ONMHUCAHUE OCHOBHBIX ®YHKUHHOHAJIBHBIX 3JJE-
MEHTOB ¥ NPHHLUHIIA PABOTHBI MH

5.1. O6mee onucanne MM

PyxosTka COAEPKHT 3BYKOBO#H npeobpasoBarens, Koropmii npeobpasyer
INEKTPHYECKYIO IHEPriIO, MOAABAEMYIO OT TEHEPATOPa, B MEXaHNYEeCKOoe
asuxenne. [Ipeobpasosarens MPHCOSAMHEH K YALTPA3BYKOBOMY NpPOBOA-
HHUKY/yCHANTENIO, KOTOPLIH yCUAHBACT OBHXEHHE, CO3aaBaeMoe npeobpa-
30BATENEM, H NEPEAIET €10 HA KOHUEBOH pabounii HHCTPYMEHT.
Mexansyeckoe ABWKEHHE OT 3BYKOBOTO MpPeoOpA3OBATENA NEPexXOaHT Ha
KOHUEBOH pabounii MHCTpYMEHT, mepenasas BHLICOKOMACTOTHYIO YAbTpa-
3BYKOBYIO JHEPIWIO, KOTOpas obecneumsaer reMocTaThyeckuii paspes
1W/BAH KOArynsuUHIO TKaHedi.

Onucanne yCTpoicTsa

s. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS AND
PRINCIPLE OF OPERATION OF MD

§.1. General description of MD

The hand piece contains an acoustic transducer that converts the electrical energy
supplied by the generator 10 mechanical motion. The transducer is connected to
an ultrasonic wave guide/amplifier which amplifies the motion produced by the
transducer and relays it to the end effector.

The mechanical motion from the acoustic amplifier advances to the end effector,
transmitting high frequency ultrasonic energy which enables hemostatic cutting
and/or coagulation of tissue.

Device Description
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PyKOAITKa NlanapoCoHMYecKas Ans pyyHor akTvBauum npegHasHaveHa s
npeobpa3oBaHUA 3/1EKTPO3HEPr M COBMECTMMOTO reHeparopa Harmonic B
MexaHUYeCcKoe [BVXKEHME /1e3BUS UHCTPYMeHTa. PYKOATKa nanapocoHuye-
CKasi ANa PYYHON akTmBaummn npefHasHayeHa UCKMUNTENbHO 41 NpyMe-
HEHVsi C COBMECTMMbIM reHepaTopoM Harmonic. PykosiTka nanapocoHuye-
CKasi 419 py4YHOM aKTMBaLymn NMOCTOSAHHO NMPUCOeAMHEHA K LUHYPY, NMOAK/IHO-
4aeMOMY K MepeaHelt NaHenu reHeparopa.

PyKosiTKa NanapocoHNYecKas ANs PyYHOW akTuBauun ABNSETCA WHCTPY-
MEHTOM MHOropas3oBOro MPUMEHEHMSI C OrpaHUYeHHbIM CPOKOM C/Ty>KObl.
PyKosATKa 11anapoCcoHMYeckas ATA PYYHON aKTuBauyn CHabXKeHa CYHETYM-
KOM, OrpaH/yMBatoLLIMM CPOK ero ciy>kobl 95 npoueaypamu. Mo 3asepLue-
HuM 95 npoueayp reHepaTop Bbl4acT OLIMOKY PYKOSTKM NlanapoCOHWYe-
CKOW [/19 py4HOM aKTvBauun. KonmyecTBO akTvBaumii B TeYeHWe OfHOM
MpoLeaypbl He OrpaHMYeHo, M CUETUMK He YYTET mpouedypy 4O Tex nop,
noKa PyKOSITKa NanapoCOHMYECKas AN PYYHON akTuBauuM He OyaeT oT-
KNtOYeHa OT reHeparopa Win reHepaTtop He OyAeT OTKMOYEH OT ceTn. Ko-
NINYECTBO OCTABLUMXCS NPOLEAYP BbICBEUMBAETCA Ha AMCM/Iee reHeparTopa B
MOMEHT MOAK/KOYEHNS NUTaHWS B C/lydae NPorpaMMHOro obecreveHuns re-
Hepatopa 1.09 1 yepe3 pexkum Bio Medical Mode (BME) B cnyyae npefbl-
AYLMX BEPCUIA NPOrpamMMHOro obecrneyeHmns reHepaTopa.

MpumveyaHue; MeHepatop nepesoguTcs B pexxkum BME nyTém opHoBpe-
MEHHOI0 HaXKaTua Ha KHOMKN OxkufaHve 1 YPoBeHb MOLLHOCTU CO CTpen-
KO/ BHM3 B MOMEHT BK/IOYEHMSI MUTaHWs reHepatopa (Mpopomkaiite
HaXKMMaTb Ha 06e KHOMKM, MoKa Noc/ef0BaTe/IbHOCTb BK/IKOUEHUS NMUTaHWA
He OyfeT 3aBepLUeHa).

PyKosiTKa NanapoCoHMYecKas A1 pyYHOM aKTUBaLMy MoCTaBnseTcs B 0f-
HOI YNakoBKe C 3aMKOM paboueil YaCTh M MPOBEPOYHbIM HAKOHEYHUKOM.
3amoK pabouyelt YacTh MPUMEHSIETCA 419 (IMKCaUMK Ne3BUIA MHCTPYMEHTOB
Ha PYKOSTKe /lanapoCOHNYECKON [1 pyYHOM akTuBaummn. PykosiTKa nana-
POCOHMYECKaA /11 PYYHOIN aKT1BaLmMK, 3aMOK paboyein YacTu 1 NpoBepouy-
Hbl HAKOHEYHWUK YNaKOBbIBAKOTCS HECTEPU/IbHBIMU U LOMKHbI Nepes npu-
MEHEHMEM CTepuIN30BaTbCA COMMIACHO COOTBETCTBYHOLUMM BK/IAAbILLAM.
Mepen nNpUMeHeHVWEM [aHHbIX WHCTPYMEHTOB O3HAKOMbTECH C PYKOBOA-
CTBOM M0 3KCr/lyaTtauuy COBMECTMMOrO reHepartopa Harmonic.

5.2. NMHCTPYKLUA NO NPUMEHEHNIO

Mepeq 1CMONb30BaHWEM MHCTPYMeHTa ybeauTech B COBMECTMMOCTM BCEX
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The Hand Piece is designed to convert electrical energy from a compatible
HARMONIC Generator to mechanical motion for the instrument blades. This
Hand Piece is intended for use with a compatible HARMONIC Generator.

The Hand Piece is permanently attached to a cord which connects to the front of
the Generator.

The Hand Piece is a re-useable instrument with a limited service life. The Hand
Piece is programmed with a counter to limit the serv'ice life to 95 procedures. The
generator will give a Hand Piece error after 95 procedures are completed. The
number of activations during -a procedme is not limited, and the counter will not
log a procedure until the Hand Piece is unplugged from the generator or the gen-
erator is powered down. The number of remaining procedures is indicated on the
display of the generator during power up with the generator software 1.09 and via
Bio Medical Mode (BME) with the prior versions of generator software.

Note; The generator is placed in BME mode by depressing the Standby and Pow-
er Level Down Arrow buttons simultaneously while powering up the generator.
(Hold down both buttons until power-up sequence is completed).

The Hand Piece is packaged with a Blade Wrench and Test Tip. The Blade
Wrench is used to secure instrument blades to the Hand Piece. The Hand Piece,
Blade Wrench, and Test Tip are packaged non-sterile and must be sterilized per
their insert instructions prior to use. Refer to a compatible HARMONIC Genera-
tor User Manual before using these instruments.

5.2. Instructions for Use
Verify compatibility of all instruments and accessories prior to using the instru-
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UHCTPYMEHTOB # NpHHaRAexHocTeld (cM. Tipeaocvepexenus w mepwl

NPeaoCTOPOXHOCTH).

1. Tiepea npumeHeHHeM CHUMHTE H YAQNHTE B OTXOALI 3AUIMTHOE MMOKPbl-
THE NOBEPXHOCTH, K KOTOPOH MOHTHPYETCH J1e3BHE.

2. [lepea nepsbiM npUMeHEHHEM OYHCTHTE M CTEPHANU3YiiTE PYUHOIl MO-
AyNb B COOTBETCTBHM C PEKOMEHIOBAHHBIMH WHCTPYKUHAMH 1O NO-
BTOPHOi1 06paboTxe, npeacTaBreHHbIMH B JAHHOM BKJIANBILIE.

Tepen xaxawM HCTIONL3OBAHHEM BH3YAIBHO OCMATPHBAATE PYYHOR MO-

AYNb HA NpeIMET NOBPeXAEHUii, KOTOPble MOTIH BO3HHKHYTH Mpu olpa-

WEHWH 1 OYHCTKE, H ybezurech, uTo NpHOOP GYyHKUHOHMPYET AOMKHBIM

0o0pa3oM M He HYXKIAETCA B TEXHHYECKOM OOCTYXKHBAHHH WAN PEMOHTE.

Hrdopmauns no Bu3yansHoi nposepke npeacrarnena s paszaene [posep-

Ka,

ment (refer to Warnings and Precautions).

1. Prior to use, remove and discard the protective cover over the Blade
Mount Surface.

2. Before imtial use, clean and sterilize the Hand Piece as per recommended
Instructions for Reprocessing included in this insert.

3. 3. Prior to each use, visually inspect the Hand Piece for damage that may
have occurred during handling and cleaning, and verify that the instru-
ment functions properly and is not in need of maintenance or repair. Refer
to Inspection section for details of the visual inspection.

53. Tloaxmwoaeuue pydyHOro MOAYAR

CM. pyKkoBOACTBO RONB3OBATENSA CHCTEMBI COBMECTHMOrO TIeHEpaTopa
HARMONIC oTHOCHTENBHO MHCTPYKIKIH 110 NOAKMIOYEHHIO PYMHOFO MO-
RYJIA ¥ IKCIJIYATAUHN CHCTEMBI.

53. Hand Piece Attachment
Refer to a compatible HARMONIC Generator User Manual for Hand Piece at-
tachment and system operation instructions.

54. Bo3MOXHOCTL R METOALI HHTErPAUNH € APYTHMH MEXHIHHCKH-
MH H3AeNRSMYH

PyxoaTxn npeaHasHavieHb! VIS NPHMEHEHHS C COBMECTHMBIM TeHEPaTOPOM
HARMONIC:

- [eneparop anexTpoxupypruaeckuii, yasrpassykosoii Gl (PY N ®C3
2012/11599)

Pyxosmxa ucnoasiyemca emecme c uncmpymenmamu HARMONIC:

54. The possibility and ways of integrating with other medical devices
Handles are designed for use with a compatible HARMONIC generator:

- GEN11 Generator (Registration certificate Ne ©C3 2012/11599)

Handle used with HARMONIC tools:

HBCOS5 oaryn mapuxosbfi. S mma X 31 cm
HC325 Tzornyreill, 5 MM, S MM X 32 o
HDHOS Jessue kprouok mecekinortioe Harmonie, quamerp 3 mm, anmiia 32 cM

WAVEI18S  [Hoxnwus Harmonic Wave

fIBCO5  [Ball Coagulator, 5mm x 3lcm
HC325 Curved, Smm, Smm x 32cm
HDHOS  PDissccting Hook, Smm x 32¢m

[WAVEI8S JIARMONIC Wave

ACEI4S AITHLILE 51301 C, aKCHANLHAS PYKOATKE, 5 MM X 14 cM
ACE23E, . 2 ACEN4S  [Curved Shear, Scissor Handle, Smm x 14cm
ACE23) TomHUIN HIOTHYTHIE ¢ IPIOHOMIUNON pyKoATKoH, 5 MM X 23 cM ACE23E -

YOI a1 [Curved Shears with Frgonomic Haadle, 5mim x 23cm
ACE36E, ACE23)
ACE36J 1ML HIOHY ThiS C IPrOROMHIHON PYKOSTROH, 5 MM X 36 oM ACEIGE
ACE23P JORHIIA WIOTRYTHIC, 5 MM X 23 oM | pausoRAUTOBaRNBE] ACE3e)  [Curved Shears with Ergonomic Handle, 5mm x 36em
ACE36P &mnm H3OUHYTHIE, 5 MM X 36 ¢M | paustonanirsosannic| ACE23P  [Curved Shears, Smm x 23cm [Rationalized!

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




ACE45E HOXHWLbl N30THYTble C 3pFOHOMUYHOW PYKOATKOW, 5 MM X 45 cm ACE36P

PIroXKHWLIbI Haimonic ACE+ c TexHonoruemn afjantaumMm K TKaHAM [On1a ACE45E

HAR36 o
LUKPbITBIX M 9HAOCKOMMYECKNX OnepaLuii, AlliHa CTBONA 36 CM
HoxHuubl Harmonic ACE+ ¢ TexHonoruei agagraumMm K TKaHsm Ans HAR36
ILARZ3 o
OTKPbITBIX W -LA0CKOMNMYECKMX OMepaLuii, AinMHa cTaona 23 cm HAR23
HoxHuubl Harmonic ACE+7 ¢ ¢hyHKUWen yCOBEPLIEHCTBOBAaHHOIO FeMo-
HARH23 o HARH23
cTaTa i1 OTKPbITbIX U 3HAOCKOMUYECKMX onepauuii, AinHa cTBona 23¢M

HARH36

HARH45

HoxHuubl Haimonic ACE+7 ¢ (hyHKLMeld yCOBEpLLIEHCTBOBAHHOMO FeMO
cTasa 4719 OTKPbITbIX ¥ 3HAOCKOMNMYECKMX Onepauunii, AnnHa cTeona 36 cMm FLARIL36
HoxHuubl Harmonic ACE+7 ¢ hyHKUWel YCOBEPLUEHCTBOBAHHOIO remo-
cTasa 1LLH oTK~pbITbIX 1 3HAOCKONUYECKMX OneparLyii, 4aMHa cTBona 45 cm

HARH45

Cui-ved Shears. 5mm x 36cm [Rationalized]

Curved Shears with ETgonomic Handle, 5mm x 45cm

HARMONIC ACE Eaparoscopic 5mm x 36¢cm, Adaptive Tissue Technology
HARMONIC ACE Laparoscopic 5mm x 23cm, Adaptive Tissue Technology

HARMONIC ACE*+7, 5mmx23cm Diameter Shears with Advanced Hemo-
stasis

HARMONIC ACE*+7, 5mmx36cm Diameter Shears with Advanced Hemo-
stasis

HARMONIC ACE*+7, 5mmx45cm Diameter Shears with Advanced Hemo-
stasis

55. TexHuyeckune xapaktepuctukm MW / Technical characteristics of MD

Xapakrepucavka / Characteristic

Bug nutaHua / Type of power

HanpspkeHve, makc. B/ Voltage, max. V
HomuHanbHbIM TOK, Makc. MA / Nominal current,
max. mA

Uactota BxogHoro Toka, KI'y / Input current
frequency, kHz

BbixogHas molUHOCTb, Makc. BT [/ Output power,
max. W

[viana3oH 4acToT (napameTp y/bTpassyka), Iy /
Frequencies (Ultrasonic Output), Hz
ConpoTumeneHue, Om / Impedance, Ohm

3aniac no ¢hase, 'y / Phase margin, Hz
DneKTpryeckas emkocTb, HP / Capacitance, nF

Macca nzgenms, 1/ Weight, ¢

[Jviametp, mv / Diameter, mm
[JnvHa, mm / Length, mm

[Jviametp, mm/ Diameter, mm
[JnvHa, mm / Length, mm
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3HaveHune / Value

PykosiTKa nanapocoHuyeckast ans pyyHoid akTveaiim / HARMONIC Hand Piece

Ot reHepartopafrom the generator
150

400

555+3

55500 + 3000

11,0-45,4
146,56-268
2,0-5,0
MeHee/ less thmi 100
(6e3 kabens / without cable)

rabapuTbl pykosTky / Hand pieces dimensions

24,89 + 0,51
133,35+ 12,7

Kabenb/LwHyp nuTanmsa / Cable/power cord <

445+0.13
3166,87+ 15253



OnameTp, mm / Diameter, mm .t8,10+£0,254

OnvHa, MM/ Length, mm 58,17 £0,51
MabapuTbl NpoBepoyHOro HakoHeuyHnka /Dimensions o fthe test tip

OunameTp, mm / Diameter, mm 6..35 (+0,0.7/ -0,08)

OnvHa, MM/ Length, mm 43,82 +£0,08
5.6. OnucaHue cocTaBHbIX Yacten MU 5.6.  Description of MD parts
PyKOsiTKa lanapoCoHMNYecKas ans py4HoM akTuBaLmm HARMONIC Hand Piece
OCHOBHbIe 3NeMEHTbI: Main elements;

jih

1 MpoBepOYHbI HAKOHEYHWK

2. 3aMOK paboyeit Yactu 1 Test lip

3. PykosTka 2. Blade Wrench

4. TloBEPXHOCTb, K KOTOPOIA MOHTMPYETCS Ne3Bue 3. Hand Piece

3amoK paboueii YacT MPUMEHSIETCS A5 (hMKCaLmMmM ne3Buid MHCTpymeHToB 4. Blade Mount Surface

Ha PYKOSTKe. ‘The Blade Wrench is used to secure instrument blades to the Hand Piece.

6. MEPEYEHb 1 OMNCAHVE MATEPA/IOB M 6. LIST AND DESCRIPTION OF MD MATERIALS

Kabenb assembly: Cable assembly:

MoKpbITUE 4N15 PYKOATKM Kabens; nonm(napa-kennmneH) Paiydene N Coating for Handpiece Cable Assembly; poly(para-xylylene) Parylene N

BBog KabesibHOro 3aKnma aons PYKOATKM, Monmanmve-  Strain Relief Overmold for Handpiece; Polydimethyl/methylvinylsiloxane elas-
TMn/MeTUNBUHUNCUIOKCaH 3nacTtomep NuSil MED-4950 tomer NuSil MED-4950

3arnyuika/knanaH; cnias AmomuHng 6061-T6 ASTM B209 End Cap; Aluminum 6061-T6 ASTM B209

MokpbiTe 3arnyLiku/knanaHa;, Mokpbitve xpomoBoe Metallic Chromium End Cap - Coating; Metallic Chromium Coating Metallic Chromium (99.0%
(99.0% Xpoma 1 Kucnopoga) Chromium and Oxygen)
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nnn

MokpbITre xpomosoe Chromium Coating / HEEF 25 R (500)

Komnpeccop: cnnas AntomnHma 6061-T6 ASTM B209

KoHHekTop: MonungeHuncynsgoH LNP Kpacutens RADEL R-5800 GYO-
732-2762-000-735

Kopnyc:

3aWyTHBIA KOHYC, HocoBasi Yactb - MIME; Cnnas AntoMuHunsa 7075
ASTM B211

MOKpbITME 3aLLUMTHOrO KOHyca, HocoBow YacT - MIME - TlokpbITve Me-
Tannmyeckoe xpomosoe Metallic Chromium (99.0% Xpoma 1 Kucnopoga)
nnm

MokpbiTne xpomosoe Chromium Coating / HEEF 25 R (500)

CpepfHsas yactb Kopnyca MIME; cnnias Aluminmn 6061-T6 ASTM B209
MokpbiTve CpegHas uacTb kopriyca MIME; TMoKpbiTue MeTanmyeckoe
xpomoBoe Metallic Chromium (99.0% Xpoma 1 Kucnopoga)

nnm

MokpbITrie xpomosoe Chromium Coating / HEEF 25 R (500)

OJAHHBIE O MAPKNPOBKE MU U EI'O >T1AKOBKE

3HayeHnsi CMMBO/IOB, KOTOpbIE MOTYT ObITb YKa3aHbl Ha YraKOBKe.

REF  Howmep no karanory
/éﬂ!%\ He ctepunsHO
CE 3HaK cooTBeTCTBMA B EBpOneiickom Corose™
Ona  nonyyeHns  uHopMauys Mo 6e30MacHOCTM  CM.  PYKOBOZ-
CTBO/GPOLLIOPY MO N VIMEHEHUIO
w1 lMpownssoauTens
Jara npoussoacTsa
JIr- T
e.Mne; HOe OrpaHuyeHvie
HCA paryp P
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Alternative” A [
End Cap - Coating; Metallic Chromium Coating Metallic Chromium.
Compressor: Aluminum 6061-T6 ASTM B209

Connector: Polyphenylsulfone LNP ColorComp RADEL R-5800 GYO-732-
2762-000-735

Body assembly:

NOSE CONE - MIME; Aluminum alloy 7075 ASTM B211

NOSE CONE - MIME - Coating; Metallic Chromium Coating Metallic Chromi-
um (99.0% Chromium and Oxygen)

Alternative;

NOSE CONE - MIME - Coating; Metallic Chromium Coating Metallic Chromi-
um

MID HOUSING - MIME; Aluminum 6061-T6 ASTM B209

MID HOUSING - MIME - Coating; Metallic Chromium Coating Metallic
Chromium (99.0% Chromium and Oxygen)

Alternative;

MID HOUSING - MIME - Coating; Metallic Chromium Coating Metallic
Chromium

7. DATA ABOUT LABELING OF MD AND ITS PACKAGING

Interpretation of symbols used on the package.

RE-  Catalogue number
1
Non-sterile
/rmtuex
CeE European Conformity™

Refer to Instruction Manual/Booklet for Infor ation Related to Safety

b

Manufacturer

date of manufacture

Temperature Limit
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USA REP

t
A

OrpaHunyeHVie BaykHOCTU

YNOoMHOMOYEHHbI NpeacTaBuTeNb B EBponelickom CoobLLECTBe

YNOMHOMOYEHHbIN NpeacTasuTenb B CLLIA

DNEKTPUYECKOE W 3MIEKTPOHHOE 060pyA0BaHMe. Bo3Bpallaiite OT.Xogpbl
B cucTeMy cbopa Wi Ha MpeanpusaTys Mo nepepaboTke 1 yTUamM3aLmmn
orxoaoB. MpumeHsietcs B EC. Crefyiite MHCTPYKUMSM MO 06e33apa-
XVIBHVIKO Mepez BO3BPALLEHVEM OTXOL0B

BHvaHve! depfepanbHbii 3akoH CLLIA paspeluaeT npogaxy 3Toro
YCTPOIACTBA TO/bKO Bpadam Win Mo 3aKasy Bpaveii™

KonnuecTtso v3aennii

CepuiAHbIiA Homep

Cootsetctaue PCT

YKa3blBaeT, YTO 3MEKTPUYECKUIA 1 3NeKTPOHHbIM npoaykT (EEP) co-
JEPKUT TOKCUYHbIE 1 OMacHble BELLECTBA WK 3/1eMeHTbI, KOHLEHTpa-
LM KOTOPbIX MPEeBbILLAET MaKCMasbHble 3HaueHWs, onpederieHHble
BbilLle. HasBaHWA ¥ CofepXKaHyie TOKCUYHBIX M OMacHbIX BELLECTB MM
3M1EMEHTOB MPWBEAEHbI B MHCTPYKLUMM K MPogyKTy'. Yncno «10» B cum-
BOJIE YKa3bIBaeT Ha Nepuog, SKOOMMYHOIO MCTO/b30BaHWS, M0 UCTeYe-
HAVM KOTOPOTO BELLECTBA W 3M1eMeHTbl HeOOXOAYMO OTMPaBUTb B CU-
cTeMy nepepaboTku (1cronb3yemblid B Kuaiickoin HapogHoii Pecry6-
JIMKe CYMBO/ OrpaHUYeHNs COAepXKaHVA BpeHbIX BELLECTB B 3/IeKTpY-
UECKVMX 1 3IEKTPOHHbBIX MPOAYKTax). *

Xpynkoe. OcTopoxHo!
Bepx. YKasbIBaeT npasu/isHOE BePTUKa/IbHOE MOJOXEHVE.

OcTopoxHO! O6paTUTECh K UHCTPYKLN 10 MPUMEHEHNIO

1 Vo
Humidity Limitation

Mo
1ec | rei>

USA REP

X

5¢ Ony

SN

%

\
A

Autliorized Representative in the European Community
Authorized Representative in the United States

Electrical and electronic equipment. Return waste to a collection system
or treatment and recycling facilities. Applicable in the EU. Follow de-
contamination instnictions before returning waste.

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

Unit Quantity

Serial number

«PCT» Compliance Symbol

Indicates tliat the Electrical and Electronic Product (EEP) contains toxic
and hazardotis substances or elements over the defined maximum con-
centration values defined above. The names and content of the toxic and
hazardous substances or elements shall be provided in the product in-
stniction manual. Tlie nmnber “10” in the symbol refers to the environ-
ment friendly use period; afler their invironmentfriendly'use period ex-
pires, they shall be put into the recycling system (People’s Republic ol
China symbol for Restriction of Hazardous Substances (RoHS) in elec-
trical and elecnonic products). *

Fragile. Caution!
This way up.

Caution! Refer to the instructions for use

'- packaging and labelling o fmedical devices may not contain noted symbols

* . yNaKoBKa W MapKuMpoBKa MeAMLMHCKOro u3fenusi MO>XK'eT He copep-
XX'aTb OTMEYEHHbIE CUMBO/bI

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



7.1. dopma nocTaBKM

PyKOATKa C 3aLLMTHBLIM KO/Na4YKoM, 3aMOK paboyeit YacTu v NpoBePOYHbIiA
HaKOHEYHMK HaxofaTca B 3anasHHOM [MakeTe, KOTOPblA BMeCTe C
WHCTPYKUMEN MO MPUMEHEHUIO (Hannuve MYNbTUIMHIBAIbHOW WMHCTPYK-
LMW MPOM3BOAUTENS - OMUMOHaIbHO) MOMELLAOTCA B MOTPEOMTENBCKYHO
ynakoBKy. Ha noTpebuTensCKyt0 YMNakoBKY MPUK/IEeHa WHCTPYKUMA MO
MPYMEHEHNIO Ha PYCCKOM A3blKe (B (oopMe OyKneTa).

PyKosITKa MOCTaBNSETCA HecTepubHOW. CTepuin3oBaTb Mepes UCrosb3o-
BaHVIEM.

8. MEPEYEHb MATEPUNANOB XMNBOTHOIO U (UN) YE-
JTOBEYECKOI'O NMPONCXOXAEHWNA

HenpumMeHnmo. [JaHHOe MeAWLMHCKOe M3Lenne He COLePXWUT Mmatepuasbl
YXMBOTHOTO U (LL11) YeN0BEYECKOI O MPOUCXOXAEHNS.
9. MEPEYEHb CTAHOAPTOB

EN I1SO 13485, EN I1SO 14971, EN ISO 15223-1, EN 1041, EN 60601-1,
EN 60601-1-2, EN 60601-1-6, EN |EC 60601-2-2, EN 62366-1, EN 50419,
EN 50581, EN 62321-1, EN ISO 17664

10. TPEBOBAHUA BE3OIMNACHOCTU N SPPEKTVBHOCTU

M

Kcnonb3yemble cTaHAapTHble 0603HAYEHNS

Vcnonb3osaHue nometok «OCTOPOXXHO!», «BHUMaHue!» u «[pumeya-
HWe»

WHhopMaups, oTHOCALLAACS K 6e30MacHOMY W TLIATEIbHOMY BbIMO/IHEHNIO
3afauun, credyeT 3a coobuieHusmMm ¢ hopMynmpoBkoi «OCTOPOXXHO!»,
«BHUMaHMe!» 1 «pumedaHune». 3T COOOLLIEHUS BCTPEYaroTCA BO BCEW
[LOKyMeHTauun. X cnepyeTt npoyecTb, Npexae YeM NepexoguTb K crefy-
tOLLIEMY [IeMCTBUIO B TEKYLLEW NpoLeaype.

OCTOPOXXHO! dopmynuposka «OCTOPOXXHO!», ykasbIlBaeT Ha npoLie-
Aypbl MO 3KCNayaTaumun Uin 06CNYXXMBaHWIO, METOAbI WK YCMOBUS, He-
BHMMaTe/IbHOE BbINOSIHEHWE KOTOPbIX MOXET MPMBECTU K TpaBme Win fie-
Ta/lbHOMY UCXOfy.

BHumaHve! ®opmynunpoBka «BHMMaHMel» yKasbiBaeT Ha Mnpouesypbl Mo
aKcnnyatauum WM 06CNy)XKMBaHUKO, METOAbI WK YCOBUSA, HEBHUMATE 1b-
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7.1 How supplied

A Hand Piece with a protective cap, a blade wrench and a test tip are located in a
sealed bag, which, together with instructions for use (the presence of multilingual
manufacturer instmction - optional), are placed in a consumer packaging.
Instructions for use in Russian are glued onto consumer packaging (in the form
of a booklet).

The HARMONIC Hand Piece is supplied non-sterile. Sterilize prior to use.

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

9. LIST OF APPLICABLE STANDARDS

EN ISO 13485, EN 1SO 14971, EN ISO 15223-1, EN 1041, EN 60601-1, EN
60601-1-2, EN 60601-1-6, EN IEC 60601-2-2, EN 62366-1, EN 50419, EN
50581, EN 62321-1, EN 1SO 17664

10. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Standard Conventions Used i

The use of a WARNING, a Caution or a Note statement

Information relative to the completion of a task in a safe and thorough manner
will be supplied in the form of a WARNING, Caution or a Note statement. These
statements are found throughout the documentation. These statements should be
read before continuing to the next step in a procedure.

WARNING; A wanting statement indicates an operating or maintenance proce-
dure, practice, or condition that if not strictly observed could result in a personal
injury or loss of life.

Caution: A Caution statement indicates an operating, or maintenance procedure,
practice, or condition that, if not strictly observed, could result in damage to or
destruction of the equipment.

Note: A Note statement indicates an operating, or maintenance problem, practice,

or condition that is necessary to accomplish tttsk efficiently.
u



HOE BbINO/IHEHNE KOTOPbIX MOMET MPUBECTM K MOBPEXAEHMIO UM YHNUTO-
YKEHMIO 0BOPY/10BaHMSI.
MpumeyaHne. CooBLLEHNS CO CMOBOM «IpuMeYaHne» YKasblBatoT Ha Npo-
6neMy SKCMyaTaln WM TEXHUYECKOTO OBCMY>KMBaHWS, METOAbl WK
YC/I0BUSl, Ha KOTOpble HEOBXOAUMO 06PaTUTL BHUMAaHWE ANs SPeKTUBHO-
rO BbIMO/HEHNS 333U,

MpepocTepe>KeHns U Mepbl NPEA0CTOPOXKHOCTU:

* MUHVMaNbHO MHBA3MBHbIE NPOLEAYPbl AO/MKHBI BbINOIHATLCA UCKIHOU-
TeNbHO NMuUamm, creyyanbHO 00yUeHHbIMI U 3HAKOMbIMK C MeTo4amMu Mu-
HUMaJTbHO MHBA3UBHOIO BMeLLIaTeNbCTBA. lepes BbIMO/HeHWEM 1060 Mu-
HUMa/IbHO MHBA3VBHOW NPOoLeypbl 03HAKOMbTECH C MEAMLMHCKON NnTepa-
TYPOI OTHOCUTENIbHO METOZOB, OC/TIOXHEHWI M prCKa TaK1X MpoLeayp.

o [lnameTp MHCTPYMEHTOB A1 MHMMA/IbHO VMHBA3VIBHOIO B.MeELLIATE/bCTBA
MOXET pas/nyaTbCs B 3aBUCMMOCTY OT m3roToBuTens. Korga B xoge npo-
Leaypbl MPUMEHSKOTCA MUHMMA/IbHO MHBA3UBHbIE MHCTPYMEHTbI U NPUHALA-
NEXHOCTW pasHbIX W3roTOBWTENENR, ybeanTecb B MX COBMECTWU.MOCTU A0
Havana npoLesypsb!.

* "y60KOE MOHVMaHWe NPUHLMMOB U METOAOB, UCMOMb3yeMbIX Mpy Nnasep-
HbIX, 3M1EKTPOXUPYPrUYECKNX N YNbTPa3BYKOBbIX MpoLedypax, Heobxoau-
MO, 4TOObI 136eXaTb PUCKa NEKTPOLLOKA M OXKOrOB Kak MauyieHTa, Tak U
MeAULIMHCKOrO MepcoHara, a Takke MoBpeXaeHWs [aHHOro YCTPOMCTBa U
APYTUX MEAMLMHCKMX WHCTPYMEHTOB. Y6eauTechb, 4YTO 3MEKTpUYecKas
M301ALMA 1 3a3eM/IEHNE He HapyLUeHbl. He morpyxxaiite aneKTpoxupypri-
YecKre VHCTPYMEHTbI B XKWUAKOCTY, 3a UCK/HOYEHWEM UHCTPYMEHTOB, KOTO-
pble MEHT MapKMPOBKY, AOMYCKAOLLYHO MOrpY>KEHNE.

* BbICOKME 3BYyKM YKa3blBatOT Ha HELUTATHbIE YCI0BUSA PaboThbl U HA TO, YTO
Ne3Bve NN PYKOSTKA He (DYHKLMOHMPYIOT HOPMasibHO. Takwue 3ByKu MOryT
ObITb MPU3HAKOM TOrO, YTO UCTEK CPOK 3KCryaTauumn pyKOSTKUA WK nes-
BMe Obl10 MPUCOELUHEHO HEMpaBW/bHO, B pe3y/ibTare Yero Temrepatypa
MOXXET CTaTb HEHOPMaSIbHO BbLICOKOW W MPOM30ONTK TpaBma Mo/b30BaTens
N NauWeHTa.

* He npumensiiTe pykostky HARMONIC 6e3 COOTBETCTBYHOLLErO ajanTe-
pa. HecobntogeHve TpeboBaHMIA K UCMOMb30BaHMIO HYXXHOIO ajanTepa Mo-
YKET MPUBECTM K 0XKOTOBOIA TpaBMe MO/b30BATESS UN MaLMEHTA.

* UT06bI 136eXaTb 0XKOrOBOW TPaBMbl, MPEKpaTuTe NpuMeHeHVe, ecin ns-
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Warniugs 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, complications, and hazards prior to
performance of any minimally invasive procedme.
* Minimally invasive instruments may vary from manufacturer to manufacturer.
When minimally invasive instruments and accessories from different
manufacrnrers 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 bum
hazards to both patient and medical personnel and damage to the device or other
medical instnmients. Ensure that electrical insulation or grounding is not
compromised. Do not immerse electrosurgical instmments in liquid unless the
instruments are designed and labeled to be immersed.
* Audible high-pitched tones are an abnormal condition and an indicator that the
blade or Hand Piece is not operating properly. The tones may be an indicator that
the Hand Piece is beyond its useful life or that the blade has not been attached
properly, which may result in abnormally high temperatures and user or patient
injury.
* Do not use the HARMONIC Hand Piece without the proper adaptor. Failure to
use the proper adaptor may result in user or patient bum injury.
* To prevent bum injury, discontinue use if the Hand Piece temperature becomes
uncomfortable to hold.
» 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
eyewear, filtration masks, and effective smoke evacuation equipment should be
used in both open and laparoscopic procedures.
» To avoid user or patient injury, do not activate an electrosurgical device in close
proximity to the HARMONIC instmments. The aerosols created by the activation
of the HARMONIC instruments in fatty tissue are potentially flammable.
*To avoid user or pafient injury in the event that accidental activation occurs, the
instmment blades should not be in contact with the patient, drapes or flammable
materials while not in use.

1



3a BbICOKOW TemrepaTypbl PYKOATKV ee CTaHeT TPYAHO AepXKaTb.

* MMpy 1CNONL30BaHUM NIKOObLIX WUCTOYHUKOB 3Heprav (3NeKTPOXUpYprus,
nasep, yNbTpasByK) CyLLECTBYET 03a604YEHHOCTb OTHOCUTENIbHO KaHLEepo-
FeHHOro U WMH(EKUMOHHOrO MoTeHuMana noboYHbIX MPOAYKTOB, Kak OT
AblMa OT ropsiliert TkaHu 1 asposonieid. COOTBETCTBYHOLLME Mepbl, Takue
KaK 3aliMTHble OYKK, PecnupaTopbl 1 3(eKTVBHOE AbIMOY/I0BUTENBHOE
o6opyfoBaHUe, cneayeT MPUMEHSATb Kak MpU OTKPbITbIX, Tak WU Mpu nana-
POCKOMUYECKUX MpOoLiesypax.

* YT06bI M36eXaTb TpaBMbl MO/b30BATENA WM NALMEHTA, HE aKTUBMPYTe
3NEKTPOXMPYPrUYeCKme YCTPOCTBA B HEMOCPEACTBEHHON 6/IM30CTU OT WH-
ctpymeHToB HARMONIC. A3po3onu, ob6pasytoLmecs npu akTMBaumm UH-
cTpymeHToB HARMONIC B XMpOBbIX TKaHAX, ABNAKOTCA MOTEHLMAILHO
NerkoBOCMN/IaMeHSAHOLLMMUCS.

UToObl 136exaTb TpaBMbl MO/b30BATENA WKW MauueHTa B C/lyvae Cyyait-
HOWM aKTMBaLWK, Ne3BUS UHCTPYMEHTA He JO/MKHbI HAXOAMTLCA B KOHTaKTe
C MauveHTOM, MPOCTbIHAMM WM JIErKOBOCM/IAMEHAIOLLMMUCS MaTepuasa-
MU, KOTla OHU He UCMO/b3YHOTCH.

* Bo Bpems 1 Mocne akTmeauymn B TKaHW f1e3BMS MHCTPYMEHTa MOryT CTaTb
ropausmn. ocne akTvBauum m3berainte HernpefHaMePeHHOrO KOHTaKTa
Ne3Bus C TKaHAMW, MPOCTbIHAMU, XUPYPrUY4ecKUMM Xasatamy H npoyiMuy
MOCTOPOHHVMU MPes. MeTamu.

* PyKosiTKa COOTBETCTBYET MEXAYHapPOAHOMY CTaHAapTy 6e3onacHocT EN
60601-1 ona KOHTaKTa C Mosb3oBaTtesieM 1 He NpeaHasHayeH An1a KOHTaKTa
C nauyeHToM. UToObl 136eXaTb OXOrOBOW TpaBMbl, M30eravite NpPSMOro
KOHTaKTa TKaHW C PYKOSTKOW W afanTepoM Win npummTe npouiakTuye-
CKVie Mepbl MO 3aLLUMTe TKaHW, KOTopas KOHTaKTUPYET C PyYHbIM MOAY/EM.
CM. BKNagpIy WMHCTPYMEHTOB OTHOCUTE/IbHO WMH(OpMauynM O MpUMEHU-
MbIX paboumx LuKnax (CooTHoLLeHne neproaos BKJ/1./BbIK/1.).
 ObpaLLanTech C PyKOSTKOM OCTOPOXHO, TaK Kak ee MoBpeXaeHust MoryT
MPUBECTW K CABUIY PE30HAHCHOW YacTOTbl.

- He ynapsinTe 1 He poHAIATe PyKOATKY.

- He uncTuTe anekTpryecknin pasbem PyKOSTKM CIIVPTOM.

* [Nepep NpYMeHeHVeM y6eanTeCcb B COBMECTUMOCTW C reHepatopamu. Py-
KoATka  He  coBmecTMa C  reHepatopom  ULTRACISION®
(GENO01/GEN32).

* [po4yKTbl, U3rOTOBMIEHHbIE WM PACcMpPOCTPaHAeMble KOMMaHUAMW, He
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e During and following activation in tissue, the instrument blades may become
hot. Avoid unintended blade contact with tissue, drapes, surgical gowTis, or other
unintended sites after activation.

» The Hand Piece meets the international safety standard EN 60601-1 for user
contact and is not

intended for patient contact. To prevent bum injury, avoid direct tissue contact
with the Hand Piece and adaptor or take preventative measures to protect tissue
that comes in contact with the Hand Piece and adaptor. Refer to the instmment
inserts for applicable duty cycle (proportion of ON/OFF time) information.

» Handle the Hand Piece carefully, as damage may shift resonant frequency.

- Do not bang or drop the Hand Piece.

- Do not clean the Hand Piece electrical connector with alcohol.

» Verify compatibility with generators prior to use. This handpiece is not
compatible with the ULTRACISION® Generator (GENO1/GEN32).

* Products manufactured or distributed by companies not authorized by Ethicon
Endo-Surgery may not be compatible with the HARMONIC System. Use of such
products may lead to unanticipated results and possible injury to the user or
patient.

- Use this Hand Piece only with a compatible HARMONIC Generator to avoid
potential electric shock hazard.

* Do not use this Hand Piece with the HS2 or DSHIO blade system. Use of these
blades on the Hand Piece may result in excessive temperatures and risk of burns.
* After removing the instrument, examine the tissue for hemostgsis. If hemostasis
IS not present, appropriate techniques should be used to achieve hemostasis.

* In case of system failure, ensure the availability of the appropriate back up
equipment relevant to the specific procedure.

» Reuse and improper reprocessing or resterilization may cause functional
degradation of the device and/or lead to device failure that in turn may result in
patient injury or illness.

. To minimize the chance of corrosion, do not use saline for cleaning.

. Follow the instructions and warnings issued by the suppliers of any
cleaning agents and equipment  used. Avoid exposing the instruments to
hypochlorite solutions, as these will promote corrosion. Do not use cleaning
agents with chlorine or chloride as they are corrosive.
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NuLeH3npoBaHHbIMK  Ethicon Endo-Surgery, MOryT okasaTbCA HecoBMe-
ctumbiMmn ¢ cuctemorr HARMONIC. Wcnonb3oBaHve Mofo6HbIX NPOAYK-
TOB MOXXET MPUBECTU K HEOXWaHHbLIM pe3ynbTaTaM U BO3MOXKHbLIM TpaB-
MaM Mo/b30BaTeNa UK NauueHTa.

- Bo u3bexaHvie pucka MOPaXKeHWsI 3MIEKTPUYECKMM TOKOM WCMOMb3yiTe
PYKOATKY UCKNKOUUTENBLHO C COBMECTMMbIM reHepatopom HARMONIC.

* He npumeHsiiTe [aHHYKO PYKOSTKY C cucTeMamn fie3Buii HS2 wnm
DSHIOQ. MpumeHeHWe JaHHbIX N1e3BUIA BMECTE C PYKOSTKOW MOXET NpuBe-
CTU K HEHOPMa/IbHO BbICOKOM TEMIEePaType U PUCKY OXXOroBOM TPaBMbl.

* [locne ypaneHns MHCTPYMeHTa OCMOTPUTE TKaHb Ha NpeiMeT remocTasa.
Ecnn KpoBOTeueHVe He OCTaHOB/EHO, ero CrefyeT OCTaHOBUTL Haf/exa-
LLMMN METOLAMM.

» Ha cnyyain oTkasa cucTeMbl 0BecreybTe Ha/muve COOTBETCTBYHOLLErO
NPOBOAVMON NpOoLeAype pe3epBHOro 060pyA0BaHUS.

* MOBTOPHOE MCMO/b30BaHME M HerpaBu/ibHas MOBTOPHas 06paboTka win
MOBTOPHasA CTEPUIM3ALMA MOTYT YXYALWUTb (PYHKUMOHAbHbIE BO3MOXHO-
CTW U3Lenvs WM npuBeCcTU K ero rnosioMKe W, Kak CreACcTeue, K npuyn-
HEHWIO Bpea NauneHTy Uan ero 3ab0n1eBaHuio.

. UT06b! CBECTW K MUHUMYMY BEPOSITHOCTb KOPPO3UM, HE UCMONb3YI-
Te (M3MONIOrMYECKUin PacTBOP /151 OUUCTKN.
. Criegyvite MHCTPYKUMAM W MPeLOCTEPEXEHUAM, MOArOTOB/IEHHbLIM

MocCTaBLLMKaMK, MO BCEM BMAAaM OYUCTKM U UCMOb3YeMOro 060pya0BaHu.
36eraiiTe BO3AECTBUA PacTBOPOB MMOX/IOPUTA, MOCKO/bKY OHW YCKO-
PAKOT MPOLECC KOppo3un. He mcnosnb3yiiTe MOKOLME CpeacTBa Ha OCHOBE
X/opa Wnn XnopuaoB, MOCKO/bKY OHW Bbi3bIBatOT KOPPO3UIO.
11.  WH®OPMALMA O NEKAPCTBEHHbIX MPEMAPATAX W
(MNN) ®APMALEBTUYECKNX CYBCTAHUMAX B COCTABE
MU

Henpumenumo. JaHHoe M He COAEpXXUT B COCTaBe JSIEKapCTBEHHbIE Mpe-
napartbl 1 He UCMOMb3YeTCa B COYETAHUN C HUMM.
12, UYUNCTKA U CTEPUNUN3ALNSA

PykodATKa J/lanapocoHu4yeckas anda .MOXXeT

BblfepXX1BaTb 95 UMKIOB cTepuansaLmm

PYUYHOI aKTuBauuu
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11. INFORMATION ABOUT MEDICINES
PHARMACEUTICAL SUBSTANCES INCLUDED IN MD

AND (OR)

Not applicable. The devices do not contain medicinal substances and are not used
in combination with medicinal substances.
12. DESCRIPTION OF STERILIZATION METHOD

The HARMONIC Hand Piece can withstand 95 sterilization cycles.
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WHCTpYKLMM NO NOBTOPHON 06paboTKe

. [laHHOe M3fienvie NOCTaBNSETCS HeCTepPUNbHbIM. MoiiTe 1 cTepum-
3yiiTe ero nepef, HauabHbIM 1 KaXKIbIM NOC/eAYHOLLIM VCTO/b30BaHNEM.

. TwaTeNbHas O4YMCTKA HEoGXoAMMA AN TapaHTUM Ha/IeXallero
MEXaHNYEeCKOro (hyHKLIMOHMPOBaHMUS U3eNNs.

. Kaxxgoe usgenvie cnefyet obpabaTtbiBaTh Mo OTAENLHOCTW, a MaTo-
Bble MOBEPXHOCTY CMeAlyeT 3alMLLATH OT LiapanmH.

. KOHCTPYKLMS JaHHOTO U3AeNs A0MyCcKaeT SeKTBHYHO MOIKY 1

HaJIeXXHY0 cTepunm3aumio. Monb3oBaTeNb [0MKEH 0O6ECNEeUNTb UUCTKY 1
CTEPUNN3aLMI0 B COOTBETCTBMAM C MPHMEHWU.MbIMA PYKOBOACTBaMI, CTaH-
faapTamy UM TPeboBaHMAMI TOCYapPCTBEHHbIX OPraHoB 3/PaBOOXPaHe-
HUS.

O6paboTKa Ha MecTe UCNONb30BaHUA (B ONepaLMOHHON)

. MpomoiiTe M3aenMe B MakCMMallbHO KOPOTKME CPOKW MOC/e WC-
MO/b30BaHNS.
. Yaanute W3ULLKA TBEPAbIX BELLECTB C MOMOLLBbI OHOPa30BbIX

caheToK, (hepMeHTaTUBHOM NeHbI UM B COOTBETCTBUN C BHYTPUOObHNY-
HOM NpoLefypoi. 3arpsisHeHHble M3Lenns CrieflyeT OTAeNATb OT YMCTbIX
M3OeNin. 3arps3HeHHble U3LeNus CnefyeT NOKPbITb MONOTEHLEM, CMOYEH-
HbIM CTEPU/IBHON UM OUYULLIEHHOW BOAOM BO U36EXaHNE BbICbIXaHWS KPOBU
WM OCTaTKOB. 3acoxLuast rpsisb MOXET YBE/IMYUTL BPEMS W 3aTpaymBae-
Mble YCUns npu 06paboTke.

. Ecnv BbINONHWTL PeKOMeHAALUMM, NPUBEAEHHbIE BbILLIE, HEBO3MOXX-
HO, M3[envie MOXET ObITb MOMELLEHO B KOHTEMHEp, MOrpy>keHo B BOAOMPO-
BOAHYIO, CTEpWU/bHY0 W OUMLLIEHHYHO BOAY W 3aKPbITO KPbILIKOW /15
TPaHCNOPTUPOBKM B 30HY 06PabOTKM.

BHumaHve! UTo6bl CBECTM K MMUHMMYMY BEPOSTHOCTb KOPPO3WM, He WUC-
No/b3yiTe PU3MONOMMUYECKMIA PACTBOP A1 OUUCTKN.

. Cneayiite MHCTPYKUMSIM B pasgene «OuucTKa U CTepunmsaums»
HDKE.

XpaHeHne 1 TpaHCNOPTUPOBKa

M3aenus, NCnonb3oBaHHbIE B XMPYPrYECKIX OnepaLyisix, MOryT CUMATATLCS
6VOMOTMYECKI OMACHBIMM U [A0MKHbI ObITb GE30MACHO TPAHCMOPTUPOBAH
B CreuuanbHO OTBEAEHHYHO 30HY 06PaGOTKM B COOTBETCTBMM C BHYTpU-
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Instructions for Reprocessing

. This device is supplied non-sterile and must be cleaned and sterilized
prior to initial and each subsequent use.

. Thorough cleaning is necessary to ensure correct mechanical functioning
of the device.

. Each device must be treated individually and matte surfaces must be
protected against scratches.

. The design of this device permits effective cleaning and reliable

sterilization. The user must ensure that cleaning and sterilization are performed in
accordance wdth guidelines, standards and National Health Authority
requirements.

Point of Use Treatment (in the operating room)
. Clean device as soon as possible after use.

Remove excessive solids using disposable wipes, enzymatic foam or per
hospital proceduye. Soiled devices should be separated from unsoiled devices.
Soiled Devices should be covered with a towel dampened with tap, sterile or
critical water to prevent blood and/or debris from drying. Encrusted soil can
increase the time and effort required to complete processing.

. If the recommendations in the steps above are not possible, the device
may be placed in a container and immersed in tap, sterile or critical water and
covered for transport to the processing area.

Caution: To minimize the chance of corrosion, do not use saline for cleaning.

. Follow the Cleaning and Sterilization instructions below.

Containment and Transportation

Surgically used devices may be considered bio-hazardous and should be safely
transported to a designated processing area in accordance with hospital
procedures and local policies.

Cleaning (after procedure)
Cleaning should be perfonned as soon as possible after use, preferably within
one hour of use. The device has been designed for thorough cleaning and safe
sterilization, without disassembly. It is the responsibility of the end user to ensure
that the cleaning is performed using appropriate equipment, materials and
personnel to achieve the desired result.
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60/MbHUYHBIMM NPOLEAYPaLL 1 MECTHBIMMW NMpaBUIaMM.

Molika (rnocne XMpypruyeckor onepawmm)

Moliky cnegyeT NpOBOAUTL B KpaTyaiilume CPOKU MOC/e UCMO/b30BaHMs -
NPeAnoYTUTENbHO B TEYEHME OAHOrO Yaca. KOHCTpyKums usgenvs gonyc-
KaeT TLIATENbHYO MOVKY WM 6Ge30MacHyt0 CTepunmsaumio, 6e3 pasbopku.
KoHeuHbI nosb3oBaTenb AO/MKEH 06eCreunTb CTepUIM3aumio mpu NoMo-
LM Haznexallero 060pyfoBaHus, MaTeprasoB 1 NepcoHana ans foCTuKe-
HUS XKeNaeMoro pesysnbTara.

BHumaHue! CnegyiiTe MHCTPYKUMSAM U NPeAoCTEPEXXEHNSAM, NOArOTOB/IEH-
HbIM MOCTaBLLMKaMK, MO NOOOM OYMCTKE W MCMOMb3yeMOMYy 060pY/0Ba-
HWIO. W36eraiiTe BO3AENCTBMS PACTBOPOB MMUMOXI0PUTA, MOCKOMbKY OHU
YCKOPAKOT npoLecc Kopposun. He ucnonb3yiite MOKOLLME CpeacTsa Ha oc-
HOBE X/10pa WM XI0PUAOB, NOCKOMbKY OHW BbI3bIBAOT KOPPO3WIHO.

Monb3oBate/b JO/MKEH YOeaUTLCA, YTO MOVKa U CTEpUM3aLmMs MPOBOAATCS
C COO/IOfeHNEM COOTBETCTBYIOLLMX AVPEKTUB, CTaHAapTOB OTW TpeboBa-
HUIA TOCYapCTBEHHbLIX OPraHoB 3apaBooxpaHeHus. CneayeT 1CMo/b30BaTh
HH3KOMEHHCTbIE (PEPMEHTATMBHbIE MOKOLME CpeacTBa ¢ pH OT HeTpanb-
HOro [0 CNaboLLeNnoYHbIX A1s MeANLMHCKOrO MUCMOMb30BaHNSA, HU3KOMEHM-
CTble MOIOLLME CpeAcTBa C HeTpasibHbIM pH (pH 7-9) Ang MeanUMHCKOro
MCMOMb30BAHUA M HU3KOMEHWCTble CNaboLLe/IoYHbIe MOKOLLMe CpescTBa C
pH < 11 (NOAroTOBNEHHbIE MO MHCTPYKLMAM MPOU3BOAUTENS) ANA Mean-
LIMHCKOrO MCMo/b30BaHNSA. PepMeHTATUBHbIA OUACTUTENb U CNaboLLeoy-
HOe MOIOLLIee CPEACTBO MPUMEHS/IUCL B paMKax WCCnefoBaHuiA athqeKTus-
HOCTW OYUCTKW W SBNSAKOTCA TUNaMM NPOAYKTOB, KOTOPble MOryT BbITb MC-
Mo/b30BaHbl B TeYeHMe BCero npolecca Monku. TepMmuH «MotoLlee(ve)
cpeacTeo(a)» ByfeT MCnosb3oBaTbCs B 06OLLUEM CydYae B OCTa/IbHOM YacTui
[aHHbIX VHCTPYKUMIA. Y6eamuTecb, YTO MHCTPYKLMW NMPOU3BOAUTENS MOHO-
LLiero cpefcTsa cob/0atoTCs B OTHOLLEHUN KOHLEHTpaLmK, TeMrepartypbl
N Ka4yecTBa BOAbl Ha MPOTAXKEHMW BCEro npouecca ounucTku. Korga npume-
HAKOTCA CNaboLLEeNOYHbIE MOOLLME CPEeLCTBa, Ha MPOTSHXKEHWUM BCErO Mpo-
Liecca OUUCTKY CneayeT UCMob30BaTh OUMLLEHHYHO BOAY.

X/MMYECKOe KayecTBO BOfbl, UCMOMb3yeMO Mpn 06paboTKe, MOXKET Mo-
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Caution: Follow the instructions and warnings issued by the suppliers of any
cleaning agents and equipment used. Avoid exposing devices to hypochlorite
solutions, as these will promote corrosion. Do not use cleaning agents with
chlorine or chloride as they are corrosive.

The user must ensure that cleaning and sterilization are conducted in accordance
with the appropriate guidelines, standards, or National Health Authority
requirements. Hospital grade low foaming neutral pH to mildly alkaline
enzymatic detergents, hospital grade low foaming neutral pH detergents (pH 7-9)
and hospital grade low foaming mildly alkaline detergents with a pH of < 11
(prepared according to manufaclUrer’s instructions) should be used. An
enzymatic detergent and a mildly alkaline detergent were used in cleaning
efficacy studies and are types of products that can be used throughout the
cleaning process. “Detergent(s)” will be used generically throughout the rest of
these instructions. Ensure that detergent manufacturer instructions are followed
for concentration, temperature and water quality throughout the cleaning process.
When using mildly alkaline detergents, critical water should be used throughout
the cleaning process.

The chemical quality of the water used during processing can impact device
safety. Facilities should use the recommended water quality requirements for
device processing in accordance with local guidance (such as AAMI TIR 34,
Water for the reprocessing of medical devices), detergent manufacftuers and
these instructions for use.

Pre-cleaning Instructions (PRIOR to Automatic or Manual Cleaning)

1 Immerse and soak the device for a minimum of 10 minutes up to 60

minutes in an enzymatic detergent or equivalent prepared according to

manufacturer’s instructions for concentration, water quality and temperamre.

2. Remove the device from the detergent.

3. Immerse the device in a clean sink with cold to wanu tap water - not to

exceed 40°C. Using a toothbrush style soft bristle (nylon) brush or soft cloth,

clean the exterior ofthe device paying particular attention to crevices, threads

and seams.

Caution; Do not use scouring pads, abrasive cleaners, or a steel wire brush.
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BNNATL Ha 6e30MmacHOCTb u3genus. MpeanpuaTua LOMKHbI CNeaosarb pe-
KOMeHZyeMbIM TpeboBaHUA.M K KauyecTBy BOAbl An1A 06paboTKu u3genil B
COOTBETCTBUW C MECTHbIMW pyKoBoAcTBaMU (Hanpumep, AAMI TIR 34,
Boga ans noBTOpHOW 06pabOTKN MEAVLMHCKUX W3AENWIA), YKa3aHUSMM
MPOV3BOANTENEN MOKLLUMX CPEACTB U HACTOALLYIMM WHCTPYKLMAMWU MO
NPUMEHEHUIO.

WHCTpyKumMn no npeagaputensHoil moike (MEPEL moiikol B aBToO-
MaTM4YeCKOM W1 PYYHOM Pexrme)

1 MorpysnTte 1 3amounte mgenve Ha 10-60 MUHYT B (hepMeHTaTKB-
HOM W aHa/florMyHOM MOHOLLEM CPeACTBe, MPUroTOB/IEHHOM B COOTBET-
CTBMM C UHCTPYKLMAMI NPOV3BOANTESA MO KOHLEHTPaUMK, KayecTBy BOAb!
1 Temnepartype.

2 W3BneknTe n3aenme 13 MOKLLEro CpescTBa.

3 Morpy3uTe u3genve B YACTYHO PakOBUHY C BOLOMPOBOAHOM BOLOWA
(ot xonoaHow o Tennoii - He 6onee 40 °C). Vicnonb3ys 3y6HYHO LLETKY C
MSArKON (HENOHOBOMN) LLETUHON UMK .MSATKYHO TKaHb, OUMCTUTE BHELLIHION
MOBEPXHOCTb M3MeNNs, YAeNsAs 0C060e BHUMaHWE LLEAM, pe3boe 1 LLBaMm.
BHumaHve! He ucnonb3yiite meTasiimyeckue ryoku, abpasviBHble YMCTS-
LLye CpefcTBa WM CTa/lbHYHO MPOBOJIOYHYHO LLETKY, KOTOpble MOryT Mpu-
BECTM K MOBPEXAEHWIO MOBEPXHOCTEN M3LENNS.

4 TuwlateNlbHO NPOMOIATE BHELLHME NMOBEPXHOCTU M3LeNns Nog, XONop4-
HOW WM Tensol NPOTOYHOM BOAOMPOBOAHON BOAOW B TEUEHME KaK MUHU-
MYM OZHOW MUHYTbI.

MpuMeyaHune: Ans py4HOro Mofynsi He PEKOMEH/YETCS 1CMONMb30BaTh Yilb-
TPasByKOBbIE OUUCTUTENN.

Mocne atana npesBapuTe/IbHON MOMKM NPeAnoYTUTENIbHOW SB/ISETCA Ban-
[VpoBaHHas MeToAMka 06paboTKM Bpy4HYO WM B MalimHe. Criegyiite
CTaHAAPTHOMY  60/IbHUYHOMY MPOTOKOlY W MECTHbIM/HALMOHAIbHBIM
npakTuKam, 4Tobbl OnpeaennTb, Tpebyetca N aesnHgekums. Obpatute
BHUMaHWE, YTO [e3VH(eKUMs 0bs3aTe/lbHa B HEKOTOPbIX PerMoHax mMupa,
Hanpumep B EC. B pasHbIx CTpaHax CyLLECTBYHOT pas/inyHble TpeboBaHMA K
AO; Hanpumep, AO > 600 (90 °C B TeueHme 1 MuHyTbI) nam AO > 3000 (90
°C B TeueHne 5 .MuHyT). lMonb3oBaTenb JO/MKEH 06ECMEUNTb UMCTKY, [e3-
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which may cause damage to the surfaces of the device.
4. Rinse the exterior of the device thoroughly under cold to warm running
tap water for a minimum one minute.

Note: The use of ultrasonic cleaners is not recommended for the Hand Piece.
Following the pre-cleaning step, the validated automated or manual processing
method must be performed. Refer to standard hospital protocol and local/national
practices to detennine w'hether disinfection is required. Note that disinfection is
mandatory in some areas of the world; e.g. EU. There are different AO
requirements in various countries; e.g, AO>600 (90°C for 1 minute) or AO >3000
(90°C for 5 minutes). The user must ensure that cleaning, disinfection and
sterilization are conducted in accordance with the appropriate local guidelines,
standards, or National Health Authority requirements.

Automated Cleaning Method (Preferred Method)

Following the pre-cleaning step, the device must be cleaned/disinfected in a
validated automated washer-disinfector in compliance to ISO 15883 or
equivalent standard, using a typical non-lubricating Instrument, Vario TD Cycle
or a program similar to the following cycle, providing the minimum parameters
identified below are met:

Phase V/alidated

Parameters

Recirculation
Time
(minutes:second.s)

Temperature Detergent Type

Pre-Wa.sh 02;00 Cold tap water ~ N/A 12 minutes cold tap
water
Enzyme 02:00 Tap water Neutral pH enzymat- no
Wash <40°C (104°F) ic detergent or mildly
alkaline detergent
Wash 03:00 Tap w'ater Neutral pH detergent 5 minutes tap
>40°C (104°F)  or mildly alkaline water 55-60°C
detergent
Rinse 02:00 Critical water N/A 2 minutes aitical
>40°C (104=F) water
*Thennal 01:00- 10:00 Critical water N/A 5 minutes at 90°C
Disinfection >90°C(194°F)
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VHDEKLMIO 1 CTEPUNN3ALMIO B COOTBETCTBUM C MPUMEHUMBTMA MECTHBIMI
PYKOBOACTBaMW, CTaHAapTamMu WM TPeboBaHUSMM FOCYAapCTBEHHbIX Op-
raHoB 3/]paBOOXPaHEHMS,

MeTog, aBTOMaTUYECKON MOMKM (NPeanoYTUTENbHBIA METOL)

Mocne atana npefBapuTeNbHOW MOWKW W3fenve LOMKHO OblTb OuuLLe-
HO/NPOAE3NH(PULMPOBAHO B Ba/IMAMPOBAHHON aBTOMATUYECKOA MaLLHe
419 NPOMbIBKU-Ae3vHdeKkTope B cooTeeTcTBUM € 1ISO 15883 mnmn 3kBuBa-
NEHTHbIM CTaHZAPTOM, C NMPUMEHEHVEM TUMUYHOIO UMK/a 6e3 fobaB/eHNs
cMasky, umkna Vario TD unm nporpaMmbl, aHasiorMyHon CriefyroLemy
LMKy, NPpY YCNOBUM COBMOAEHNA .MUHUMaSTbHBIX MapakreTpoB, YKasaHHbIX
HIKe:

Pasa Bpe.ms Temnepatypa Tun motowero  BatugmpoBaHHbIe
peLupKy.rismmm cpefcTBa napameTpsl
(MUHYTHI :
CeKYHAbI)
MpefBapuTensHas 02:00 XonofHas He NpMMEHUMO 2 MUHYTbI NOJ,
Moiika BOJ0NPOBOAHAS XONOAHOW
BOJA BO/JONPOBOAHON BOAOM
Molika ¢ 02:00 BogonposogHaa depMeHTaTUBHOE HET
(hepMeHTOM Boda <40 “C Motolee cpes-
(104 “1-) CTBO C
HeliTpanbHbIM
pH vnnu cnabo
LLieNIoYHoe
motolee
CpeAcTBo
Moiika 03:00 BogonpoBogHaa Motolee cped- 5 MUHYT nof Bofo-
Bofa >40 “C CTBO C NPOBOAHO BOAON Npw
(104 “T) HelTpanbHbLIM 55-60 °C
pl nnu cna-
6olenoyHoe
MotoLee cpef-
CTBO
Cnonacku BaHHe 02:00 OuunieHHas He NpMMEHUMO 2 MUHYTbI B OUULLEH-
Boja >40 °C Holi Bofge
(104 “F)
~Tennosas 01:00- 10:00 OuunweHHas He npu.meHumo 5 MuHyT npu 90 °C
newH(bekuwuia Bofa >90 "C
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.30:00 >115°C (239°F) N/A

- not lo exceed

134°C (273°F)
Note: Do not expose the device to a lubrication cycle.
Note: The automated washer program may or may not include and enzy'matic
wash phase. Single or combined washing phases should be performed for a min-
imum of 5 minutes. Temperatures used during the enzymatic and./or wash phases
should meet the requirements of the detergent manufacturer’s recommendations.
Note: Manually clean the upper and lower contact rings using a cotton swab
dipped in isopropyl alcohol until visibly clean.
Disinfection
Thermal disinfection can be included as part of the automatic cleaning cycle. The
device may be thermally disinfected at a temperature betw'een 90°C (194°F) and
100°C (212°F) for one (1) minute up to ten (10) minute(s) to render the device
safer for handling.
Manual Cleaning Method
1 Immerse the device for a minimum 5 minutes in a detergent prepared in
accordance with manufacturer’s recommendations for concentration, water quali-
ty and temperature.
2. Remove the device from the detergent.
3. Immerse the device in a clean sink with cold to warm critical water - not
to exceed 40°C. While immersed, use a toothbrush style, soft bristle (nylon)
brush or soft cloth to clean the exterior of the device. Pay particular attention to
crevices, threads and seams.
Caution: Do not use scouring pads, abrasive cleaners, or a steel wire brush,
which may cause damage to the surfaces of the device.
4. Rinse the exterior of the device thoroughly with critical water for a minimum
one minute.

Diying

minutes at

115°C

Drying

Dry the device with a clean, absorbent cloth. If a washer-disinfector with-
out a drying cycle is used, a hot-air dryer may be used but the device must not be
heated to temperatures above 134°C (273°F). The cavities of device parts must
be blown out with clean, compressed air, up to 20 psi, in order to eliminate the
possibility of any residual water remaining.

Manually clean the upper and lower contact rings using a cotton swab
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A

(194 °F)

30:00 *15°%C
(239 °F) - ne
Mpessunan

134 °C (273 °T)

Cytra He npuscimme 30 smnyt npy 115 °C

NMpumesaune. Ilporpamma aBrOMaTHHECKOHi MO#AKN B MallisHE MOXeET
BK/IIOYATL MK He BKIIOYATh a3y NPOMBIBKH MOIOIHMM CPEACTBOM C dep-
Mentamn. OanHouHble HAH KOMOURBpoBaHHNEe da3bl NPOMBIBKH AOHKHB
BHNOJHATLCA He MeHee 5 MuHyT. Temneparypa, Hcnoab3yemas BO Bpema
o0paGoTku depmeHTaMu WHAY Ha ITane MOHKH, AOMKHA COOTBETCTBOBATD
TpeboBaHMAM PEKOMEH AU T MPOM3IBOAHTENS MOIOLIETO CPeacTBa.
TMpuMenanne: YNCTHTE BHYTPEHHEE H BHEUIHEE KORTAKTHLIE KONbIA BaT-
HBIMH TAMIIOHAMR, CMOYEHHBIMH H3IOTIPONHAOBHIM CHPTOM, NPOTHPAA BCIO
OKPYKHOCTb KOHTAKTHOH NOBEPXHOCTH A0 AOCTHXEHHA BH3YANbLHOI yu-
CTOTHI.

Jenudexunsn

Tennosas ae3nHPexUHA MOKET ABIATHCR HaCTHIO LIMKAA aBTOMATHYECKO#
ounctku. Haznenie MOXeT noaABepraTsCa TEMIOBOH Ae3HHGERLHY NPH TEM-
nepatype ot 90 °C (194 °F) no 100 °C (212 °F) B reuenne ot oauoii (1) ao
aecaru (10) munyT, uTolbl caenats wineane Gonee GesonacHMM npH 06-
PaLLEHHN.

Meroa moiixn spyunyo

1 [Morpysute n3pemie MUHHMYM Ha 5 MHHYT B MOIOIIEE CPEACTBO,
NPUIOTORNEHHOE B COOTBETCTBHH C PEKOMEHAAUHAMH NTPOH3BOAMTENS N0
KOHLISHTPALMH, KAYECTBY BOAB! M TeMneparype.

2 HssnexnTte u3nenue n3 MOIOWEro CPeacrsa.

3 IorpysuTe H3aenne B YHCTYIO PAKOBHHY C OuHIEHHOH BojO# {(OT
xonoaAnoit A0 Tennoii — He 6onee 40 °C). Hconb3sya 3yOHYIO METKY € MAr-
Koii (HelinoHoRoit) WeTHHOR WIN MATKYIO TKaHb, OUHCTHTE BHELIHIONW NO-
sepxHocTb uanenus. Ocoboe BHUMaHue ynensiite mensm, pesvbe n wsam.
Buumanue! He ncnone3syiite Merannnueckue ryfkn, abpasusHbeie YHCTS-
mHe CPEACTBAa HIIH CTAILHYIO NPOBOMOUHYIO LIETKY, KOTOPHIE MOTYT NpH-
BECTH K MOBPEKACHUIO NOBEPXHOCTE! M3aenua.

4 TuwarensHo NPoMoiiTe BHENIHHE NOBEPXHOCTH WIACTHA OUHUICHHOMN

dipped in isopropy! alcohol until visibly clean,

Inspection

Devices do not have an indefinite functional life. All surgical devices are subject
to a degree of wear and tear as a result of normal use. They must therefore un-
dergo a regular and precise visual check before each use:

. Inspect the hand piece blade mount surface for pitting and scratches:

. Inspect the hand piece blade mount surface for cracks, bends, or other
significant forms of physical damage;

Inspect the hand piece threads for physical damage;

Inspect the blade mount surface for excessive side play;

Inspect the hand piece body for press fit joint separation;

Inspect the hand piece body for cracks;

Inspect the cable for damage:

Ensure the complete removal of soil from all Hand Piece surfaces. If soil
or blood is present, clean the device following the Pre-Cleaning and Automated
or Manual Cleaning Instructions.

* & & o o o

Discard and replace the instrument if damage or degradation is present. Defective
instruments (malﬁmctioning or difficult to operate instruments and those with
stress, corrosion, cracking or pitting, etc.) increase the risk to the patient and
must therefore not be used.

Sterilization

Steam (moist heat) sterilization is recommended in an approved pre-vacuum cy-
cle listed below. The steam sterilizer must be FDA cleared, if performed in the
United States, and validated to the requirements of any local standards and guid-
ance such as EN285, ISO17665 or AAMI/ANSI STS.

Prepare Device for Sterilization

. Place and wrap device in an approved sterile barrier wrap material per
hospital protocol and in accordance with 1ISO11607-1 and any other local and/or
National requirements using standardized wrapping techniques. Or place device
in a sterilization tray wrapped using an approved sterile barmier material and
standardized wrapping techniques.

2. Place wrapped device or wrapped tray into autoclave.
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BOAON B TEYCHHE KAK MHHHMYM OJHONH MHHYTHI.

Cynixa

’ BricymiBaloT n3genie, HCROAL3YA YHCTYIO, BOHTHIBAIOYIO TKaHb.
Ecan npuMmeHsieTca MAIMHA NS NPOMBIBKH-Ae3HHGEKTOp 63 unkna cyw-
KH, MOXHO HUCTMOJb30BATL CYMINIKY TOPAYMM BO3AYXOM, HO H3ACAHE He
JOJKHO HAarpesaTses A0 Temneparyphi swiwe 134 °C (273 °F). Noaocm
neTaseil H3AeAHA A0NKHB ObITb MPOAYTH YNCTHIM CHKATHIM BO3AYXOM C
nasnenneM a0 20 $pynros Ha kBaapaTHHI AtoliM A1 yAaNeHHA OCTAaTKOB
BOAbI.

. YnucTure BHYTpEeHHEE W BHEIIHEC KOHTAKTHLIC KOJALLIA BaTHBIMH
TAMNOHAMH, CMOYCHHLIMH H3OMPONIUIOBLIM CHHPTOM, UPOTHPAas BCIO
OKPYKHOCTL KOHTAKTHOH NMOBEPXHOCTH A0 ROCTHKEHHN BU3YANbHON 4u-
CTOTHI.

MIposepka

Cpox cayxbn u3zennii He sBASeTCS HeorpaHHuYeHHHM. Bce xupypruue-
CKHE MHCTPYMEHTH B X0N€ HOPMANSHOTO MCMIOAL3OBAHMA HCNLITHIBAIOT W3-
Hoc. Tlepen xaxawM RpUMEHEHNEM HEOOXOAHMO NPOBOAKTD PETYIAPHYIO
H TOYHYIO BU3YAIBHYIO TPOBEPKY HHCTPYMEHTA:

. OcMOTpHTE NOBEPXHOCTL KPEMCHNA JIE3BUA PYYHOTO MONYAS HA
HATHYKHE TOYEUHOI KOPPO3HH M LIAPANHH.

. OCMOTpHTE NOBEPXHOCTh KPeIICHHA JIE3BUA PYYHOrO MOAYAA Ha
HATHYHE TPeltnn, MITHOGOB UM ADYrMX 3HAYHTENBHBIX (H3NveckHx no-
BPENKACHHIA.

. Ocmotpute pessby pywHOro MoAyAs Ha npeaMeT PH3IHUECKHX NO-
BpeXaeHKIL.

. OcMOTpMTE NOBEPXHOCTb KPEIUIEHHA JIE3BMA PYMHOrO MOAY/A Ha
HANTHYHE Ype3MepHOro 60koBoro modra.

. OCMOTpHTE KOpPRYC PYYHOrO MOAYAN HA NMpeaMET OTAENCHHN 3a-
NPECCORIHHOTO COSAMHEHNA,

. OcMOTPHTE KOPRYC PYHHOr0 MOAYJIA HA HATHYHE TPEILHH,

. OcmotpuTe Kabenb Ha NpeaMeT NospexAeHRii.

. Y0eantech B NONHOM YRAICHHH 3arpa3HeHHit CO BCEX NOBEPXHO-

creii pyuynoro moxyns. [Ipu Haamumu 3arpasHeHMil HIH KPOBH OMMCTHTE
H3AENHE, CeAYA WHCTPYKUMAM N0 NPEABAPHTENLHON MOHKe H aBroMarH-

3. Run the device through the autoclave using one of the settings below.

The following steam sterilization cycle parameters are approved for use.

Sterilization in EU
Stevilizer | Method | Cycle Time Temperature | Preconditioning | Drying
Type (winimum time | Set Point Pulses Time
at Temperature) (minimum)
Pre-vacuum | Wrapped | 3 minutes 134°C (273°F) |3 15 minutes
Sterilization in US or other applicable countries
Sterilizer {Method | Cycle Time Temperature | Preconditioning | Minimem
Type (minimum time | Set Point Pulses Drying
at Temperature) Time
Pre-vacuum | Wrapped | 4 minutes 132°C (270°F) | 3 15 minutes
Pre-vacuum | Wrapped | 3 minutes 134°C (273°F) | 3 15 minutes
Gravity Wreapped | 15 minutes 132°C (270°F) | Not applicable | 15 minutes
Giravity Wrapped | 30 minutes 121°C (250°F) | Not applicable | 15 minutes
Notes:

I.  The above table includes the minimum temperature and cycle time vali-
dated to assure sterility. ,

2. Based on steam autoclave tolerances, the actual autoclave temperature can
exceed the set point temperature by a maximum of +3°C (+5°F).

3. Health Authorities in some regulated regions do not accept unwrapped
sterilization methods; e.g. in the EU. Please review the appropriate guidelines,
standards and National Health Authority guidelines when determining acceptable
steam sterilization process parameters for use in each respective country.

4, Immediate-use steam sterilization is only intended for individual devices
and should only be performed when approved by local policies. Immediate-use
steam sterilization of devices is not supported. It is the sole responsibility of the
user to validate immediate-use steam sterilization if performed.
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YECKOWN W PYYHOIN MOIKE.

OT6pakoBbIBainTe U YTUIU3NPYINTE UHCTPYMEHT MpU 06HAPY>XeHUW noBpe-
XOEHWIA WL ferpagaumn. HemcnpasHble MHCTPYMEHTbI (HEUCnpaBHble Win
TPYAHble B 3KCM/yaTauyn UHCTPYMEHTBI, & TakKe UHCTPYMEHTbI C MOBpe-
XOEHVEM, KOPPO3WEN, pacTPeCcKBaHNEM W/ BbIKpPaLLMBaHMEM W T.[.) yBe-
NINYMBAIOT PUCK AN1S1 NaUMEHTA M NO3TOMY He [0/DKHbI UCTO/b30BATHCS.

Crepunmsauns

Crepunuzaums napom (BNaXKHbIM KapoOM) PEeKOMEHAYeTCA B pamKkax
YTBEPXKAEHHOIO LMK/a C NpeaBapuTe/ibHbIM BakyyMUPOBaHWEM, OMUCaH-
HOro Hwke. MapoBOi CTepunmn3aTop AO0/MKeH ObiTb 0406peH FDA, ecnn
LMK BbINOHseTCA B CoeauHeHHbIX LLITatax AMepuKX, 1 NOATBEPXKAEH B
COOTBETCTBUM C TpeboBaHUAMU /tOObIX MECTHbIX CTaHAApTOB W PYKO-
BOACTB, Takmx kak EN285, 15017665 wwm AAML/ANSI ST8.

MoAroToBKa M3AeNna K CTepuansaumm

1 MomecTuTe 1 06epHUTE M3aenne B 0A06PEHHBI CTEPUbHBIN Gapb-
epHbIA 06ePTOYHBIA MaTepuas B COOTBETCTBUM C 60/IbHUYHBLIM MPOTOKO-
nom n B cootsercTeun ¢ 1SO11607-1 w1 nmobbIMKA  APYrUMU  MECTHBIMU
nwnm rocyfapcTBeHHbIMM TPeboBaHWSAMM C UCMO/Mb30BAHWEM CTaHAapTU-
3MPOBaHHbIX METOL0B YMNakoBKW. Vi noMecTuTe n3genve B CTepuinsaum-
OHHbIA NOTOK, 0BEPHYTLIA C UCMO/Mb30BaHNEM OLOOPEHHOr0 CTEPWU/IbHOIO
6apbepHOro Matepyana 1 CTaHAaPTU3MPOBaHHbLIX METOZOB YMaKOBKM.

2 MomecTnTe 06epHYTOE M3LenMe U 06epHYTbIN IOTOK B aBTOKNAB.
3 BbInonHUTe UyKn 06paboTKN U3aennsi B aBTOKMaBE, UCNOMb3YH 0f-
HY 13 HaCTPOEK, YKa3aHHbIX HIKE.

Cneaytolyie napaMeTpbl LMKNA CTEPUIM3ALN NAPOM OA0BPEHbI Ans UC-
MO/b30BaHWS.

Crepunusauusa B EC

Tvn MeToauka

cTeplUi3aTopa

MpoAoMKNTENBHOCTb
umkna

(MUHU Manbiwe
Bpewmsa npu
Temnepartype)

YcraHoBaeunoe
3HayeHune
TemMucpaT/I'pbl

MoaroToBUTENbHbIE
nmnynseol (He
MeHee)
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STERRAD® Systems

1 Clean and thoroughly dry the HARMONIC Hand Piece and Test Tip fol-
lowing the steps listed in the Hand Piece and Test Tip Cleaning section.

2. Using standardized mapping techniques, place and wrap the device in an
approved STERRAD* System-compatible polypropylene sterilization wrap in
accordance with hospital protocol, the STERRAD* Operator’s Manual, and
ISOI 1607-1. Or place device in a sterilization tray wrapped using an approved
sterile barrier material and standardized wrapping techniques approved for use in
a STERRAD® System. Do not use paper pouches or sterilization wraps con-
taining cellulose or cotton.

3 Sterilize the Hand Piece and Test Tip within the STERRAD* System ac-
cording to the instructions provided in the STERRAD* Operator’s Manual.

Refer to the table below for STERRAD® Systems and corresponding sterilization
cycletimes._

STERRAD® System Purpose Cycle Time

STERRAD® IOONX For general surgical instnimentation  Standard 47 minutes

STERRAD® I00S Rigid & Tubing Short 54 minutes

SI'ERRAD NX® (2x400 mm SS; 1x.350 mm tubing) Standard 28 minutes

S| ERRAD® 200 Rigid & tubing Standard 75 minutes
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Tipeasapurensioe | B 3 womyTia 134°C(273°F) |3
BAXyyMRpoRaEne | oboncuse

MunuanbHoe Bpema cymxu: 15 MHHYT

Crepuanzanns 8 CIIA nan sHBIX OPHMEHEMLIX CTPARAX

Twn Meroancs | Dpoaomereasnocts | Yerapornamoe | Moarorosamensithie
CTEPHANIATOPS NI IHAveHHE HMEY TR
(GomEMATIBOE BpeMA | TeMREpaTYpRI
nph TEMICPITYPE)
{Ipeasapurcassioe | B 4 vuuyTor 132°CQ270°F) |3
saxyyMHpoaagine | obonouxs
MNpeasapurenssioe | B 3 minyT™ 14°CQ273°F) |3
paxyyuBposonge | oSomouxe
I'papsrauronnsiil | B IS syt 132 °C (270 °F) | He npinactinno
oGoxouxe
Fpasurameonunk i B 30 somyr 121 °C (250 °F) | He npumenmso
obomouxe

MunnaasHOe BpeMa cymku: 15 Musyr

INpaMeuanue:

1 B snmenpuseaéHHoi TabnuiLte yka3aHH MAHUMATLHLIC TEMNESPATY-
Pa H NPOAOAHTEALHOCTH MUKJIA, PEKOMEHAOBAHHEIC AN JOCTHKEHHA CTe-
PUABHOCTH.

2 CornacHo AOMyCKkaM NMApPOBLIX ABTOKNABOB, ACHCTBHTEALHAL TeMMne-
PATYpa aBTOKIABHPOBAHMA MOXET NPEBLICHTS sananuyio Ba +3 °C (+5 °F).
3 Oprain 3ApaBOOXPAHEHMA HEKOTOPMX PETYANDYEMBIX PErHOHOB,
rae AeHCTBYIOT HOPMAaTHUBHBIE AOKYMEHTH, He PaspeIlaioT CTEPHIH3ALNIO
npeameros Ge3 obonouxs; nanpumep, B crpanax EC. Iloxanyiicra, o3ua-
KOMBTECH C COOTBETCTBYIOIIMMH PEKOMEHIALHAMH, CTAHIAPTAMH H YKA38-
HHEMH MECTHHIX OPraHOB 3APABOOXpPAHEHNA AAA OnpeaelieHud RONyCTH-
MEIX TIAPAMETPOB NapoBo# CTEPHAN3ALAH B KAKAOH CTpaHe.

4 Crepunvs3anma mapoM HEMEMICHHOTO HCMONb30BAHHR NPERHASHA-
YeHa TOMbKO MM OTACALHLIX H3ACSHKH, H ee cleAyeT BHNOAHATL TONLKO B
cayuae ox0oOpenHa MECTHLIM 3aKOHOAATENBCTBOM. CTEpUNH3ALUMA HAACTHIH
NApoOM HEMEIEHHOTO HCNONL30BanNa He noaaepxnsaerca. [loansosarem
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HECET HCKAIOYHTENLHYIO OTBETCTBCHHOCTE 33 BaNHAAUMIO CTCPHAH3ALHH
NapoM HeMEJICHHOIr0 HCOIL30BAHHA B CNYYAEC €€ NPHMCHCHHA,

Cucrembt STERRAD®

1 OuncTTe H TIMATENBHO BLICYLIHTE PYHHOI MOAYAL H NPOBEPOTHbII
uakoneunnk HARMONIC, caeays stanam, ykazaHesiM B pasaene «Moiika
PYHHOTO MOAYJA ¥ (IPOBEPOMHOIO HAKOHEHHHKAY.

2 Hcnons3sya CTaRIapTHIHPOBAHHLIE METOLI YNAKOBKK, NOMECTHTE H
olepHuTe M3enue B OXOOPEHHYIO NOAHNPONHACHOBYIO CTEPHAH3ALMOH-
HY10 INeHKy, coBmecTHMylo ¢ cicTemoii STERRAD®, B coorsercTBHl ¢
BHYTPNOOILHHYHLIM  MPOTOKONOM, HHCTPYKUMEH 1O  IKCNAyaTalHH
STERRAD® u ISO11607-1. Han nomecTuTe Hidenne B CTEPHAM3ALHOH-
Hbiii NOTOK, 0BepHYTHIN ¢ HCONb3OBaAHHEM 0R00peHHOrO CTepHabROTO Oa-
PbEPHOro MaTepHana H CTAHZAPTHIHPOBAHHLIX METONOB YRAKOBKH. 0200-
peusbix Ans npumenenua ¢ cucremoii STERRAD®. He ucnom3yiire Gy-
MAXKHBIE NAKeTh! NIH CTEPUIH3ALMOHHBIE 0DOMONKH, COAEPXAlIHE LUESLNIO-
203y WITIE XJIOMOK.

3 Crepuansyiite pyuHO#i MOAYAb H NPOBEPOYHBIH HAKOHEYHHK B CH-
creme STERRAD® B COOTBETCTBMH ¢ MHCTPYKUMeH MO IKCMayaTauuu
STERRAD®.

B ta6anue nnxe npeacrasnens cucreMn STERRAD® n coorsercrsyio-
UIHE NPOJOIKHTEILHOCTH LIHKIIOB CTEPHANIAUNN.

Cucreva STERRAD® | Haawavenne TTpoAcARRTEALNOCTS NNKAA

STERRAD® 100NX Jam obmero xpypriuvecxoro Cranzaprauil - 47 sxumyt

HHCTPYMCHTAPHR
STERRAD® 1008 Kecuaie maepsanta u Tpyben Kpareuit - 54 vy
STERRAD NX* (epakapetomag cTath 2x400 su; | Cramtapriit - 28 Munyr
pybsa 1x350 M)
STERRAD®* 200 HKecTRME MATCPHATE K TPYORK Cranzaprubit - 75 aunyy
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13.  YCJIOBHA TPAHCNIOPTHPOBKH H XPAHEHUA 13. CONDITIONS OF TRANSPORTATION AND STORAGE
YcnosHs TPaHCNOPTHPOBKH # XPaHeHHS: Transportation and Storage conditions;

Haumenonsune Juanaron Desiguation Range
Temneparypa Ot -35 °C a0 +54 °C Temperature £35 °C to +54 °C
OrioCHTEIbHAS BADKHOCTE Ot 10 % 10 80 % Relative humidity 10%10 80 %
ATMOCHEPHOC AaBACHNC Or 700 rlla ac 1060 rMNa Barometric pressure 700 hPa to 1060 hPa

CrepunusoBanHble H3NCTHA CNEAYET XPAHHTL B CYXOi, YHCTOI cpexe, 3a-
DIMIIEHHONH OT NPAMBIX COMHEYHHIX Tyuei, Nbian, BpeanTenedl U 2KCTpe-
ManbHLIX TEMNEPaTyp, H BAAKHOCTH. CM. HHCTPYKUMH NO NPHMEHEHUIO
NPOH3BOAMTEIN CTEPHAHIANHOHHON NIEHKM B OTHOWEHUH OTPAHHUCHHH
BpeMEeHH XPAHEHHA CTEPHTLHOTO HIAENHS.

Sterilized products should be stored in a dry, clean environment, protected from
direct sunlight, dust, pests, and extreme temperature and humidity. Refer to steri-
lization wrap manufacturer’s 1IFU for limits on sterile product storage time.

14. NOPAJOK H YCNOBHA YTHWIH3IALIMH WIH YHHYTO-
JKEHUSA MH

Hexotopsie BHYTpeHHMe KOMNOHEHTHI PYKOATKH COAEPKAT CBHHEW (LIMp-
xouat-tuTaHat ceusua, LITC). Yaanense 8 0Tx0As! ClieaAyeT NPOH3BOAHTE
COTIACHO MECTHLIM TPeOOBAHHAM H 3AKOHOJATENBCTBY.
He#cnomb30BaHHBIE H3ACIHA YTHIH3HPYIOTCA B COOTBETCTBHH C NpaBuna-
MK OOpalCHHA ¢ MEIHLMHCKHMH OTXORAMH Kiacca A,

Hcnosb3oBaHHBe H3DEMUA YTHAUSHPYIOTCA B COOTBETCTBHM C MPaBHAAMH
obpaiuenna ¢ MEAMUMHCKUMH OTX0AaMH Kaacca b.

14. MD DISPOSAL RULES AND CONDITIONS

Some intemal components of the Hand Piece contain Lead (PZT Lead-Zirconate-
Titanate) Disposal should be performed according to local requirements and
regulations.

The unused device is disposed in conformity with the rules of handling medical
wastes of Class A.

The used device must be disposed in conformity with the rules of handling
medical wastes of Class B.

15. TAPAHTHA

lFapanTiiiHblii CPOK XpaHeHHs - NPOHIBOAHTE/Ib MAPAHTHPYET HANEKHOCTD
ANS NPeANONaracMoro MCNOAbL3OBAHNA, TP YCAOBUH HAANeXkalleii TpaHc-
NOPTHPOBKH H XPaHEHUA B MpeIenax KOAHMYeCcTBa HCNONL3OBAHKI, yKa3aH-
HLIX B HHCTPYRIUBH NO NpitMeHenH10 npoaykra. [Iponssoantens ne Hecer
OTBETCTBEHHOCTH 32 Jno0o#t ymepd win HecyacTHuIe CayHaH, BOIHHUKIUHE B
pe3y/NbTaTe HENPaBWILHOIO HCMONG30BAHUA, YENOBEYECKHX OWHOOK WIH
BHELIHHX aBAPMAHLIX CHTYyauuH. B oTHOWIeHHH KaueCcTBa NPOAYKUHM, NO-
KANyHCTa, CBIKHTECH C YNOITHOMOYECHHBIM NPEACTABHTEAEM H3TOTOBHTE 1.

15. WARRANTY

A storage warranty period - the manufacturer guarantees the reliability for the
intended use, subject to the right transportation, and storage within the number of
uses as identified within the product IFU. Manufacturer is not liable for any
damage or accidents resulting from improper use, human error or external emer-
gencies. Regarding the product quality, please contact an authorized manufactur-
er’s representative.

NAME AND LEGAL ADDRESS OF MANUFACTURER AND

16. HAMMEHOBAHME M IOPHAHYECKMH AAPEC NMPOM3-| 16.

BOXMTEJIA MH H YITOJHOMOUYEHHOT'O NPEACTABHUTE/ISE | AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION
NMPOH3IBOAUTENA B POCCHH

PA3PABOTYHK: DEVELOPER:

Dtukon Iuao-Cepnxepu, Hnx/ Ethicon Endo-Surgery, Inc Ethicon Endo-Surgery, LLC

4545 Creek Road 4545 Creek Road
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Cincinnati, Ohio 45242 USA

MPOVN3BOANTE/b;

ATMKOH SHAO-Cepmxkepun, In-3An-Cu/ Ethicon Endo-Surger>', EEC

475 Calle C

Guaynabo, Puerto Rico 00969 USA

MECTO MPOWN3BOACTBA:

E Ethicon Endo-Surgeiy, Inc., 4545 Creek Road, Cincinnati, OH 45242,
USA.

2. Ethicon Endo-Surgery, S.A. de C.V. Planta 11, Calle Durango No. 2751,
Colonia Eote Bravo, 32575 Ciudad Juarez, Chihuahua, MEXICO.

3. Ethicon Endo-Surgery, Inc., 3801 University Boulevard SE, Albuquer-
que, NM 87106, USA.

4. Nypro Healthcare Baja Inc., 3801 University Blvd SE, Albuquerque
NM 87106, USA.

5. NPA de Mexico S. de REE. de C.V., Blvd. Hector Teran Teran #20662-
C, Col. Murua Oriente, Tijuana, 22465, Mexico.

YMNONHOMOYEHHOW NPELCTABUTENb MPOU3BOAUTENS B
POCCUMN:

O6LLECTBO C OrpaHWUYEHHON OTBETCTBEHHOCTHIO «[IKOHCOH & JPKOHCOH»
(OO0 «[xOHCOH & [KOHCOH»), 121614, r. Mocksa, yn. Kpblnatckas 17,
Kopn. 2.

Ten.: +7 (495) 580-7777

dakc: +7 (495) 580-7878
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Cincinnati, Ohio 45242 USA

MANUFACTURER:

Ethicon Endo-Surgery, EEC

475 Calle C

Guaynabo, Puerto Rico 00969 USA

PLACE OF PRODUCTION:

1 Ethicon Endo-Surgery, Inc., 4545 Creek Road, Cincinnati, OH 45242, USA.
2. Ethicon Endo-Surgery, S.A. de C.V. Planta Il, Calle Durango No. 2751, Co-
lonia Eote Bravo, 32575 Ciudad Juarez, Chihuahua, MEXICO.

3. Ethicon Endo-Surgery, Inc., 3801 University Boulevard SE, Albuquerque,
NM87106, USA.

4. Nypro Healthcare Baja Inc., 3801 University Blvd SE, Albuquerque NM
87106, USA.

5 NPA de Mexico S. de R.E. de C.V., Blvd. Hector Teran Teran #20662-C,
Col. Murua Oriente, Tijuana, 22465, Mexico.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson EEC,

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

Tel. +7 (495) 580-7777

Fax:+7 (495) 580-7878
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<NOANHCAHO>
<Haamucs ot pyxu: 01 OKTABPA 2020 roas>

<Iliramn: BPAMAH FrOABHH

wmrvat Oradio
Cpox moeii nunessun nerexaer 17 nexabpa 2023 roas> COT'JIACOBAHO
<Kpyrnan neyars ¢ repbom wraTa
Oraito: MEYATD HOTAPHVYCA;
LITAT OTAHO>

01/16/2020

Jara: ALMMITIT

WE&W

Moanmsics

!

HUHCTPpYKIHA MO NPUMCHECHHIO MEAHIIMHCKOrO H3ACIHA
«PyKoATKH 1aNapOCOHHYECKHE K YIBTPa3ByKOBOMY CKaNbNeMo «["apMOHHK» B BADHAHTAX HCIIOHEHHA

PykoATKa JanapoCOHHYECKas AJA PydHO# aKTHBAIUH
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I'IepeBo,q OAHHOTO TEKCTa BbINMO/MHEH WM eHncom AI'IeKcaH,quBM‘-IEM

MOANUCH

Poccuiickas ®egepauns

Mopog MockBa.
LeBAToro okTA6psA AgBe TbiCAYWM ABajLaToOro roga.
A, NMpokoweHkoBa EneHa EBreHbesHa, HoTapuyc ropoga MOCKBbI, CBUAETENbCTBYIO MOASIMHHOCTb

nognucu nepesofuynka KpannmHa JeHuca AnekcaHapoBuua.
Mognucb caenaHa B MOeEM NMPUCYTCTBUMN,
JINYHOCTbL NOANMCABLLEro JOKYMEHT YCTaHOB/eHa.

3apernctpmpoBaHo B peecTtpe: Ne 21/86-H/77-2020-

B3biCKaHO rocygapcTBeHHOW nownuHbl (no Tapugy): 100 py6. 00 kon.
YnnayeHo 3a 0KasaHue ycsyr NnpaBoBOro U TexHU4Yeckoro xapakrtepa: 300 py6. 00 kon.

3K W (KO PEPEORAS] MEYATH
HOTARYCA

MpOLLIHYPOBaHO, NMPOHYMEPOBAHO W CKPEMN/EHO NeyaTbHo
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noAtracwSignalare
MHchyKumMA no npumeHew no MegnymnHckoro N3genns
«Py KOATKM nanapoCcoHMYecKMe Kynb(asByKOBOMY CKasbnent «FapMOHUK» B BapuaHTax UCNOMHEHUSA»:
PykKofiTKa nanapocoHu4yeckas o6neryeHHas

Instruction for use for Medical device
" Laparosonic Hand Pieces for ultrasonic scalpel "HARMONIC "in various modifications

HARMONIC Blue Hand Piece
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Russian text
Moxkanyiicta, BHUMaTEeIbHO NPOYTUTE BCIO MHPOPMALMIO.
HenpaBunbHoe cnefoBaHUEe UHCTPYKLUUAM MOXET MPUBECTU K CePbE3HbLIM
XUPYPrnUyecKMM nocsieCTBUAM.
BHumaHwne: Hactoawui BKNafblL COlepPXNT WHCTPYKLUIO no
NPUMEHEHNIO PYKOATKM NanapoCOHNYeCKON 06/1er4eHHOM N NPOBEPOYHOro
HaKOHeYHMKa. IOTOT AOKYMEHT He SABNAETCA PYKOBOACTBOM MO MeToAam
XUPYPruyecKoro BMmewaTesibCTBa.
1. HAMMEHOBAHWE MEOVNUWHCKOIO N3LAENNA (MN) N
EN0 KJACCNDOPUKALNA
1. HauvmeHoBaHne MW, mogenn nnu BapmaHTbl ucno.YyHeHnda MU

PyKoATKM NlanapocoHunyecKune K CKanbnesnwo
«["ap.MOHUK» B BapuaHTax UCMOJIHEHUSA:

PykoaTKa nanapocoHnyeckas obneryeHHas, B cocTaBe:

- PykosiTKa nanapocoHunyeckasa obneryeHHasa - 1wt

- MpoBepOYHbIt HAKOHEYHUK - 1 WT.;

- MHCTpyKuMAa no npumeHeHuto - 1 WrT.

YyNbTPa3ByKOBOMY

[lanee MO>KeT ynoMUHATbLCA KaK PyKOATKMW, pyvyHoi mogynb, HAND
PIECE

1.2. K.Taccnpukauyna MU

Knacc noTeHUManbHOro pucka MPUMEHEHUA MEAULMHCKOro W3jenus B
COOTBETCTBMU C HOMEHKNATYypHOW  Knaccupukaumen MegnLUUHCKNX
nsgennin: 26.

XapaKTep MHBa3NN: MUHW.MaNbHO NHBA3UBHbINA.

Bup KOHTakTa C OpraHuM3mom uesioBeka: [1psaAMOli KOHTaKT € MATKUMMU
TKaHAMW, KOCTHbIMU TKaHAMWU UNU AEHTUHOM.
Mpofo/MmKNTENBHOCTb KOHTaKTa: KpaTKoBpeMeHHbIli (MeHee 24 u).
KpaTHOCTb MPUMEHEHUA: MHOTFOKPaTHOe NPUMEHEHME.
OTHOLWEeHNE K CTepUaM3aLnn: HecTepuabHOe, CTEPUNN3YEMOE.
MpuMeHeHNe NCTOYHNKOB 3Heprun: akTusHoe M.

Tun  paboyeii  yacTu: Tun CF  (6e3  3awnTbl  OT
Kapguogeun bpunnatopa).

Pexxum paboThbl: NPOAOMKUTENbHbINA.

paspsja
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English text
Please read all infomiation carefully.
Failure to properly follow the instructions
consequences.
Important: This package insert is designed to provide instructions for use of the
Harmonic Blue Hand Piece and Test Tip.
It is not a reference to surgical techniques.

may lead to serious surgical

1. MEDICAL DEVICE (MD) NAME AND CLASSIFICATION
1.1. MD name, models or variations of MD
HARMONIC "in various

Laparosonic Hand Pieces for ultrasonic scalpel
modifications:

HARMONIC Blue Hand Piece

Hereinafter may he referred to as handles, manual module, HAND PIECE

1.2. MD classification ;

Class potential risk of medical device use according to the nomenclature
classification of medical devices: llb.

Character of invasion: Minimally invasive.

Type of contact with the human: Direct contact with tissue, bone or dentin.
Contact duratio: “limited” (<24-hour duration).

Multiplicity of use: reusable.

Sterilization: non-sterile, sterilizable.

The use of energy sources: active MD.

Type of working part: CF (without cardio defibrillator discharge protection).
Operating mode: continuous.

The degree of protection of the shell of electrical equipment from the penetration
of solid objects and water: IPXO.



<@

Crenene 32Tl 000N0OUKH IEKTPOOSOPYAOBAHNA OT NPOHUKHOBEHHA
TBEpABLIX NpeaMeTos U Boasl: IPX0,

2. HAZHAMEHHME MEJHUHHCKOI'O H3AEJIHUA

KOMNOHEHT ynLTpasByKkoBO# XHpYpPruueckoi CHCTEMb, NPeAHA3HAYCRHLIH
s npeoGpasoBaHHA  BHICOKOYACTOTHOIO  MEKTPHYECKOTO TOKAa C
reHepaTropa B yJbTpa3syxoBhie xonebanHns, HeOOXOAUMBIE ANA paccedyeHus
MATKHX TKaHel B TeX CJIydasx, KOraa HeoOX0AMMO CHW3HTL KPOBOMIOTEPIO
# CBECTH K MHHHMYMY TEPMHYECKOE NIOBPEXACHHE TKaHeH,

2, INTENDED USE OF OPERATION

A component of an ultrasound surgical system designed to convert a high-
frequency electric current from a generator into ultrasonic vibrations necessary
for dissecting soft tissues in cases where it is necessary to reduce blood loss and
minimize thermal damage to tissues.

3. NOKA3AHHA H MPOTHBOIMOKA3ZAHHUA K
NMPHMEHEHHIO MM H BOSMOXXHBIE MTOBOYHBIE 2OPEKTH
3.1. [loxazaunus

Moxazann: @A paccedeHHs MArKHX TKAHeH B Tex Caywasx, Koraa
HeoGXO0AHMO CHU3UTH KPOBOTIOTEPIO H CBECTH K MHHHUMYMY TEPMHUYECKOE
nospexcaenne TkaHed. JlaHHble MHCTPYMEHTHI MOFYT NPHMEHATHCA B
OONOMHEHHE WIH BMECTO INEKTPOXHPYPIHUYECKHX UHCTPYMEHTOB, Na3epos
B CTaNbHBIX CXanbnesnel,

3 INDICATIONS AND CONTRAINDICATIONS FOR MD USE AND
POSSIBLE ADVERSE EFFECTS

3.1. [Indications

Indicated for soft tissue incisions when bleeding control and minimal thermal
injury are desired. The instruments can be used as an adjunct to or substitute for
electrosurgery, lasers, and steel scalpels.

YALTPA3BYKOBHIMM  YCTPOHCTBAMH, BKIIOYAIOT B ¢e0a  BEPOATHOCTD
KPOBOTEYEHHA, TPABMHPOBAHHA TKAHEH DO NpUYUHE MEXaAHH4ECKOro HAY
TEPMHYECKOrO MOBPEXACHHA, BBEACHHE HECTEPHIBHBIX TIOBEPXHOCTEH HIK
NepeHOC NAaTOreHOB, BOCMANCHHE WIH HEXKEIATENBHYIO PEaKUMio TKAHH,
nopaxesue ANEKTPHUECKNM TOKOM, MAarsMTHOPEIOHAHCHYIO
HECOBMECTHMOCTh WIH HECOBMECTHMOCTh C HHOPOAHBIMH TelaMy, a TaKxke
NOoBpeXACHHe HMYILECTBA MAN HAHECEHHE Bpena OKpyxaomedl cpeae.
Kpome TOro, HempeaHaMepeHHbIH ymiepd, YBeIHUEHHE BpPEMEHH
XHPYPTHUECKOTO BMEIUZTENbCTBA WIH H3MEHEHHE  XHPYPruuecKoro
NOIXOA3 MOTYT CTaTh Pe3yAbTaTOM MpobneM, CBA3AHHBIX C AKTHBALWEH
YCTPONCYBA, NPUMEHEHHA MNOBPEXKICHHBX YCTPOHCTB, BO3ACHCTBUA
3NEKTPOMATHUTHLIX TOMEX, 3BYKOBOTO IYMa H3-38 HENPAaBHIbHON COOPKH,
HENpPaBHILHOIO HMCNONb30BAHHA KIIOua palouell 4acTy MAM  MOMBITKHE

3.2. HNpoTHBONOKA3AHRSA 3.2. Contraindications
- He noxaszanm Ans nepeceseHnn KOCTeH. — The instruments are not indicated for incising bone
— He npeasiazhaveHn ana 3aKkpuiTHA dannonuesnix TpyO B uwensax - The instruments are not intended for contraceptive tubal occlusion.
KOHTPAUEIUNH.
33. [TloGounsie pPexTns 33. Adverse effects
Hewenarensubie noGounsie 3pdextn u  puckn, ceazasunie ¢ | Undesirable side effects and risks associated with ultrasonic devnces include the

potential for bleeding, tissue injury via mechanical or thermal damage,
introduction of non-sterile surfaces or pathogen transfer, inflammatory or
unintended tissue reaction, electrical shock, foreign body or magnetic resonance
incompatibility, and property or environmental damage. Also, unintended harm,
extended surgery. or altered surgical approach may result from issues related to
device activation, damaged devices, electromagnetic interference, audible noise
due to misassembly, misuse of the torque wrench, or an attempt to alter the
device.
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H3MEeHNTDh YCTPOHCTBO.

4, OBJIACThD TIPHMEHEHHA H TNOTEHUHAJIBHBIE
NMOTPEBHUTEJIH MK

O06aacTh NPHMEHEHHA: XUPYPTHA:

Huctpymentht cucremMnl Harmonic  (Bkawouas  pyxkOSTKH)  MOXKHO
HCNOJIb30BATHL B obmmx, TUIACTHYECKHX, NeXNATPUIECKHX,
THHEKOJJOTHYECKHX, YPONOTHYECKHX OMEPAalHRX, INA BO3ACHCTBHA Ha
OPTONEANYECKHE CTPYKTYPH (TEKHE KAK NO3BOHOYHHK H CYCTaBHAA Wenb),
Ana 3anafikn ¥ pacceueHws nuMmdaruyeckux cocyaos, B JIOP (ywn, woc,
rOpA0) ONEpauUMAX, BKMIOYAA ONMEPAltHH HA TKaHAX MATKoro Heba, Ha
CTPYKTYpPax POTOBO# NONOCTH H HA POTOTMOTOMHBIX ALIXATENbHBLIX MYTAX,
JNA TOPAKANbLHON XHPYPrHH, BKAIOYAs MOOHIH3ALMIO BRYTPEHHEH rPYAHOH

4, SCOPE AND POTENTIAL CONSUMERS OF MD

Scope: surgery:

The HARMONIC System instruments {including Handpieces) can be used in
general, plastic, pediatric, gynecologic, urologic, exposure to orthopedic
structures (such as spine and joint space), sealing and transection of lymphatic
vessels, ENT (Ears, Nose, Throat), including tissues of the soft palate, oral
structures, and oropharyngeal airway, thoracic surgery, including mobilization of
the Internal Mammary Artery (IMA), or other open or endoscopic procedures.

aprepun (IMA), uan B ApYMMX OTKPHITHX HKaH Amaockonuvecknx | Potential consumers of MD:

onepaupii, Qualified Surgeons.

TMorennuansubie norpeburenn:

Keannbuumupoprannsie BpauyH-xupypri.

4.1. Ycnaosus npumenennsHxcnayaranus MH 4.1. Use/operation conditions of MD
Ycnosns JRCANYSTALHN | Operation conditions
BaaxrocTs ot 10 % 20 85 % Humidity 10 % to 85 %
Temnepatypa ot + 10 °C ro + 30 °C Temperature +10 °C to +30 °C
Jarnenue ot 700 rila a0 1060 rTla Pressure 700 hPa to 1060 hPa

S. OINMHCAHHE OCHOBHBIX GOYHKIIMOHAJNBHBIX
3JEMEHTOB U ITPHHUHIIA PABOTHI MH

5.1. Ofimee onucanne MH

PykoaTka comepXHT 38yK0BOi npeoOpazoearens, kotopuii npeobpasyer
MMEKTPHHECKYIO FHEPrHIO, NOAABAEMYIO OT FEHEpaTopa, B MeXaHHueckoe
aswxenne. [IpeoOpazosarens DPHCOSIMHER K YALTPasByKOBOMY
NPOBOAHHKY/YCHINTEMNO, KOTOPHII YCHJIHBAeT ABIDKCHHE, CO3JaBaeMOe
npeoOpazosaTeeM, ¥ NepeaacT ero Ha KOHUeBoi pabounii HHCTPYMEHT.
MexaHHyeckoe ABHKEHHE OT 3BYKOBOIrO NpeoOpasoBaTess HEPEXOAMT Ha
KOHUueBo#t  paboumii  MHCTPpYMEHT, nepenaeas  BbICOKOYACTOTHYIO
YALTPA3BYKOBYIO JHEPrHiO, KOTOpas ofecneyuBaeT reMOCTATHYECKHHA

s. DESCRIPTION OF MAIN FUNCTIONAL ELEMENTS AND
PRINCIPLE OF OPERATION OF MD

5.1. General description of MD

The hand piece contains an acoustic transducer that converts the electrical energy
supplied by the generator to mechanical motion. The transducer is connected to
an ultrasonic wave guide/amplifier which amplifies the motion produced by the
transducer and relays it to the end effector.

The mechanical motion from the acoustic amplifier advances to the end effector,
transmitting high frequency ultrasonic energy which enables hemostatic cutting
and/or coagulation of tissue.
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Pa3pes WHAN KOAryAUMIO TKane#H.

Onuxcanne uineaun

PyxosTka nanapocowwueckad oOneruyeHHas mnpennassaveHa  ans
npeobpaszoBaHia MEKTPOIHEPrHH COBMECTHMOTO reneparopa Harmonic B
MEXAHHYECKoe RBRNEHNE ne3sus HHCTPYMENTA. Pyxosatka
AANAPOCOHHYECKAA OOGNeryeHHas nPeAHasHAYeHa HCKIOUMTENbHO ANS
NpUMEHEHWA C COBMECTHMHM renepatopom Harmonic. Pykoarka
JanapocoHuvecKas obneryeHHas NOCTOAHHO TNMPHCOEAMHEHA K CHHEMY
MHYPY, TOAKMIOYAEMOMY K NepeaHeil naHeny reHepaTopa.

Pykoarka aanapoconudecxas oO0nerdenHas ABMICTCA HHCTPYMEHTOM
MHOrOpa30BOrC NPUMEHEHHS ¢ OTPAHHYEHHBIM CPOKOM CayxOnl. PykosTka
NanAPOCOHNYECKan o0neryeHHan CHabMeHa CUSTYHKOM, OTPaHHYHBAIOIIHM
cpox ero cayxOnl 100 npoueaypamn. ITo 3aepwenun 100 npoueayp
reHepaTop BHAACT OWHOKY DYKOATKH NanapoCORHYeckod o0neruennoil.
Koaunuecrso axtneaumii 8 TeueHHe OAHOH NMPOUEAYPH He OrPaHHYEHo, I
CuéTynWK He YJYTéT npouesypy A0 TeX nop, NOKa PYKORTKA
JIanapocoHHYeckas obneruenHan He OyAeT OTIIIOYEH OT reHepaTopa wiaH
resepatop He Oyaer oOTwHOuéH OT ceTH. KoauuecTBo OCTaBIIMXCR
nipouenyp BHCBEYHBAECTCA HA ANCIUIEE FEHEPATOPA B MOMEHT NOAKIIOYEHHT
MHTAHHA B Cyyae nporpaMMHOro obecneuenus rexeparopa 1.09 u uepes
pexum Bio Medical Mode (BME) B cayuae npenbuiymmx BepcHil
NPOrpaMMHOTo 00ecneyeHnn reHepaTopa.

lNMpumeuanne: Teneparop nepepoaurcs 8 pexkum BME nyrmém
OAMOBPEMEHHOT0 HaXkaTHA Ha kKHonku Oxuaatue H YPoBeHb MOIMHOCTH CO
CTPeAKoii BHN3 B MOMEHT BK/TIOYMEHHA nuTauus reneparopa (Ilpoaomkaiive
H&XUMATH Ha 00e KHONKK, NOKa OCNeAOBATEIbHOCTD BKIIOUYEHHA NHTARHA
He Oyaer 3asepuieHs).

MpoBepounsili HAKOHEYHHK COBMECTHM ¢ KIIOYOM C OTPaHMYCHHEM
KPYTALIETO MOMEHNTS, RIONKEHHBHM B YNAKOBKY C HHCTPYMEHTAMH ANS
npuMeHeHHa Ha OAHOM NALMEHTE.

Device Description

The Harmonic Blue Hand Piece is designed to convert electrical energy from a
compatible Harmonic Generator to mechanical motion for the instrument blade.
The Blue Hand Piece is intended for use exclusively with a compatible Harmonic
Generator. The Blue Hand Piece is permanently attached to a blue cord which
connects to the front of the Generator.

The Blue Hand Piece is a re-useable instrument with a limited service life. The
Blue Hand Piece is programmed with a counter to limit the service life to 100
procedures. The generator will give a Hand Piece error after 100 procedures are
completed. The number of activations during a procedure is not limited, and the
counter will not log a procedure until the hand piece is unplugged from the
generator or the generator is powered down. The number of remaining
procedures is indicated on the display of the generator during power up with
generator software 1.09 and via Bio Medical Mode (BME) with prior versions of
generator software.

Note: The generator is placed in BME mode by depressing the Standby and
Power Level Down Arrow buttons simultaneously while powering up the
generator. (Hold down both buttons until power-up sequence is completed).

The Harmonic Blue Test Tip is compatible with the torque wrench packaged with
the single patient use instruments.

52. Hucrpyxuns no npaMeHeHnI0

MMepea ucnone3oBaHKeM MHCTPYMEHTa yGeasrech B COBMECTHMOCTH BCeX

HHCTPYMEHTOB H npusamnexHocreil (oM. lpenocrepexenus u mepbr

NpeaoCTOPORKHOCTH).

1. Ilepea npumeHeHHeM CHHMHTE W YAANNTE B OTXOIbI 3ALIHTHOE
NOKPHITHE NOBEPXHOCTH, K KOTOPOit MONTUPYETCS e3Bne,

52. Instructions for Use

Verify compatibility of all instruments and accessories prior to using the instrument
(refer to Warnings and Precautions).

1 Prior 10 usc, remove and discard the protective cover over the Blade Mount

Surface. ‘
2 Before initial use, clean and sterilize the Hand Picce and test uip as per
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2. TMepep nepBbiM MPUMEHEHMEM OUYNUCTUTE N CTEPUN3YINTE PYHHON recommended Instructions for Reprocessing included in this insert.
MOAY/lb B COOTBETCTBUU C PEKOMEHJ0BAHHbIMU UHCTPYKLMUSMU MO 3 Prior to each use, visually inspect the Hand Piece for damage that may have
NOBTOPHO 06paGoTKe, NPeACTaBNEHHbIMU B JAHHOM BKagblLLe. occurred during handling and cleaning, and verify that the instrument functions properly

Mepes KaXAbiM WCMOMb30BaHWEM BU3yalbHO OCMaTpuBaiiTe pyKosTKa and is not in need of maintenance or repair. Refer to Inspection section for details of the

nanapocoHH4Yeckas Ha npeamMeT  NOBPeXAeHWUl, KOTOpble  MOFIn visual inspection.
BO3HWKHYTb Mpu o6paleHnM U O04YnucTKe, U ybegnTecb, 4YTO npubop
DYHKLUOHUPYET [AO/MKHbIM 00pa3oM W He HyXJaeTcAd B TeXHUYECKOM

06CNy>XMBaAHUN WX peMOoHTe. WHGopmauusa no Bu3yanbHO MNpPOBepKe

npeactaBneHa B pasgene MNMposepka.
5.3. MpucoefnHeHNe PYYHOTo MOAY/SA 5.3. Hand Piece Attachment

CM. MHCTPYKLMIO NO 3KcnayaTauum coBmecTMMOro reHepatopa Harmonic, Refer to a compatible Harmonic Generator User Manual for Hand Piece
rae cofepXaTCsi WMHCTPYKUMW OTHOCUTeNbHO MPUCOeAMHEHMS Hacagku u attachment and system operation instructions.

akcnayatauymm CUCTEMBbI.
5.4. B03MOXHOCTb H .MeTOojbl MHTerpaumm c apyrumum 5.4, The possibility and ways of integrating with other medical devices

MEAULUHCKNUMMN U3LENNAMN
PyKOATKWN npefHasHayeHbl ANs MPUMEHEHUA C COBMECTUMbIM reHepatopom Handles are designed for use with a compatible HARMONIC generator:

HARMONIC:
- [eHepaTop 3MeKTPOXUPYPruYeckHi, ynbTpa3Bykosoii G1l1 (PY Ne ©C3 -G E NI 1 Generator (Registration certificate Noe ®C3 2012/11599)

2012./11599)

PykoaTka ncnonblyeTcs BMecTe ¢ UHCTpymeHTamm HARMONIC: Handle used with HARMONIC tools:

SNGCB NesBue n3orHytoe HaiTnonic Synergy ¢ 3aMKOM paboueiil 4acTu SNCKB HARMONIC SYNERGY Dissecting Hook, Curv-ed Blade |and Torque
Jle3Bne KproyoK guccekumnonHoe Hamionic Synergy c .3aMkoMm paboyeid Wrench

SNGIIK yaeTr SNGHK HARMONIC SYNERGY Dis.secting Hook, Curvied Blade and Torque
Kom6uHmpoBaHHbIiii  kptoyok  FIAIKMONIC  SYNERGY, nesBue Wrench

SNGHK2 «KPHYOK» 1 KoY paboyeii yactu SNGHK2 HARMONIC SYNERGY Combination Hook Blade willi Torque Wrench
HoxHuubl Hamionic Focus + ¢ TeXHOMOrnein agantauum K TKaHAM Ans HAR9F HARMONIC FOCUS* Shears + Adaptive Tissue Technologv

IHAR9F ongr>1TbIX onepauuii HAR17F  HARMONIC FOCUS* Fong Shears + Adaptive Tissue Technology
HoxHuubl Harmonic Focus+ AAWHHBbIE C TexHOMOrMein afgantayum K

HAR17F TaaHAM AN19 OTKPbITbIX onepauuii

5.5. TexHM4yeckme xapakTepuctukm MW /[ Technical characteristics of MD

3HaueHune / Value

XapakTtepucruka / Characteristic .
PykosaTka nanapocounyeckas obneryeHHas /HARMONIC Blue Hand Piece
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Bug nutanus / Type of power

HanpsaxeHue, makc. B / Voltage, max. V
HomuHaubHbIA TOK, Makc. MA / Nominal current,
max. WA

Yactota BxogHOro ToKa, KIy / Input current
frequency, kHz

BbixofiHas MouiHOCTb, Makc. BT / Output power,
wax. W

[OwnanasoH uyacToT (napameTp ynbTpassyka), Iy /
Frequencies (Ultrasonic Output), Hz
ConpoTtusneHune. Om / Impedance, Ohm

3anac no ¢ase, 'y / Phase margin, Hz
AnekTpuyeckas emkocTb. H® / Capacitance, nF

Macca n3genus, r / Weight, g

OnameTp, mm / Diameter, mm
OnuHa, mm / Lengdi, mm

OnameTp, mm / Diameter, mm
OnvHa, mm / Length, mm

Ownametp, mm / Diameter, tntn
OnvHa, mm / Length, mm

5.6. OnucaHue cocTaBHbIX YyacTelh MU
PykoaTKa nanapocoHu4yeckas obnervyeHHas

OCHOBHbIE 31EMEHTbI:
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OT reHepatopa /from the generator
150

400
55,5+ 3
35

55500 + 3000

11,0-45,4
165-275
2,0-5,0
MeHee/ less than 70
(6e3 kabens / without cable)
MabapuThbl pykoaTku / Hand pieces dimensions
15,75 (4-0,11/-0,08)
149.86 + 12.7
Kab6enb/wHyp nuTaHus / Cable /power cord
4,45 +0,13
3159,13 + 152,53
FabapuTbl NpOBEpOYHOro HakoHevHuka /Dimensions ofthe test tip
6,32 + 0.03
88,39 + 0,05

5.6. Description of MD parts
HARMONIC Blue Hand Piece

Main elements:



1. MpoBEpPOYHbIi HAKOHEYHNK

2. CVMHUIA WwHyp

3. PykoaTka

4. [MoBepxXHOCTb ANA NOHTa>K'a ne3susa
6. MEPEYEHb W ONNCAHWE MATEPNANOB MW

Kopnyc:

CpeaHAa yacTb Kopnyca; cnnas AntoMuHua 6061-T6 ASTM B209
MokpbiTne Kopnyca CpefHAs 4yacTb Kopnyca; MNMoKpbITUe MeTanm4yeckoe
xpomoBoe Metallic Chromium (99.0% Xpoma n Knucnopoga),

MokpbiTue xpomosoe Chromium Coating / HEEF 25 R (500),

3alWMTHbI/ KOHYC, HOCOBAS YacTb:

3alWmMTHbI KOHYC, HOCOBas YacTb; CnnaB AntomMmuHusa 6061-T6 ASTM
B209

MoKpbITUE 3aLLMTHOr0 KOHYCa, HOCOBOM 4YacTu; MNMoKpbITUE MeTanmyeckoe
xpomoBoe Metallic Chromium (99.0% Xpoma n Kncnopoga),

nnu;

MokpbiTne xpomosoe / HEEF 25 R (500),

Kab6enb:

3arnyuwka/knanaH; Cnnae antoMmHmna 6061-T6 ASTM B209
3arnywka”knanaH; MokpbiTne xpomosoe Metallic Chromium (99.0%
Xpoma n Kucnopoga)

nnu

MokpbiTue xpomosoe / HEEF 25 R (500)
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1. Test Tip

2. Blue Cord

3. Hand Piece

4. Blade Mount Surface

6. LIST AND DESCRIPTION OF MD MATERIALS

Body:

Mid Housing; Aluminum 6061-T6 ASTM

Mid Housing; Metallic Chromium Coating Metallic Chromium (99.0%
Chromium and Oxygen).

Alternative;

Mid Housing; Chromium Coating / HEEF 25 R (500)

Nose Cone Assembly;

Nose Cone; Aluminum 6061-T6 ASTM B209

Nose Cone; Metallic Chromium Coating Metallic Chromium (99.0% Chromium
and Oxygen)

Alternative.

Nose Cone; Clrromium Coating / HEEF 25 R (500)

Cable:

End Cap; Aluminum 6061-T6 ASTM B209

End Cap; Metallic Chromium Coating Metallic Chromium (99.0% Chromium
and Oxygen)

Alternative;

End Cap; Chromium Coating Chromium Coating / HEEF 25 R (500)
Connector: Polyphenylsufone ColorComp RADEL R-5800 EES GYO-732-2



KoHHekTOp: MonudeHuncynsthoH kpacutens Comp RADEL R-5800 EES
GYO-732-2

BbinyckHon kopnyc: MonngeHunncynstoH RADEL R-5800 NT

Kab6enb - MokpbiTue: nonu(napa-kctwneH) Parylene N

LIM KoHHekTOp: Monugnmetnn/metnnBuHuncunkcan (cnnmkon) NusSil
MED-4950

MokpbiTne LIM KoHHekTOpa: nonu(napa-kcununen) Parylene N
dNacTUYHbIA WHYp: Monngnmetnn / metunneuHuncnnokcan (CNAnNKoH)

NuSil MED-4950
MoKpbITUE 3M1aCTUYHOIO WHYypa: nonu(napa-KcHAuneH) Parylene N

7. OAHHBIE O MAPKUPOBKE MW N ETO YMAKOBKE

3Ha4YeHNsa CMMBOJIOB, KOTOpblE MOTYT 6bITb YKa3aHbl Ha YNaKOBKE.

REF Homep no katanory'

He cTepunbHO

3Hak cooTBeTcTBMA B EBponeiickom Coroue*

CE

Ans  nonyyeHws  MHQopmauus 1o
PYKOBOACTBO/GPOLUIOPY MO MPUMEHEHUHO

w 1 MponssoauTenb
A< Jarta npoussoacTea

He npumeHaTs ¢ reHepatopom Ullracision* (GENO1/GEN32)

MHCprMEHT npegHasHadyeH Ana UCnosib3oBaHNA TOMTbKO C
CUHAM PYYHbIM MOAYNEM.

A M uT PUIM

TemnepatypHoe orpaHuyeHune
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6etonacHoOCTN  CM,

Outlet Housing: Polyphenylsulfone RADEL R-5800 NT
Cable - Coating: poly(para-xylylene) Parylene N
LIM Connector: Polydimethyl / methylvinylsilozane (Silicone) NuSil MED-

4950

LIM Connector - Coating: poly(para-xylylene) Parylene N
Flex Cord Relief: Polydimethyl / methylvinylsilozane (Silicone) NuSil MED-

4950

Flex Cord Relief- Coating: poly(para-xylylene) Parylene N

7. DATA ABOUT LABELING OF MD AND ITS PACKAGING

REF

/ nom \

CE

HTAACIAKIN
«afWRAMN
forwi -IOTHG

S W AHoT<MmMuOIKI

Jlr-

Catalogue number
Non-sterile

European Conformity*

Refer to Instruction Manual/Booklet for Infomiation Related to
Safety

Manufacturer i

date of manufacture

Do not use the HARMONIC Blue Hand Piece with Ultracision*
Generator (GEN01/GEN32)

For use with Blue Hand Piece only.

Temperature Limit



y- Do

0
EC |WEp|

USA REP

X

SN

c

=i

OrpaqueH ne BNIaXKHOCTU

YNOMHOMOYEHHBI NpeacTaBuTeNs B EBponeiickom CoobLyectse

\VYonHOMOHCHHbifi npeacTasuTtens B CLUA

DNeKTPUYECKOe W 3MEKTPOHHOe 060pyaoBaHve. Bosspallaiite
0TX0fbl B CMCTeMyY cHOpa WM Ha NpeanpusTVs Mo nepepaboTke

ytunmsaumm  otxopoB.  [Mpumensercs B  EC.  Cnegyiite
WHCTPYKUMAM NOo  06e33apaXvBaHUIO  Mepes  BO3BpaLleHVeM
0TX0/0B

BuumaHune! degepanbHblii 3akoH CLUA paspelsaeT npogaxy

3TOr0 YCTPOICTBA TO/IbKO Bpayam Wam Mo 3akasy Bpadein™
KonuuecTtso n3genuii

CepwiiHblii Homep

CootBeTtcTtBue PCT

YKasbIBaeT, YTO 3/IEKTPUYECKWIA W 3NEKTPOHHBIN NpogyKT (EEP)
COAEPXUT TOKCUYHbIE W OMacHble BELLECTBA WM 3/1EMEHTI,
KOHLEHTPaLMA KOTOPbIX MPEeBbILLAET MaKCUMaSibHbIe 3HAYEHUS,
onpefenieHHble Bbile. HasBaHUA U COfepXKaHue TOKCUYHbLIX W
OMacHbLIX BELLEeCTB WM 3/1IEMEHTOB MPUBELEHbI B UHCTPYKLUM K
NpoaykTy. Yucno «10» B CWMMBOMIE YKa3blBaeT Ha Mepuog
3KO/I0ra4yHoro MCrosib30BaHus, no UCTEYEHNW KOTOPOro BeLLecTsa
M 3neMeHTbl Heo6XOAMMO OTMPaBUTb B CUCTEMY MNepepaboTKM
(ncnonb3yemblii B Kutalickoli HapogHoii Pecny6nvke cvumBon
OrpaHnyeHns cofiepXaHua BPeAHbIX BELLECTB B 3/1EKTPUYECKUX U
3/IeKTPOHHbIX MPOAYKTax). *

Xpynkoe. OCTOpo>kHO!
Bepx. YKa3blBaeT NpaBu/ibHOE BEPTUKAbHOE MOOXKEHME.

OcTopoXXHO! OBPaTUTECH K UHCTPYKLMM MO NPUMEHEHNIO

* - ynakoBKa W MapKumpoBka MEANLUMHCKOIo u3genna n>KeT He
Ccoaep>K-aTb OTMEYEHHbIE CrLIBO/IbI

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

/- am

10%

EC |BEP|

USA REP

?
/
A

Humidity Limitation

Authorized Representative in the European Community

Authorized Representative in the United States

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

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

Unit Quantity
Serial number

«PCT» Compliance Symbol

Indicates that the Electrical and Electronic Product (EEP) contains
toxic and hazardous substances or elements over the defined
maximum concentration values defined above. The names and
content of the toxic and hazardous substances or elements shall be
provided in the product instruction manual. The number “ 10" in
the symbol refers to the environment friendly use period; after their
invironmentfriendly 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). *

Fragile. Caution!
This way up.

Caution! Refer to the instructions for use

*-packaging and labelling o fmedical devices may not contain noted symbols
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7.1. dopmMa nocTaBKHU

PykoiTka C 3allMTHbIM KOAMNAYKOM W MPOBEPOYHbIA  HAKOHEUYHUK
Haxo4sATCcA B 3anasHHOM nakeTe, KOTOPbIi BMecCTe C WHCTPyKuwuel no
NPpUMeHEHNIO (Hannyme MynbTUANHIBaNIbHOW MHCTPYKUMU NpPOM3BOAMTENSA
- ONuMoHaNbHO) MNOMeLWawTca B MNOTPebMTeNbCKYK YynakoBky. Ha
NoTPebNTENbCKYIO YNaKOBKY MPUK/AeeHa UHCTPYKLMA MO NPUMEHEHUIO Ha
pycCcKOM f3bike (B hopme OyKeTa).

PykoAaTKka W NpoBepoOYHbIi HAKOHEYHWK MNOCTaBASAKTCHA HECTePUSIbHbIMMU.
CTepununsyinte nepes Ucrnosib30BaHUEM.
8. MEPEYEHb MATEPMWAJZIOB >XWBOTHOIO "
YUENTOBEYECKOIO MPONCXOXAEHWA

HenpumeHnmo. [laHHOe MeAULUHCKOE W3Jenne He COLepPXMUT MaTepuanbl
XXMBOTHOIO U (MNN) YesI0OBEYECKOT0 NMPOUCXOXAEHNS.
9. MEPEYEHbL CTAHOAPTOB

wmnn)

EN ISO 13485, EN ISO 14971, EN 1SO 15223-1, EN 1041, EN 60601-1, EN
60601-1-2, EN 60601-1-6, EN IEC 60601-2-2, EN 62366-1, EN 50419, EN
.50581, EN 62321-1, EN ISO 17664

10. TPEBOBAHWNA BE3OMACHOCTUN N 3PDPEKTUBHOCTMU
MW

Mcno.nyenlble cTaHfapTHbIe 0603HaYeHNSA
cnonb3oBaHue NMOMETOK «OCTOPOX>XHO!»,
«MpumedyaHune»

MHpopmaLnsa, oTHocsAWanacs K 6e30nacHOMY U TWaTe/ibHOMY BbIMO/IHEHWIO
3afaun, cnegyet 3a coobuweHnsamm ¢ gopmynmpoBkoii «OCTOPOXHO!»,
«BHUMaHue!» n «MpumevyaHme». 3TU cO06LLEHMSA BCTpPeYarTCA BO BCeWd

«BHuMaHuel» 7]

JOKyMeHTaumm. WX cnegyeT nMpoyecTb, MNpexpje 4em nMNepexoauTb K
cnefyouwemy AeliCTBUIO B TeKYLL el npoueaype.
OCTOPOXHO! ®opmynupoBka «OCTOPOXHO!», ykasblBaeT Ha

npouegypbl No aKcnayaTauuyu uamM o6CNy>XXMBaHUIO, MeTOAbl WX YCNOBUS,
HeBHUMAaTe/NbHOE BbIMOMIHEHUE KOTOPbIX MOXET MPUBECTU K TpaBme WAu
NeTanbHOMY UCXOAY.

BHuMaHue! ®opmynupoBka «BHUMaHue!» ykasbiBaeT Ha Mnpouegypbl no
aKcnayaTauum nnu 06CNYXUBaHUIO, MeToAbl nnu ycnosus,
HEBHMUMATE/IbHOE BbIMO/THEHWE KOTOPbIX MOXET MPUBECTU K MOBPEXAEHUIO
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7.1 How supplied

A Hand Piece with a protective cap and a test tip are m a sealed bag, which,
together with instructions for use (the presence of multilingual manufacturer
instruction - optional), are placed in a consumer packaging. Instructions for use
in Russian are glued onto consumer packaging (in the form of a booklet).

The Harmonic Blue Hand Piece and Harmonic Blue Test Tip are supplied non-
sterile. Sterilize prior to use.

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

9. LIST OF APPLICABLE STANDARDS

EN ISO 13485, EN ISO 14971, EN ISO 15223-1, EN 1041, EN 60601-1, EN
60601-1-2, EN 60601-1-6, EN IEC 60601-2-2, EN 62366-1, EN 50419, EN
50581, EN 62321-1, EN ISO 17664

10. MD SAFETY AND EFFECTIVENESS REQUIREMENTS

Standard Conventions Used

The use of a WARNING, a Caution or a Note statement

Information relative to the completion of a task in a safe and thorough manner
will be supplied in the form ofa WARNING, Caution or a Note statement. These
statements are found throughout the documentation.

These statements should be read before continuing to the next step in a
procedure.

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

Caution: A Caution statement indicates an operating, or maintenance procedure,
practice, or condition that, if not strictly observed, could result in damage to or
destruction of the equipment.

Note: A Note statement indicates an operating, or maintenance problem, practice,
or condition that is necessary to accomplish task efficiently.

1



NN YHUUYTOXEHUIO 060py0BaHUS.
MpumevaHue. Coo6LleHUA cOo c/oBOM «lpuMedyaHue» YyKasblBalOT Ha
npo6aemy aKcnayaTauuyu UM TEXHUYECKOro 06CNYyXMBaHWUS, MeTOAbl WK
YCNOBUSA, Ha  KOTOpble HEoGX0AMMO  06paTUTb  BHUMaHue  And
3 (PEKTUBHOTO BbINOJTHEHMA 3a4auN.

MpefocTepeXKeHNS 1 Mepbl NPeAOCTOPOXKHOCTU:

*MUHUMaNbHO WHBa3WBHble  Mpoueaypbl  AO/KHbI BbIMOJIHATbLCSA
NCKMOUYNTENbHO NMUAMWU, CheunanbHo 06YYeHHbIMU U 3HAKOMbIMMK C
MeTofamu MUHUMANbHO MNHBA3NBHOTO BMeLlaTe/bCTBA. Mepesq
BbIMO/IHEHWEM N1060 MUHUMANbHO MHBA3MBHOW NpoLeaypbl 03HAKOMbTECh
C MeAWLMHCKON NuTepaTypoli OTHOCUTENbHO MeTO[0B, OCMOXHEHUIA WU
prcKa Takux npoueayp.

e VIHCTPYMEHTbl AN MWUHUManbHO WMHBA3WBHOIO BMELIATENbCTBA MOMYT
pasnnMuaTbCsl B 3aBUCUMMOCTM OT M3rotoBuTens. Korga B xofe npoueaypbl
NpUMeHSIITCS MUHWU.MasTbHO NHBa3NBHbIe NHCTPY.MEHTbI "
NPUHAANEXHOCTU pasHbIX U3FOTOBUTENEN, y6eanTecb B UX COBMECTUMOCTM
[0 Hauana npoueaypbl.

e [Ny6oKoe MOHWMaHWe MNPUHLUWMNOB W METOAOB, WCMONb3yeMbIX MNpU

NnasepHbIX, 3/IeKTPOXMPYPIUUECKUX U YNbTPa3BYKOBbIX Mpoleaypax,
Heo6XxoaMMo, uUTOGbl M36eXaTb pUCKA 3/IEKTPOLIOKA W 0XOroB Kak
nayuMeHTa, TaK W MeAMLMHCKOIO MNepcoHana, a TakKXe MNOBPeXAeHUs

0AHHOTO YCTPOICTBA U APYTUX MeAULMUHCKUX UHCTPYMEHTOB. Y 6eguTech,
UTO 9NeKTpuUeckas WU30MALUMA U 3a3eM/IeHMe He HapylleHbl. He
norpyxawTe 9M1eKTPOXUPYPTrUUYECKME WHCTPYMEHTbl B JKUAKOCTb, 3a
NCKMIOYEHNEM TeX MHCTPYMEHTOB, KOTOpble CreynanbHO paspaboTaHbl Ans
MOrpPY>XXeHWst U UMeT COOTBETCTBYIOLLME 0603HAYEHUS.

e BbICOKME 3BYKW, C/bIWHbIE MPU aKTMBaLMMW, YKa3blBalOT Ha HelTaTHble
ycnoBus pa6oTbl M Ha TO, 4UTO /e3BWe WAM PYyYHOI .MOAYNTb He
MYHKLUMOHUPYIOT HOpMaTbHO. Takue 3BYKM MOTYT GbiTb MPU3HAKOM TOTO,
YTO CPOK 9KCNJyaTauuu  PYKOATKM MNpoweén wunuM nes3sue  6bISo
NMPUCOEANHEHO HempaBWU/IbHO, UYTO MOXET TMpPUBECTM K HEHOPMasbHO
BbICOKOIi TeMnepaType 1 TpaBMme No/sib3oBaTeNs Wan nayueHTa.

» YT06bl M36eXaTb 0XKOTOBOW TpaBMbl, MPeKpaTUTe NpUMEHeHUe, ecnu ns-
3a BbICOKOI TeMMnepaTypbl PYKOATKM ee CTaHeT TPYAHO [epXaTb.

» B cnydae n0GbIX MCTOYHUKOB 3SHEPruu (9NEeKTPOXUPYpPrus, nasep.
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W arnings and Precautions

Minimally invasive procedures should be performed only by persons having
adequate training and familiarity with minimally invasive techniques. Consult
medical literatme relative to techniques, complications, and hazards prior to
performance of any minimally invasive procedure.

e Minimally invasive instruments may vary 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 electrosurgical instruments in liquid unless the
instruments are designed and labeled to be immersed.

» Audible high-pitched tones during activation are an abnormal condition and an
indicator that the blade or Hand Piece is not operating properly. The tones may
be an indicator that the Hand Piece is beyond its useful life or that the blade has
not been attached properly, which may result in abnormally high temperatures
and user or patient injury.

e To prevent burn injury, discontinue use if the Hand Piece temperature becomes
uncomfortable to hold.

« 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
eyewear, filtration masks, and effective smoke evacuation equipment should be
used in both open and laparoscopic procedures.

*T o avoid user or patient injury, do not activate an electrosurgical device in close
proximity to the HARMONIC instruments. The aerosols created by the activation
ofthe HARMONIC instruments in fatty tissue are potentially flammable.

T o avoid user or patient injury in the event that accidental activation occurs, the
instrument blades should not be in contact with the patient, drapes or flammable
materials while not in use.

¢ During and following activation in tissue, the instrument blades may become
hot. Avoid unintended blade contact with tissue, drapes, surgical gowns, or other

unintended sites after activation.
12



YyNbTpa3ByK) CyL,ecTBYeT 03a604EHHOCTb OTHOCUTENIbHO KAHLEPOTreHHOro 1
WHMEKLWOHHOIO noTeHUMana noboYHbIX NPOLYKTOB, TakMX Kak Ablma, OT
ropsweii TKaHW UK aspos3onieii. COOTBETCTBYHOLWME Mepbl, Takue Kak
3allNTHble O0YKW, pecnupaTopbl UM 3PHEKTUBHOE [AbIMOY/0BUTENbHOE
obopysoBaHue, cnedyeT MNPUMeEHATb KakK NpPU OTKPbITbIX, TaK W Mpwu
nanapocKonmuuyecknx npouegypax.

* UT06bl M36eXaTb TpaBMbl NOMb30BaTENA UNM MaLUeHTa, He aKTUBUpPYITe
3/1eKTPOXUPYPrnyeckne ycTpoicTBa B HEMOCPeACTBEHHOW 6nmM3ocTu OT
WHCTpYyMeHTOB Harmonic. Aapo3onu, obpasywuimecsa npu akKTusauum
WHCTPYMEHTOB Harmonic B XWPOBbIX TKaHAX, ABAAKTCA MNOTEHLMANbHO
NerkoBocnaaMeHs o WnMmucs.

* YT0o6bl u36exaTb TpaBMbl M0Mb30BaTeNId WAM NauyueHTa B cnydae
cny4yaliHOW aKTuBauuw, ne3BUS MHCTPYMEHTa He AO0/DKHbl HaxoAuMTbCsA B
KOHTaKTe € nauuMeHTOM, MNPOCTbIHAMWU WAW NerKoBOCM/aMEHSAOLWUMUCA
mMaTepuanaMmu, Korja oH1W He UCNOJb3yTCA.

 Bo BpemMsa AW nocsie akKTUBauuMn B TKaHW Ne3BUA WHCTPY.MeHTa MOryT
cTaTb ropsumMmu. [locne akTuBauum wu3beranTe HenpegHaMepeHHOro
KOHTaKTa Ne3BUA C TKaHAMU, NPOCTbIHAMU, XUPYPTrUYeCKUMU xanatamm u
NPOYMMU NOCTOPOHHUMU NpesMeTamMu.

* PyKosiTKa COOTBETCTBYeT MeX/AyHapoAHOMY cTaHaapTy 6e3onacHocTu EN
60601-1 pana KoOHTaKTa C Mofb30BaTesleM W He npegHasHadeHa [Ans
KOHTaKTa C naymeHToM. UTo6bl M3bexaTb 0XOroBoi TpaBMbl, nsberaiite
NPAMOro KOHTaKTa TKaHU C PYKOSATKON MAuM nNpumMute npouaaktmyeckue
Mepbl MO 3aWnTe TKaHU, KOTOpas KOHTaKTUPYeT C PYKOATKOM.

Cwm. BKMafAbllM  MHCTPYMEHTOB  OTHOCUTENbHO  MHMOpMauum o
npMMeHMMbIX paboumx ymknax (nponopyuio cpokos BKJ1./BbIK/1.).

» ObpawanTecb C PYKOATKOM OCTOPOXHO, TaK Kak eé MOBPexXJeHUs mMoryT
NPUBECTU K CABUTY PE30HAHCHOW 4acToThl.

- He ygapainTe n He poHATe PYKOATKY.

- He uncTnTe 3N1eKTPUYECKN pa3beéM PYKOATKU CIMPTOM.

o Mepes npumeHeHveMm ybeanTecb B COBMECTUMOCTW C reHepaTtopamu.
PykoaTka He coBMmecTuMa ¢ reHepatopom Ultra Cision ® (GENO1/GEN32).

e MpPOAYKTbI, W3rOTOB/IEHHbIE WAW pacnpocTpaHseMble KOMMAHUSIMU, He
NNLEH3MPOBAHHbIMY Ethicon Endo-Surgery, MOryT oKasaTbCs
HEeCOBMECTUMbIMM C cUCTeMoir Harmonic. Wcnonb3oBaHWe MNOJOGHbIX

NPOAYKTOB MOXET NPUBECTU K HEOXUAAHHbLIM pe3ysibTaTaM N BO3IMOXHbIM
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e The Hand Piece meets the international safety standard EN 60601-1 for user
contact and is not

intended for patient contact. To prevent burn injur>% avoid direct tissue contact
with the Hand Piece or take preventative measures to protect tissue that comes in
contact with the Hand Piece. Refer to the instrument inserts for applicable duty
cycle (proportion of ON,/OFF time) information.

» Handle the Hand Piece carefully, as damage may shift resonant frequency.

- Do not bang or drop the Hand Piece.

- Do not clean the Hand Piece electrical connector with alcohol.

e Verily compatibility with generators prior to use. This Hand Piece is not
compatible with the UltraCision® Generator (GEN01/GEN32).

* Products manufactured or distributed by companies not authorized by Ethicon
Endo-Surgery may not be compatible with the HARMONIC System. Use of such
products may lead to unanticipated results and possible injury to the user or
patient.

- Use this Hand Piece only with a compatible HARMONIC Generator to avoid
potential electric shock hazard.

» After removing the instrument, examine the tissue for hemostasis. If hemostasis
is not present, appropriate techniques should be used to achieve hemostasis.

e In case of system failure, ensure the availability of the appropriate back up
equipment relevant to the specific procedure.

 Reuse and improper reprocessing or resterilization may cause functional
degradation of the device and/or lead to device failure that in turn may result in
patient injury or illness.

. To minimize the chance of corrosion, do not use saline for cleaning.

. Follow the instructions and warnings issued by the suppliers of any
cleaning agents and equipment used. Avoid exposing the instruments to
hypochlorite solutions, as these will promote corrosion. Do not use cleaning
agents with chlorine or chloride as they are corrosive.



TpaBMaMm Mnosib3oBaTena UAN nayueHTa.
- Bo mn3bexaHune pucka MOpPaKeHWUS 3NEKTPUYUYECKUM TOKO.M UCMONb3yhTe
PYKOATKY UCKOUYNTENBHO C COBMECTUMbIM reHepatopoMm Harmonic.

e [locne ypaneHNss NHCTPYMEHTA OCMOTPUTE TKaHb Ha NMpegMeT remocrasa.
Ecnu remocTtas He Habnwpgaercs, cnefjyeT MPUMEHUTb COOTBETCTBYHOLLUE
MeTOoAbl AOCTUXKEHNA remocTasa.

* Ha cnyuali oTkasa cucteMbl ob6ecneybTe HanMyuve COOTBETCTBYHOLLEFO
NpoBOAMMOI NpoLesype pe3epBHOro o6opyaoBaHuUS.

* N1OBTOPHOE MCMNONb30BaHNE U HeMpaBubHas MNOBTOpPHas obpaboTka unu
noBTOpHas cTepunusauuna MOTYT YXYAWUTb (PYHKLMOHANbHbIEe
BO3MOXHOCTU M3JeNnsa n/mam npuBecTn K ero NosIOMKe U, Kak cneacrTeue, K
NPUYMHEHNIO Bpefa NnauneHTy Uau ero 3aboneBaHuio.

. UTo6bl CBECTM K MWUHUMYMY BEPOATHOCTb
ncnonb3yiTe PU3N0ONOrMYECKNA pacTBOpP 419 OUUCTKN.

. CnegyniTe MHCTPYKUMAM W NPejoCTePeXeHUAM, MOAMOTOB/IEHHbIM
nocTaBLWMKaMun, N0 BCEM BUAaM OYUCTKM M UCNONb3YyeMOro obopysoBaHus.
MN3beraiiTe BO34ENCTBMSA PpacTBOPOB TUMOX/I0PUTA, MOCKOMbKY OHMU
YCKOPAKT Mnpouecc Koppo3un. He wncnonb3yiiTe MowuiMe cpeacTBa Ha
0CHOBeE XJ10pa UM X10pUA0B, NMOCKO/bKY OHU BbI3bIBAOT KOPPO3NIO.

11. MH®OPMALUWMA O JIEKAPCTBEHHbIX MPEMAPATAX WU
mnn)y ®APMALEBTUNYECKNX CYBCTAHUWMAX B COCTABE
MU

HenpnmeHumo. [aHHoe MW He CcOfep>XUT B cOCTaBe JIEKAPCTBeHHbIe
npenapatbl N HE UCMOJ/Ib3YETCHA B COYETAHUN C HUMMU.

KOppo3nu, He

12. UNCTKA N CTEPUTTN3ALNA

PyKoAaTKa nanapocoHuyeckas o6/erdyeHHas MOXeT BblagepXuBaTb 100
LWKMOB CTEPUAU3ALUN

MHCTPYKLUM NO NOBTOPHOI 06paboTke

. [aHHoe u3genve MNOCTaBNAeTCS  HeCTEPU/IbHLIM.  Molite 1
CTepUNM3yiiTe ero nepefj HadalbHbIM U KaXAbIM  Moc/iefyowum
MCNOMb30BaHMEM.

. TuwatenbHass 04YMCTKa Heo6XoAMMA [A1A rapaHTUM Haj exXaliero

MeXaHWYecKoro pyHKLMOHNPOBAHWNS U3aeNns.
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11. INFORMATION ABOUT MEDICINES AND

PHARMACEUTICAL SUBSTANCES INCLUDED IN MD,

(OR)

Not applicable. The devices do not contain medicinal substances and are not used
in combination with medicinal substances.
12. DESCRIPTION OF STERILIZATION METHOD

The HARMONIC Blue Hand Piece can withstand 100 sterilization cycles.

Instructions for Reprocessing

. This device is supplied non-sterile and must be cleaned and sterilized
prior to initial and each subsequent use.
. Thorough cleaning is necessary to ensure correct mechanical functioning

of the device.
. Each device must be treated individually and matte surfaces must be

protected against scratches.
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. Kaxgoe wusgenue cnegyet o06pa6aTbiBaTh
MaTOBble MOBEPXHOCTYW CMeAyeT 3alMaTh OT LapanuH.

. KOHCTPYKLUMA fJaHHOTO M3fenus fonyckaeT sh(eKTUBHYHO MOIKY U
HageXHyl cTepunmsayunto. MNonb3oBaTesb AO/HKEH 06ecneunTb UYUCTKY U
CTepunu3aLuio B COOTBETCTBMU C MPUMEHUMbIMWU  PYKOBOACTBAMMU,
cTaHgapTamu nnu Tpe6oBaHUAMM rocyaapcTBeHHbIX opraHoB
3 paBOOXpPaHeHMS.

no oOTAenbHOCTH, a

O6paboTKa Ha MeCcTe UCMONb30BaHUA (B onepaLMoOHHOMR)
. MpomoiiTe uW34ennMe B MaKCMMalbHO KOPOTKUeE
MCMosb30BaHuS.

. Ypanute M3NULWLKU TBePAbIX BeLecTB C MOMOLLbH OfHOPAa30BbIX
cangeTok, thepMeHTaTUBHO neHbl nnu B  COOTBETCTBUMU c
BHYTPUBGONbHUYHON  npouefypoil. 3arpsisHeHHble un3genna  cnepyet
O0TAeNATb OT YWUCTbIX WU3AeNuin. 3arpsisHeHHble U3AeNus cnegyeT MNOKPbITb
NO/IOTEHLEM, CMOYEHHbIM CTEPUBHOW WAM OYULLEHHOW BOAON BO
nsbexaHue BbICbIXaHUS KPOBU W/UAM OCTATKOB. 3acoxwiasi rpsisb MOXeT
YBEIMYNTb BPEMS M 3aTpaynBaeMble ycuams npu obpaboTke.

. Ecnu BbIMOMHUTb peKoMeHaaLLau, npuBeAeHHbIE Bblllle,
HEBO3MOXHO, M3je/iMe MOXeT 6biTb MOMELLEHO B KOHTENHepP, MOrPY>XeEHO B
BOAOMNPOBOAHY, CTEPU/IBHYIO UM OUMLLLEHHYIO BOAY M 3aKPbITO KPbILL KO
O/H TpaHCNOPTUPOBKM B 30HY 06paboTKu.

CPpOKM nocne

BHMMaHue! YTo6bl CBECTM K MUHUMYMY BepPOATHOCTb KOPPO3MU, He
NCNoNb3yinTe U3NONOTNUECKINI PACTBOP AN OUNCTKMN.

. CnepfyiiTe MHCTpyKUuaAM B pasgene «OuucTKa U cTepunusayus»
HUXe.

XpaHeHWe M TPpAaHCNOPTMPOBKA

N3genus, ncnonb3oBaHHbIe B XMPYPTUUYECKUX onepauusax, MoryT cCUMTaTbes
6MONOTNUYECKM OMACHbIMMW U AO/MKHbI GbiTb 6€30MacHO TPAHCMNOPTUPOBAHbI
B CneuuanbHO OTBefeHHYl 30HY 06paGoTKM B COOTBETCTBUU C
BHYTPUOONbHUUYHBIMMW NpoLeaypamMmu U MECTHbIMWU NpaBUiaMu.

Moinka (nocne XMpypruyeckoi onepaymnmn)

Moliky cnegyeT MPOBOAUTL B KpaTyaillue CPOKU Moc/ie UCMO/Ib30BaHUS -
npegnoyYTUTe/IbHO B TeyeHWe OJHOro Yaca. KOHCTPYKUMA uM3aenus
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. Th~7esliiTof thiF~d™™I~pern,Us eftecuve reliable
Sterilization. The user must ensure that cleaning and sterilization are performed in

accordance with guidelines, standards and National Health Authority
requirements.

Point of Use Treatment (in the operating room)
. Clean device as soon as possible after use.

Remove excessive solids using disposable wdpes, enzymatic foam or per
hospital procedure. Soiled devices should be separated from unsoiled devices.
Soiled Devices should be covered with a towel dampened with tap, sterile or
critical water to prevent blood and/or debris from drying. Encrusted soil can
increase the time and effort required to complete processing.

. If the recommendations in the steps above are not possible, the device
may be placed in a container and immersed in tap, sterile or critical water and
covered for transport to the processing area.

Caution; To minimize the chance of corrosion, do not use saline for cleaning.

. Follow the Cleaning and Sterilization instructions below.

Containment and Transportation

Surgically used devices may be considered bio-hazardous and should be safely
transported to a designated processing area in accordance with hospital
procedures and local policies.
Cleaning (after procedure) '

Cleaning should be performed as soon as possible after use, preferably wdthin
one hour of use. The device has been designed for thorough cleaning and safe
sterilization, without disassembly. It is the responsibility of the end user to ensme
that the cleaning is performed using appropriate equipment, materials and
personnel to achieve the desired result.

Caution: Follow the instructions and warnings issued by the suppliers of any
cleaning agents and equipment used. Avoid exposing devices to hypochlorite
solutions, as these will promote corrosion. Do not use cleaning agents with
chlorine or chloride as they are corrosive.

The user must ensure that cleaning and sterilization are conducted in accordance
15



AonyckaeT TwWaTeNbHYl0 MoKy W 6e30macHyl cTepuamMsauuio, 6e3
pa3bopku. KoHeUYHbI nonb3oBaTeNb [AOMIKEH 06ecneydnTb CTepoTU3annio
npy NomolLM Hagnexallero o60pyaoBaHusa, MaTepua’~ToB 1 MepcoHana ans

AOCTUXEHNA XKenaemMoro pesynbrarta.

BHumaHuMe! CnepynTe WHCTPYKUUAM " NpeaocTepPeXeHNAM,
NOArOTOB/IEHHbIM MOCTaBWUKaMu, No N060A 0UYMCTKE U WUCMONb3YEMOMY
obopynoBaHulo. WN3beraiTe BO3LeNCTBUSA  pacTBOPOB  TUMOXI0PUTA,

MOCKO/IbKY OHU YCKOPSIIOT MpOLLecC KOppo3nMu. He ucnonb3yiiTe Moo ue
CpeAcTBa Ha OCHOBE XJjiopa WM X/I0PWAO0B, MOCKOMbKY OHU Bbi3blBalOT
KOppo3uio.

Monb3oBaTesb fO/KEH Yy6eaUTbCs, UTO MOKA U CTepunmnsanms nNpoBoasTCs
C co6noAeHNEeM  COOTBETCTBYIOLWMX  [UPEKTUB, CTaHAApTOB WK
TpeboBaHW rocygapcTBeHHbIX OpPraHoB 3fpaBooxpaHeHus. CreayeT
MCMNO/b30BaTh HU3KOMEHUCTbIE (hepMeHTaTUBHbIE Mot LLne cpeacTBa ¢ pH
0T HelTpanbHOro [0 cNabolenoUHbIX AN MeULUHCKOT0 MCMNOMb30BaHUS,
HU3KOMEHNCTble MolWMe cpeicTBa C HeldTpanbHbiM pH (pH 7-9) ans
MEAULMHCKOIO  WCMOMb30BaHUA UM HWU3KOMEHWUCTble  cnaGolyenoYHble
mMolowne cpeactBa ¢ pH < 11 (NOAFOTOBMEHHbIE MO WHCTPYKUUSIM
npousBognuTensa) AN MeAULMHCKOTo WCMOMb30BaHWsA. ®epMeHTaTUBHbI
OUYNCTUTENb U cnabolenouyHoe MoloLLLee CPeACTBO MPUMEHANUCL B paMKax
nccnefoBaHuii ahHeKTUBHOCTU OUUCTKM U SIBAAKOTCA TUMaMKU NPOAYKTOB,
KOTOpPble MOTYT 6blTb MCMO/Mb30BaHbl B TeYeHWe BCEro mnpouecca MOWKY.
TepmuH «Motoutee(ne) cpeactso(a)» 6yaeT MCNONL30BATLCA B 06LLEM
cnyyae B OCTaNlbHOW 4acTW [AaHHbIX WHCTPYKUWA. Y6GeauTecb, UTO
WHCTPYKLUMM NPOWU3BOAMTENST MOIOLWEr0 CcpeAacTBa cob6niogalTcs B
OTHOLWLEHUN  KOHLUEHTpauuu, TemnepaTypbl U KauyecTBa BOAbl Ha
NPOTSHXKEHUN BCEro  mnpouecca  OYUCTKWU. Korga  npumeHsiloTcs
cnabolienoyHble MoOlOLULME CPeAcTBa, Ha MNPOTSHKEHUM BCEro mnpouecca
OYUCTKM cneayeT UCNOMNb30BaTb OUMLLEHHYIO BOAY.

XMMMUECKOe KauyecTBO BOAbl, WCMONb3yeMOW npu 06paboTKe, MOXET
noBNuATb Ha 6e3onacHocTb u3genua. MpeanpuaTusa LOMKHbI CNeaoBaThb
peKOMeHAYyeMbIM TpeboBaHMAM K KauyecTBY BOAbl AN 06paboTKu u3genuia
B COOTBETCTBMW C MeCTHbIMW pyKoBoacTBamu (Hanpumep, AAMI T1R 34,
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with the appropriate guidelines, standSFd”, or NStI"HST Health
requirements. Hospital grade low foaming neutral pH to mildly alrklune
enzymatic detergents, hospital grade low foaming neutral pH detergents (pH 7-9)
and hospital grade low foaming mildly alkaline detergents with a pH of < 11
(prepared according to manufacturer’s instructions) should be used. An
enzymatic detergent and a mildly alkaline detergent were used in cleaning
efficacy studies and are types of products that can be used throughout the
cleaning process. “Detergent(s)” will be used generically throughout the rest of
these instructions. Ensure that detergent manufacturer instructions are followed
for concentration, temperature and water quality throughout the cleaning process.
When using mildly alkaline detergents, critical water should be used throughout
the cleaning process.

The chemical quality of the water used dming processing can impact device
safety. Facilities should use the recommended water quality requirements for
device processing in accordance with local guidance (such as AAMI TIR 34,
Water for the reprocessing of medical devices), detergent manufacUirers and
these instructions for use.

Pre-cleaning Instructions (PRIOR to Automatic or Manual Cleaning)

1. Immerse and soak the device for a minimum of 10 minutes up to 60
minutes in an enzymatic detergent or equivalent prepared according to
manufacturer’s instructions for concentration, water quality and temperature.

2. Remove the device from the detergent. '

3. Immerse the device in a clean sink with cold to warm tap water - not to
exceed 40°C. Using a toothbrush style soft bristle (nylon) brush or soft cloth,
clean the exterior of the device paying particular attention to crevices, threads
and seams.

Caution: Do not use scouring pads, abrasive cleaners, or a steel wire brush,
which may cause damage to the surfaces of the device.

4, Rinse the exterior of the device thoroughly under cold to warm running
tap water for a minimum one minute.

Note: The use of ultrasonic cleaners is not recommended for the Hand Piece.

Following the pre-cleaning step, the validated automated or manual processing
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Boga fna noBTOPHOW 06paboTKM MeAMLUHCKUX W3AeNnii), yKasaHusMu
npousBoanTeneli MOKLUWNX CPeACTB M HACTOAWMMU WMHCTPYKUMAMU MO
NPUMEHEHNIO.

MHCTpYKUUKM no npegBaputenbHoin molike (MEPEJ w™olikoli B
aBTOMAaTUYECKOM WU PYYHOM PEXUME)
1 Morpysute w©n  3amoumTe  wm3genne Ha  10-60 MWHYT B

thepMeHTaTUBHOM WM aHa/IoOTMYHOM MO EM CPeACTBe, MPUTOTOBEHHOM
B COOTBETCTBMU C WHCTPYKUMSMW NPOU3BOAUTENSA MO KOHLEeHTpauuu,
KauyecTBY BOAbl U TemnepaType.

2 M3BnekuTe n3fenve N3 MoOK0LEro cpeacTBa.

3 MorpysnTe usgenne B YACTYH PaKOBMHY C BOLOMPOBOAHON BOAOM
(oT xonopgHoW fo Tennoi - He 6onee 40 °C). Micnonb3ys 3y6HYH LWETKY C
MATrKol (HeMNOHOBOW) WETUHON UAN MATKYH TKaHb, OUNCTUTE BHELIHKOHK
MOBEPXHOCTb U3feNus, yaensas ocoboe BHMMaHMe LWensm, pesbbe 1 LBaM.
BHumaHue! He wucnonb3yliTe MeTaninyeckume ry6kn, abpasuBHble
yncTALWMe CPeAcTBa UM CTallbHYK MPOBOJIOYHYK LWETKY, KOTOpble MOTyT
NMPUBECTU K MOBPEXAEHNIO MOBEPXHOCTeN n3genms.

4 TwaTtenbHO MNPOMOITE BHEWHMWE MNOBEPXHOCTU W3fenns Nof
XONOAHOW MM Tensol NPOTOYHON BOAONPOBOAHON BOAOW B TeyeHWe Kak
MWUHUMYM O4HOW MWHYThI.

MpumMeyaHue; NS PYYHOro MOAYNSA He PEKOMeHAyeTcs MCnonb30BaTb
YNbTPa3BYKOBbIe OUUCTUTENN.

Mocne a3Ttana npegBapuTeNbHON MOWKW MpeanoYTUTENbHOW SB/sETCA
Ba/IMANPOBAHHAA MeToAMKa 06paboTKN BPYUYHYH MaM B MawuHe. CnegyiiTe
CTaHJapTHOMY 60/IbHUYHOMY MPOTOKOMY W MeCTHbIM/'HaUMOHAIbHbIM
npakTukam, 4Tobbl onpeaennTb, TpebyeTcAa nu gesnHgekuynsa. ObpaTuTe
BHMMaHUe, 4To fe3nHpeKuns ob6s3aTelbHa B HEKOTOPbIX PermoHax mupa,
Hanpumep B EC. B pa3HbIX cTpaHax CyLlecTBYKT pas3/inyHble Tpe60BaHUA K
AO; Hanpu.mep, AO > 600 (90 °C B TeueHne 1 MuUHyThI) uam AO > 3000 (90
°C B TeuyeHue 5 MuHYT). [Monb3oBaTenb [JO/DKEH 06ecnevYnTb UYUCTKY,
Le3VH(EeKUNI0 WU CTepuaus3auumid B COOTBETCTBMU C  MPUMEHUMbIMU
MECTHbIMMU pyKoBoACTBaMu, cTaHjapTamu nnu Tpe6oBaHUAMM
rocyjapCTBEHHbIX OPraHoB 3paBOOXPaHEHMS.
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method must be performed. Refer to protocoTA” _
practices to determine whether disinfection is required. Note that disinfecti” is
mandatory in some areas of the world; e.g. EU. There are different AO
requirements in various countries; e.g, AO >600 (90°C for 1 minute) or AO >3000
(90°C for 5 minutes). The user must ensure that cleaning, disinfection and
sterilization are conducted in accordance with the appropriate local guidelines,
standards, or National Health Authority requirements.

Automated Cleaning Method (Preferred Method)

Following the pre-cleaning step, the device must be cleaned”disinfected in a
validated automated washer-disinfector in compliance to ISO 15883 or
equivalent standard, using a typical non-lubricating Instrument, Vario TD Cycle
or a program similar to the following cycle, providing the minimum parameters

identified below are met:

Phase Recirculation Temperature Detergent Type V'alidated
Time Parameters
(minutcsiseconds)
Pre-Wash 02:00 Cold tap water  N/A 2 minutes cold tap
water
Enzyme 02:00 Tap w'ater Neutral pH no
Wash <40°C(104°F) enzymatic detergent
or mildly alkaline ,
detergent
Wash 0.3:00 Tap w-atcr Neutral pIT detergent i5 minutes tap
>40°C (104°F)  or mildly alkaline water 55-60°C
detergent
Rinse 02:00 Critical water N/A 2 minutes critical
>40°C(104°F) water
*lhennal 01:00- 10:00 Critical water N/A 5 minutes at 90°C
Disinfection >90°C(194°F)
Drying 30:00 >115°C(239“F) N.JA 30 minutes at

- not To exceed 115°C

134°C (273°F)

4ote: Do not expose the device to a lubrication cycle.
Note: The automated washer program may or may not include and enzymatic

wash phase. Single or combined washing phases should be perfonned for a
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MeTog aBTOMaTMUYECKON MOMKMK (NpeanoyuTUTebHbI METOA)

Mocne a3Tana npeABapuTeNlbHON  MOWKM  u3genve  AO/DKHO  ObITb
ounweHo/Npoe3nHpULMPOBAHO B BalMAMPOBaHHONA aBTOMaTUYeCKOl
MalwnHe A5 NpoMblBKU-Ae3nHGeKTope B cooTBeTcTBUM ¢ ISO 15883 unnm
3KBUBaNEHTHbIM CTaHA4apTOM, C MNPUMEHEeHWEM TUMUYHOrO UMKIa 6e3
pobaBneHus cmasku, uukna Vario TD wau nporpammbl, aHanorMyHoOmn
cnegyrowemy  UWKAY, NpA YCAOBUW  CO6GMAOAEHUA  MUHUMANIbHbIX
napamMeTpoB, YKa3aHHbIX HUXe:

daun

MNpegBaputenpHas
Moiika

Moiika ¢
thepmeHTOM

Moiika

CnonackneaHue

‘Tennosas
neuynHgeknHa

Cyuwka

Bpewms
pennpkn.nannu
(MUHYTHI
cekyHAbl)

02:00

02:00

0.700

02:00
01:00

10:00

.t0:00

TemnepaTtypa

XonopHas
BOAONPOBOAHASR
Boja

BogonposogHas
Bona <40 °C
(104 "F)

BoponpoBogHan
Boga >40 "C
(104 wa)

OunweHHas
Boga >40 “C
(104 ~T)

OunweHHas
Boga >90 “C
(Mmn-)

>1 15 #C
(2.39 MO0  He
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Tun MOiouieio
cpeactBa

He npumeHumo

depmoit WMBHOC
Mololee
CpeAcTBo C
HeliTpanbHbIM

pW unn cnabo
eno4yHoe

Mol ee
cpenclso

Mowwee
CpeAcTBo C
HelTpanbHbIM
pyn nnun
cnabowenoyroe
Mol ee
cpeacTBo

He npu.meHumo

He npumenn.mo

He npumennmo

BanuaHpoBaHHbl e
napameTpbl

2 MUHY Tbl non
X0N0AHOI
»0N10N}X>BO;WON BOAON

HeT

5 MUHYT nog
BOAONPOBOAHOI BOAOIA
npn 55-60 'C

2 MUHYTHI B
OuNLW eHHO BOAe

5 MmuHyT npn 90 °C

30 muHyT npn 115 “C

minimum of 5 minutes. Temperatures used during the enzymatic and/or wash"
phases should meet the requirements of the detergent manufacturer’s
recommendations.

Note: Manually clean the upper and lower contact rings using a cotton swab
dipped in isopropyl alcohol until visibly clean.

Disinfection

Thermal disinfection can be included as part of the automatic cleaning cycle. The
device may be thermally disinfected at a temperature between 90°C (194°F) and
100°C (212°F) for one (1) minute up to ten (10) minute(s) to render the device
safer for handling.

Manual Cleaning Method

1. Immerse the device for a minimum 5 minutes in a detergent prepared in

accordance with manufacturer’s recommendations for concentration, water
guality and temperature.

2. Remove the device from the detergent.

3. Immerse the device in a clean sink with cold to warm critical water - not

to exceed 40°C. While immersed, use a toothbrush style, soft bristle (nylon)
brush or soft cloth to clean the exterior of the device. Pay particular attention to
crevices, threads and seams.

Caution: Do not use scouring pads, abrasive cleaners, or a steel wire brush,
which may cause damage to the surfaces of the device.

4. Rinse the exterior of the device thoroughly with critical water for a minimum
one minute. |

Drying

Dry the device with a clean, absorbent cloth. If a washer-disinfector
without a drying cycle is used, a hot-air dryer may be used but the device must
not be heated to temperatures above 134°C (273°F). The cavities of device parts
must be blown out with clean, compressed air, up to 20 psi, in order to eliminate
the possibility of any residual water remaining.
Note: Manually clean the upper and lower contact rings using a cotton swab
dipped in isopropyl alcohol until visibly clean.

Inspection

Devices do not have an indefinite functional life. All surgical devices are subject

to a degree of wear and tear as a result of normal use. They must therefore
18



MpeBbiwas
134 'C (273 "F)

MpumeyvaHue. T[lporpamma aBTOMaTU4YeCcKOi MOMKK B MallWUHE MOXeT
BK/1OYaTb WM HE BKJ/K4YaTb cbasy NMPOMbIBKM MOKOWNMM CpeacTtBoM C

thepmeHTaMu. OAUHOYHbIE WM  KOMOWHUPOBAHHbIE (asbl MNPOMbIBKMU
LO/DKHBI BbINMOMHATLCA He MeHee 5 MUHYT. Temnepartypa, ucnosb3yemasi Bo
Bpemsi 06paboTkm dep.MeHTamMu W/MNM Ha 3Tane MOWKMK, [O/KHA

COOTBETCTBOBAaTb TPe6OBaHMAM pPeKOMeHAaLUii NpPou3BOAMTENS MOIOLLErO
cpeAcTBa.
MpuMeyaHue: YUCTUTE BHYTPEHHee W BHeWHee KOHTAKTHble Ko/bLa
BaTHbIMW TamMoHaMW, CMOYEHHbIMU WM30MPONUIOBLIM CMUPTOM, NpoTUpas
BCIO OKPYXHOCTb KOHTAKTHOW MOBEPXHOCTW [0 [AOCTMXKEHUS BU3yanbHOl
UYUCTOThI.

Je3snHipekymnsa

TennoBas Ae3MHMEKLUA MOXET SABAATbLCSA YaCTblO LMK/Ia aBTOMaTUYECKO
OUMCTKU. WM3genue MOXeT MojBepraTbCs TEM0BON [fe3MHMeKUUn npu
Temnepatype ot 90 °C (194 °F) go 100 °C (212 °F) B TeueHue oT ogHoM (1)
fo pecAatn (10) MUHYT, 4TObObI chenatb u3genue 6onee 6e3onacHbIM nNpu
obpauieHun.

MeToa MOWMKYM BPYUHYHO
1 MorpysnTe usgenne MMUHUMYM Ha 5 MUHYT B MOHOLlee CPeAcTBO,
NMPUroTOB/IEHHOE B COOTBETCTBUM C PEKOMEHJaLMsAMKU NPOU3BOAMTENSA MO
KOHLEHTpauumn, KayecTBy BOAbl U TeMMNepaTy'pe.

2 M3BneKuTe n3genve n3 MoKLLLEro CpeacTBa.

3 MorpysnTe n3genve B YMCTYIO PaKOBUHY C OUYULLEHHON BOAon (oT
X0NOAHOW [0 Tennolh - He 6onee 40 °C). Ncnonb3ysa 3y6HYH LWETKY C
MSArKoli (HEMTOHOBOW) WETUHON MM MATKYH TKaHb, OYUCTUTE BHELLUHIOMO
NoBepXxHOCTb u3genus. Ocoboe BHMMaHWe ygensaiiTe LWensam, pe3bbe u
LwBam.

BHumaHue! He wucnonb3yinte MeTannmyeckue rybku, abpasuBHble
yncTALWMe CpeAcTBa UM CTalbHYK MPOBOMIOYHYIO WETKY, KOTOpble MOTYT
NPUBECTUN K MOBPEXAEHMIO MOBEPXHOCTEN M3aenus.

4 TuwaTe/sbHO MPOMONTE BHELIHWE MOBEPXHOCTU U34S OUULLEHHOW
BOJOW B TeYEHME KaK MUHUMYM OfHO/ MUHYTbI.
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undergo a regular and precise visual check

. Inspect the hand piece blade mount smface for pitting and scratches;

. Inspect the hand piece blade mount surface for cracks, bends, or other
significant forms of physical damage;

. Inspect the hand piece threads for physical damage;

. Inspect the blade mount surface for excessive side play;

. Inspect the hand piece body for press fit joint separation;

. Inspect the hand piece body for cracks;

. Inspect the cable for damage;

Ensure the complete removal of soil from all Hand Piece and test tip surfaces. If
soil or blood is present, clean the device following the Pre-Cleaning and
Automated or Manual Cleaning Instructions.

Discard and replace the instrument if damage or degradation is present. Defective
instruments (malfunctioning or difficult to operate instruments and those with
stress, corrosion, cracking or pitting, etc.) increase the risk to the patient and
must therefore not be used.

Sterilization

Steam (moist heat) sterilization is recommended in an approved, pre-vacuum
cycle listed below. The steam sterilizer must be FDA cleared, if perfonned in the
United States, and validated to the requirements of any local standards and
guidance such as EN285, 1ISO 17665 or AAMI/ANSI STS.

Prepare Device for Sterilization

1. Place and wrap device in an approved sterile barrier wTap material per
hospital protocol and in accordance with ISOI 1607-1 and any other local and/or
National requirements using standardized wrapping techniques. Or place device
in a sterilization tray wrapped using an approved sterile barrier material and
standardized wTapping techniques.

2. Place wrapped device or wrapped tray into autoclave.

3. Run the device through the autoclave using one of the settings below.

The following steam Sterilization cycle parameters are approved for use.

Sterilization in EU
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Cywka

. BbicywnBalwT nUsfenune, UCMNoAb3ys YNCTYO, BNUTbIBAKOLLYIO TKaHb.
Ecnn nprvmeHseTcs MallvMHa fNA MPOMbIBKU-Ae3MH(peKTOop 6e3 uuknia
CYLLIKW, MOXHO MCNO/b30BaTb CYLULWITKY ropsayMmM BO3LYXOM, HO U3Jefine He
[JO/MKHO HarpeBaTbCs [0 TemnepaTypbl Bbiwe 134 °C (273 °F). MNMonoctun
fjeTanein wn3fenvsa AOMKHbI OblTb NPOAYTblI YUCTbL.M CXaTbIM BO34YXOM C
paBneHveMm go 20 yHTOB Ha KBagpaTHbIl AWM ANS yjasieHUs OCTaTKOB

BOAbI.

. UncTuTe BHYTPEHHEE U BHELWIHee KOHTaKTHble KOJbla BaTHbIMM
TamMnoHamu, CMOYEHHbIMW W30MPOMNMIOBLIM CAUPTOM, MpOTUpas BCH
OKPY>XHOCTb KOHTaKTHOM MOBEPXHOCTU A0 [OCTUMXKEHUS BU3yabHOM
YNCTOTHI.

[MpoBepkKa

Cpok cnyx6bl  M3nenuin  He  SIBAsETCA  HeorpaHuW4YeHHbIM. Bce
XUPYpPruyecKme MWHCTPYMEHTbI B XO0A4€ HOPMa/ibHOro WCNO/b30BaHUSA
UCNbITbIBAKT M3HOC. [lepef KaXAbIM MNPUMEHEHUEM HeobXoaUMO
NPOBOAUTL PEryNSAPHYI0 U TOUYHYH BU3yasbHYH MPOBEPKY MHCTPYMEHTA:

. OcMOTprTe MOBEPXHOCTb KpPEnaeHWUs J/1ie3BUS PYYHOr0 MOAYNS Ha
Hanm4uue TOHYEYHOW KOPPO3UMN 1 LapanuH.

. OcMOTprTe MOBEPXHOCTb KpenjeHUs Ne3BUs pyvyHOro MOAY/sA Ha
Hanuume TpPeWMWH, wun3raboB WA APYTUX 3HAUUTENbHbIX (UINYECKUX
NnoBpexXaeHUNNA.

. OcmoTpuTe pe3bby PY4YHOro MoOAy/nAs Ha npegMeT (QuU3MUecKux
NOBPEXAEHUIA.

. OcMOTprTe NMOBEPXHOCTb KPEeneHUs Ne3BUs PYYHOro MOAY/SA Ha
Hanu4uune ypeaMepHoro 60KoBOro nLMTa.

. OcmMoTpuUTe KOpMyC PYYHOro MOAYNSA Ha MpegMeT OoTAefeHus
3anpeccoBaHHOr0 COEUHEHUS.

. OcMOTprTe KOPMNYC PYYHOrO .MOAY/S1 HA Ha/MymMe TPELLUH.

. OcmoTpuTe Kabenb Ha NpeaMeT NMOBPEXAEHUA.

. Y6egntecb B MOJIHOM  yjasieHWM  3arpsi3HeHUid  co  BCex

NOBEPXHOCTEN PYYHOro Moayns. Mpu HanMumy 3arpsisHEHUA UM KPOBM
0UNCTUTE U3[eNne, cnefys WMHCTPYKUMAM MO MNpeaBapuTesibHOW MoOiiKe W
aBTOMAaTUYECKO N pyuyHO MoiiKe.
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Sterilizer Method Cycle Time Temperature  preconditioning Drying
Type (minimum time  Set Point Pulses Time

at Temperature) (minimum)
Pre-vaciiuin  Wrapped 3 minutes 134°C (273°F) 3 15 minutes

Sterilization in US or other applicable countries

Sterilizer Method  Cycle Time Temperature  Preconditioning Minimum
Type (minimum time Set Point Pulses Drying

at Temperature) Time
Pre-vacuum Wrapped 4 minutes 132°C (270°F) 3 15 minutes
Pre-vacuum Wrapped 3 minutes 134°C(273°F) 3 15 minutes
Gravity Wrapped 15 minutes 132°C (270°F) Not applicable 15 minutes
Gravity Wrapped 30 minutes 121°C (250°F) Not applicable 15 minutes
Notes:
1. The above table includes the minimum temperature and cycle time
validated to assme sterility.
2. Based on steam autoclave tolerances, the actual autoclave temperature can
exceed the set point temperature by a maximum of -t-3°C (+5°F).
3. Health Authorities in some regulated regions do not accept unwrapped

sterilization methods; e.g. in the EU. Please review the appropriate guidelines,
standards and National Health Authority guidelines w'hen determining acceptable
steam sterilization process parameters for use in each respective country.

4. Immediate-use steam sterilization is only intended for individual devices
and should only be performed when approved by local policies. Immediate-use
steam sterilization of devices is not supported. It is the sole responsibility of the
user to validate immediate-use steam sterilization if performed.

STERRAD® Systems

1. Clean and thoroughly dry the HARMONIC Hand Piece and Test Tip
following the steps lifted in the Hand Piece and Test Tip Cleaning section.
2. Using standardized \wapping techniques, place and wrap the device in an

approved STERRAD® System-compatible polypropylene sterilization wrap in
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accordance with hospital protocol, the
OT6pakoBbIBaTE W YTUAU3MPYIATE WHCTPYMEHT npu o6HapyxeHumn ISOI 1607-1. Or place device in a sterilization tray wrapped using an approved
noBpeXAeHUN nnn Aerpagauuu. HeuncnpaBHble nHcTpyMeHTbl  sterile barrier material and standardized wrapping techniques approved for use in
(HencnpaBHble WAM TPYAHblE B 3KCMAyaTauMu WHCTPYMeHTbl, a Takke a STERRAD® System. Do not use paper pouches or sterilization wraps
WHCTPYMEHTbl C TMOBPEeXAEeHWEM, KOppo3uei, pacTpeckmBaHueM wunu containing cellulose or cotton.

BblKpalluBaHWEM W T.4.) YBeNMUMBAKT PUCK ANSA MauueHTa M No3ToMy He 3. Sterilize the Hand Piece and Test Tip within the STERRAD” System
JO/MKHbI UCMOMb30BaThbCS. according to the instructions provided in the STERRAD® Operator’s Manual.
CTtepunnusauuns Refer to the table below' for STERRAD® Systems and corresponding sterilization
CTtepunmsauua napom (BNaXHbIM >XapoM) peKoMmeHayeTcsa B paMkax cycle times.

YTBEPXAEHHOr0  UMKAa € npejBapuTe/ibHbIM BaKyyMWUpOBaHWEM,  STERRAD<Sj System Purpose Cycle Time

ONUcaHHOro Hwxe. MapoBoli cTepuaunsaTop Ao/KeH O6bITb 0go6peH FDA,
eCnNM  UMKN  BbinonHAeTca B CoeAMHEHHbIX LTaTax AMepuKku, u STERRAD® IOONX For general surgical instrumenlation  Standard 47 minutes

noaTBEPXAEH B COOTBETCTBMUN C TpB6OBaHVI$IMI/I N6bIX MECTHbIX

CTaHA4apTOB M PYKOBOACTB, TakMx Kak EN285, ISO 17665 nnn AAMI/ANSI STERRAD® 100S Rigid & Tubing Short 54 minutes
ST8. STERRAD NX® (2x400 mm SS; Ix.150 mm mbing)  Standard 28 minutes
MoaroToBKa M3gennsa K ctepunnsanum

1 MomecTnTe u o6epHUTe wu3genve B OA0OPEHHbI cTepunbHbln  STERRAD® 200 Rigid & tubing Standard 75 minutes

6apbepHbIii 06epTOYHBLIA MaTepuMan B COOTBETCTBUM C BGOIBHUYHbIM
npoTtokonom wu B cooTBeTcTBMM € 1S011607-1 wn nwbbIMKM APYLWIMMN
MeCTHbIMWU W/MNN rocyfapCTBEHHbIMU TpeboBaHMAMU C MCMONb30BaHUEM
CTaHLapTU3NPOBAHHbLIX MeETO040B YynakoBkW. Wnanm nomecTtute um3genve B
CTEPUNN3ALUNOHHBIA NOTOK, 06epHYTbIN C MCNONb30BaHMEM O0J06PEHHOro
CTEPUNILHOro 6apbepHOro maTtepuana U CTaHAApPTUM3MPOBaHHbIX METO4OB

YyNaKoBKU.
2 MomecTnTe 06epHYTOE U3feNne UK 06epHYThLI NOTOK B aBTOK/aB.
3 BbINonHUTe UMK 06paboTKM U3aenNusl B aBTOK/aBe, WCMO/b3Ylo

OAHY N3 HaCTpoOeK, YKa3aHHbIX HNXE.

Cnegylouwme napamMeTpbl UMKMNa CcTepunusaumy napom ogfobpeHbl Ans
NCMO/b30BaHUSA.

Ctepunusaumusa B EC

Tun MeTtoanka [poAONKUTENbHOCTL YCTaHOBAEHHOe  [TOATOTOBUTENbHbIE
clepunwaropa wekna 3HayeHue nMnynbebl (He
(MMHUManbHOe Temnepa lype MeHee)
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Bpems npu
Temnepartype)

M}>onsaputcnbHoe B 3 MUHYTBI 1,34"C (273 "F) 3
BakyymupoBaHue 06010uKe

MWHHanbHoe BpemMA CyWwKu: 15 MUHYT

Tun MeToguka MpoponxutenswkIb  YeraHosneHHoe Monrorosu lenmlbie

cTepunnsatopa Lukna 3HauyeHue UMNYNbCbI
(MMHUManbHOe Bpems  TemnepaTtypsl
npu Temnepatnpe)

MpepBaputensHoe B 4 MUHYTHI 132'X '(270 “F) 3

BakyymupoBaHue  060/10u4ke

MpeaBaputensHoe B 3 MUHYTHI 134"C (273 X) 3

BakyymupoBaHue  060nouke

FpaBUTaLMOHHbI B 15 MUHYT 132 *C(270 °F) He npumeHumo
obonouke

['paBKraHWoHHbIN B 30 MUHYT 121 X (250 X) He npumeHumo
obonouke

MuHnanbHoe Bpemsd CylWKN: 15 MUHYT

MpumedaHune:

1 B BblLenpuBeLEHHO Tabnuue yKa3aHbl MUHUMaNbHbIE
Temnepatypa W MNPOAO/IKUTENbHOCTb UWKNE, PeKoOMeHAOBaHHbIe ANnd
LOCTUXEHUNSA CTEPUIIBHOCTN.

2 CornacHo jgonyckam napoBblX aBTOKNaBOB, [AeAcTBXITe/lbHas
TemnepaTtypa aBTOK/IaBUPOBAHUA MOXET MPEBbLICUTb 3ajaHHYy Ha +3 °C
(+5 °F).

3 OpraHbl 34paBO0OXPaHEHNS HEKOTOPbIX PEryiMnpyeMblX PervoHoB,
roe fecTBYHOT HOPMaTUBHbIE JOKYMEHTbI, He pa3pellanT CTepunmsaynto
npegmetoB 6e3 060/104KKU; Hanpumep, B cTpaHax EC. [loxanyiicTa,
03HAKOMbTECb C COOTBETCTBYHLWMWMU PEKOMEHAAUMAMU, CTaHAapTamMn u
yKas3aHMAMM MEeCTHbIX OPraHos 34paBOOXPaHEHUSA [ANd  OonpejeneHuns
LOMYCTUMbIX MapaMeTpPOB NapoBOM cTepuan3aLnum B KaXaon cTpaHe.

4 Crepunusayms napom HemMeA/IeHHOr o NCnosb30BaHNA
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npegHasHa4dyeHa TO/bKO ANA OTAE/IbHbIX U3gennn, n ee crieayeTt BbIMOJ/IHATb
TO/IbKO B C/iy4ae 0,q06peH|/|$| MECTHbIM 3aKOHOAAaTE/IbCTBOM. CTepVII'II/I3aLI,VIH
I/I3,CI,EJ'IVIVI napomMm HemMen/sieHHOro wucnosib3oBaHMA He nNoaAep>XUBaeTCA.
[Monb3oBaTe/ib HeceT WCK/AUYUTe/IbHYI0O OTBETCTBEHHOCTb 3a Banujauuio
crepunnsaynn  napom HeEMeANIEHHOro wuncnosib3oBaHMAa B Ciydae ee

NMPUMEHEHNA.

Cuctembl STERRAD®

1 OuuncTUTe N TWATEe/IbHO BbICYLWINTE PYYHOI MOAY/b U MPOBEPOYHbIA
HakoHedyHUK HARMONIC, cnegys atana.M, yKasaHHbIM B pasgene «Moika
Py4YHOro MOAYNSA U MPOBEPOYHOr0 HAKOHEYHMKaAY.

2 Mcrnonb3ysa cTaHA4apTU3NPOBaHHbIe METOAbI YNaKOBKWU, MOMECTUTE U
obepHUTE nsgenwue B 0406pEHHYIO NosIMMPONNIEHOBYIO
CTEPUNN3ALNOHHYI0 MJEHKY, COBMecTU.Myl c cuctemon STERRAD®, B
COOTBETCTBUM C BHYTPMOBObHUYHBIM MPOTOKO/IOM, WHCTPYKLUUWEA no
akcnnyataumm STERRAD® u ISOWM607-1. Nan no.mectute un3lfenve B
CTEPUIN3aLNOHHbBIA NOTOK, 0BEPHYTbIA C MUCNOMb30BaHWEM OLOGPEHHOrO
CTepUNbHOro 6apbepHOro Martepvana W CTaHAAPTU3UPOBAHHbLIX METOAOB
YMNaKoBKW, 0A006PeHHbIX ANs MpuMeHeHMsA ¢ cucTemoli STERRAD®. He
MUCMONb3yiTe O6yMaXHble NakKeTbl WAW CTepUIM3aLMOHHbIE 060M104KM,
cofiepxXawme Lensio3y Uam XaonokK.

3 CTepunusyiite py4vyHOli MOAY/Nb U MNPOBEPOYHbLIA HAKOHEYHUK B
cncteme STERRAD® B COOTBETCTBUM C MHCTPYKLUMEA Mo aKcnnyaTayuu
STERRAD®.

B Tabnunue HUXe npeacTaB/ieHbl cucTembl STERR.'VD® 7
Cuctema STERRAD" HawaueHue 1lpogo,mxute.toilocTs nuk.Ta
STERRAD” IOONX [lns obuero xupypruuyeckoro CTawapTHblii - 47 .MUHYT

WHCTPYMeHTapus
STERRAD® l00S XecTkne matepuaybl u Tpybku KpaTKuit - 54 MUHYTHI
STERRAD NX* (Hepxasetwasn ctanb 2x4(X) M.m; CTaHfapTHbIN - 28 .MUHYT

Tpy6ka 1x350 mMm)
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STERRAD* 200 Xecrkue malepuanm u Tpy6ku Cra)wapTHblil - 75 MUHYT

13. YCNOBUA TPAHCIMOPTUPOBKWM n XPAHEHWA

YCcnosusa TPAHCNOPTUPOBKUN U XPaAHEHUSA;
HanmeHoBaHue AvanasoH

OT1-35 °C pgo +54 °C

Ot K) % no 80 %

Ot 700 rMa go 1060 rMa

4YnCTON cpege,

Te.mnepatya
OTHOCUTE/bHAA BNAXHOCTb
AT.mMOCthepHOe faBneHmne
CTepunnsoBaHHble W34ennsa cnegyeT XpaHUTb B CYXOMH,
3alNULEHHON OT nNPSMbIX COMTHEYHbIX Nydyel, MNblAW, BpeguTenen u
3KCTpeMasibHbIX Temnepatyp, W BAaxHocTu. CM. WHCTPYKUUU MO
NMPUMEHEHUIKO NPON3BOANTENA CTepI/II'II/I3aLI,VIOHHOl7I NNEHKN B OTHOLWEHUN
OrpaHVI‘-IEHVIﬁ BPEMEHN XPaHEHUA CTEPUJIBHOIO U3AENTNA.

14, MOoPALOK n YCNoBUA YTUNIN3SALNN nnun
YHUNYUTOXEHWNA mn

HekoTopble BHYTPEHHMWE KOMMOHEHTbl PYKOATKM cofepXaT CBUHeL
(uMpKoHaT-TMTaHaT cBuHUa, LTC). YpganeHue B 0TX0Abl chefgyeT

NPOW3BOAUTL COF/TACHO MeCTHbIM TPeGoBaHUSIM 1 3aKOHOATeNbCTBY.
Heucnonb3oBaHHble  M3LeNns  YTUAM3UPYIOTCA B COOTBETCTBUU  C
npaBunammn o6paLleHnst ¢ MeULUUHCKUMM 0TX0A4aMU Knacca A.
Vicnonb3oBaHHble U3AeNUsS YTUAU3UPYIOTCS B COOTBETCTBUMU C MpaBuiamu
obpaleHus ¢ MeAULMHCKMMKU oTXoaamu Knacca b.

15. FTAPAHTIA
FapaHTUiHbIA CPOK XpaHeHUs - MPOWU3BOAUTENb FapaHTUPYeT HafgeXHOCTb
AN NpeAnosiaraeMoro  WUCMosib3oBaHWsA, MNPU  YC/I0OBUM  Hafnexallel
TPaHCNOPTUPOBKU U XpaHeHUs B npefeniax KoM4YecTBa WUCMO/b30BaHWIA,
YKa3aHHbIX B UHCTPYKLMM MO NPUMEHEHUIO NpoayKTa. Mpons3BoagnTeb He
HeceT OTBETCTBEHHOCTU 3a /060 yuepb WAM HecyacTHble caydau,
BO3HUKLLME B pe3ynbTaTe HEMpPaBU/IbLHOTO MCMO/b30BaHUSA, Ye/T0BEYECKUX
OWMWNGOK WAW BHEWHUX aBapuUilHbIX CUTyauuii. B OTHOLWEHWM KayecTBa
NpoAyKuum, noxanyiicTa, CBSXKMTECH c YNOSTHOMOYEHHbIM
npeacTaBUTENIEM U3rOTOBUTENS.
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13. CONDITIONS OF TRANSPORTATION AND STORAGE

Transportation and Storage conditions:
Des”™nation Range

-35 °Cto + 54 °C

Relative humidity 10 % to 80 %

Barometric pressure 700 hPa to 1060 hPa

Sterilized products should be stored in a dry, clean environment, protected from
direct sunlight, dust, pests, and extreme temperatme and humidity. Refer to
sterilization wrap raanufacmrer’s IFU for limits on sterile product storage time.

Temperature

14, MD DISPOSAL RULES AND CONDITIONS

Some internal components of the Hand Piece contain Lead (PZT Lead-Zirconate-
Titanate) Disposal should be performed according to local requirements and
regulations.

The unused device is disposed in conformity with the rules of handling medical
wastes of Class A.

The used device must be disposed in confonnity wdth the hiles of handling
medical wastes of Class B.

15. WARRANTY

A storage warranty period - the manufacturer guarantees the reliability for the
intended use, subject to the right transportation, and storage within the number of
uses as identified within the product IFU. Manufacturer is not liable for any
damage or accidents resulting from improper use, human error or external
emergencies. Regarding the product quality, please contact an authorized
manufacturer’s representative.
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16. HAVMMEHOBAHWE n FOPUAVNYECKUN ALPEC
MPOMN3BOAUNTENA MW n YMNO/THOMOYEHHOTI O
MNMPEACTABUTENIA MNMPON3BOAUTENA BPOCCUN
PABPABOTUUK:

OTUKOH 3HA0-Ceppxepn, MHK/ Ethicon Endo-Surgery, Inc

4545 Creek Road

Cincinnati, Ohio 45242 USA

MPON3BOONTEND:

OTUKOH 3HAo0-Ceppxepn, dn-9n-Cu/ Ethicon Endo-Surgery, LLC

475 Calle C

Guaynabo, Puerto Rico 00969 USA

MECTO NMPON3BOACTBA:

1. Ethicon Endo-Surgery, Inc., 4545 Creek Road, Cincinnati, OH 45242,
USA.

2. Ethicon Endo-Surgery, S.A. de C.V. Planta Il, Calle Durango No. 2751,
Colonia Lote Bravo, 32575 Ciudad Juarez, Chihuahua, MEXICO.

3. Ethicon Endo-Surgery, Inc., 3801 University Boulevard
Albuquerque, NM 87106, USA.

4. Nypro Healthcare Baja Inc., 3801 University' Blvd SE, Albuquerque
NM 87106, USA.

5. NPA de Mexico S. de R.L. de C.V., Blvd. Hector Teran Teran #20662-
C, Col. Murua Oriente, Tijuana, 22465, Mexico.

YMNONHOMOYEHHOW NPEACTABWUTE/NIb MPOU3BOANTENSA B
POCCUWU:

O6LecTBO C OrpaHUYeHHOW OTBETCTBEHHOCTbIO «JXXOHCOH & J[)>KOHCOH»
(OO0 «[OXOHCOH & [)>KOHCOH»), 121614, r. MockBa, yn. Kpbinarckaa 17,
Kopn. 2.

Ten.: +7 (495) 580-7777

dakc: +7 (495) 580-7878

SE,
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16. NAME AND LEGAL ADDRESS OF MANUFACTURER ano
AUTHORIZED REPRESENTATIVE IN RUSSIAN FEDERATION

DEVELOPER:

Ethicon Endo-Surgeiy', LLC

4545 Creek Road

Cincinnati, Ohio 45242 USA

MANUFACTURER:

Ethicon Endo-Surgery, LLC

475 Calle C

Guaynabo, Puerto Rico 00969 USA

PLACE OF PRODUCTION:

1. Ethicon Endo-Surgeiy’, Inc., 4545 Creek Road, Cincinnati, OH 45242, USA.
2. Ethicon Endo-Siu-geiy’, S.A. de C.V. Planta 11, Calle Durango No. 2751,
Colonia Lote Bravo, 32575 Ciudad Juarez, Chihuahua, MEXICO.

3. Ethicon Endo-Surgery, Inc., 3801 University Boulevard SE, Albuquerque,
NM 87106, USA.

4. Nypro Healthcare Baja Inc., 3801 University Blvd SE, Albuquerque NM
87106, USA.

5. NPA de Mexico S. de R.L. de C.V., Blvd. Hector Teran Teran #20662-C,
Col. Murua Oriente, Tijuana, 22465, Mexico.

AUTHORIZED REPRESENTATIVE OF THE MANUFACTURER IN
RUSSIA:

Johnson & Johnson LLC,

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

Tel. +7 (495) 580-77"

Fax: +7 (495) 580-7878
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<noAnHcaHo>
<Haanucs ot pyku: 01 OKTABPA 2020 roaa>

<Uivamn: BPAHAH FOJIBUH
Horapuyc, wrar Oraiio
Cpoxk moefi nutien3nn ucrekaet | 7 aexabpa 2023 roga> COTr'JIACOBAHO

«ruxoH no-Cepxeph, In-In-Cun»
Opranizausn

475 Kanne C, I'vaiina6o, [yspro-Puko 00969

<Kpyrnaa ne4ars ¢ repbom wrara Adpee
Oraiio: [TEYATb HOTAPUYCA; Oraen HOPMETHBHO-TIPABOBOTO PErYAHPOBAHHA
LLITAT OFTAHO> TloxaHOCTS

Py6n, Bpaiian
Damuang, UM
01/10/2020

Jara: JAMMITTT
<noANTHCaKO>
{Toanucs

HHCTpYKUMA 1O NPUMEHEHHIO MEAVLIMHCKOrO H3AEITUA
«PyKOATKH NanapoCOHUYECKHE K YJIbTPa3BYKOBOMY CKaNbNEo «['apMOHHUK» B BAPHAHTaX HCTIOMTHEHHA

PyxoaTka nanapoconnyeckas obneryeHHas

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



MepeBoj AAaHHOTO TeKCTa BbIMOJHEH NEPEBOAUYMKOM KpanauHbimM [LeHUCOM ANeKCaHApOBUYEM

Poccuiickas ®egepauusn

Mopog MockBa.
LeBATOro oKTAGpPA [fBe TbiCAYW ABajLaToro roja.
A, lNMpokoweHKoBa EneHa EBreHbeBHa, HoTapuyc ropoga MoOCKBbI, CBUAETeNbCTBYO MOA/IMHHOCTb

nognucy nepeBofuymkKa KpannumHa JeHuca AnekcaHapoBuua.,
Mognuchb caenaHa B MOEM MPUCYTCTBUN.
JINYHOCTbL MoanNUcaBLIEro JOKYMeHT YyCTaHOB/EHA.

3apernctpupoBaHo B peectpe; Ne 21/86-H/77-2020-

B3bliCKaHO rocyfapcTBeHHOW nownnHbl (no Tapudy): 100 py6. 00 kon.
YnnayeHo 3a oKasaHue ycnyr npaBoBOro U TexHM4yeckoro xapaktepa: 300 py6. 00 kon.

— BTE.-11pcxoLLeHKoBa

MoanuCh | LppkicmiT7AT

f) A I
MpoWwHYpoBaHO, MPOHYMEPOBAHO M CKPEMNJ/IeHO NevyaTblo OnwucT(-a.-
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