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I. NAME AND DELIVERY SET OF THE MEDICAL DEVICE
1.1 Name ofthe medical device
Ultrasonic instruments for generator Gll, various modifications (and
further in the text: instruments):
1 Harmonic ACE+7 Shears with Advanced Hemostasis for Open and
Endoscopic Surgery, shaft length 23 cm composed of:

l. HAVMMEHOBAHWE N KOMMNJIEKT MOCTABKMW
MEAWLUWHCKOIO U3OAENWNS

11 HaummeHOBaHWe MEAULMWHCKOIo nsgenna
WMHCTpYMeHTbl YNbTpa3ByKOBble [AN1A FeHepaTopa 3/1EKTPOXUPYPruyYecKoro
ynbTpa3Bykosoro GEN11c npnHagnexXHoCTAMU, BApUaHTbl UCMOSTHEHUSA:
1. HoxHuubl Harmonic ACE+7 ¢ (yHKUMed YCOBEPLUEHCTBOBAHHOIO

1.1. Scissors Harmonic ACE + 7 with improved hemostasis function for
open and endoscopic operations, barrel length 23 cm - 6 pcs;

1.2. Working part lock gray - 6 pcs.;

1.3. Instructions for use - 1pc.

2. Harmonic ACE+7 Shears with Advanced Hemostasis for Open and
Endoscopic Surgery, shaft length 36 cm, composed of:

2.1. Scissors Harmonic ACE + 7 with improved hemostasis function for
open and endoscopic operations, stem length 36 cm - 6 pcs;

2.2. Working part lock gray - 6 pcs.;

2.3. Instructions for use - 1pc.

3. Harmonic ACE+7 Shears with Advanced Hemostasis for Open and
Endoscopic Surgery, shaft length 45 cm, composed of:

3.1. Scissors Harmonic ACE + 7 with the function of improved
hemostasis for open and endoscopic operations, stem length 45 cm -
6 pcs;

3.2. Working part lock gray - 6 pcs.;

3.3. Instructions for use - 1pc.

4. Harmonic ACE+ Shears with Adaptive Tissue Technology for Open
and Endoscopic Surgery, shaft length 23 cm, composed of:

4.1. Harmonic ACE + scissors with tissue adaptation technology for open
and endoscopic operations, barrel length 23 cm- 6 pcs .;

4.2. Working part lock gray - 6 pcs.;

4.3. Instructions for use -1 pc.

5. Harmonic ACE+ Shears with Adaptive Tissue Technology for Open
and Endoscopic Surgery, shaft length 36 cm, composed of:

5.1. Harmonic ACE + Scissors with Tissue Adaptation Technology for
open and endoscopic operations, stem length 36 cm
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remocTtasa 418 OTKPbITbIX U 3HAOCKOMMYECKMX onepauuii, AnuHa cTBoMa

23CM, B COCTaBeE:

1.1. HoxHuubl Harmonic ACE+7 ¢ dyHKLMen yCOBEPLIEHCTBOBAHHOTO
remocTtasa Ana OTKPbITbIX W 3HAOCKOMMYECKUX onepauuii, AnvMHa
cTBONa 23CM - 6 WT.;

1.2. 3amok pabouein yacTu cepb(il - 6 WT.;

1.3. HCTpyKUMS Mo npumMeHeHuto - 1 wT.

HoxHuubl Harmonic ACE+7 ¢ ®yHKUMed ycOBepLUIEHCTBOBAHHOIO
remocrtasa AN OTKPbITbIX M 3HAOCKOMMYECKMX onepawuii, 4nnHa cTBona
36 cM, B COCTaBe:

2.1. HoxHuubl Harmonic ACE+7 ¢ (yHKLMeli yCOBEPLUEHCTBOBAHHOIO
remocTasa A5 OTKPbITbIX W 3HLOCKONUYECKUX onepaluii, AAnHA
cTBofa 36 cMm - 6 Wt

2.2. 3amoK pabouei yactu cepbiil - 6 WT.;

2.3. VIHCTpYKUMA NO NPUMEHEHMUIO - 1 WT.

HoxHunubl Harmonic ACE+7 ¢ (yHKLMWEl YCOBEPLUEHCTBOBAHHOIO

remocTasa Ans OTKPbITbIX W 3HAOCKONMYECKUX onepawuii, An1MHa CTBOMA

45 cmMm, B coCTaBe:

3.1. HoxHuubl Harmonic ACE+7 ¢ yHKUMeA YCOBEPLLIEHCTBOBAHHOIO
remocTtasa Ana OTKPbITbIX W 3HAOCKOMWYECKUX onepauuii, LanHa

cTBOM1a 45 CM —6 WT,;
3.2. 3aMOK paboueii 4acTmn cepblii —6 LWT.;
3.3. VIHCTpyKUMA MO NPUMEHEHUIO - 1 WWT.

HoxHuubl Harmonic ACE+ c TexHonorueid agantayuu K TKaHsM Ans
OTKPbITbIX W 3HAOCKOMUYECKUX onepauuii, AAuHa cTBona 23 CM, B
cocTaBe:
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5.2. Working part lock gray - 6 pcs.;
5.3. Instructions for use - 1 pc.

6. Harmonic Focus+ Shears with Adaptive Tissue Technology for Open
Surgery composed of:

6.1. Scissors Harmonic Focus + with tissue adaptation technology for
open surgery

6.2. Instructions for use - 1 pc.

7. Harmonic Focus+ Long Shears with Adaptive Tissue Technology for
Open Surgery, composed of:

7.1. Harmonic Focus + long scissors with tissue adaptation technology
for open surgery - 6 pcs.;

7.2. Instructions for use - 1pc.

8. Scissors Harmonic HD IG0G with built-in laparosonic handle for open
and endoscopic operations, stem length 20 cm, consisting of:

8.1. Scissors Harmonic HD 1000 with built-in laparosonic handle for
open and endoscopic operations, stem length 20 cm - 6 pcs.;

8.2. Instructions for use - 1pc.

9. Scissors Harmonic HD 1000 with built-in laparosonic handle foropen 7.

and endoscopic operations, barrel length 36 cm, consisting of:
9.1 Scissors Harmonic HD 10300 with built-in laparosonic handle for
open and endoscopic operations, barrel length 36 cm - 6 pcs.;

9.2. Instructions for use - 1pc.

10. Dissection hook blade Harmonic Synergy with a lock ofthe working 8.

part, consisting of:

10.1. Dissection hook blade Harmonic Synergy with working part lock -
6 pcs.;

10.2. Working part lock gray - 6 pcs.;

10.3. Instructions for use - 1pc.

11. Curved blade Harmonic Synergy with a lock of the working part,
consisting of:
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4.1. HoxHuubl Harmonic ACE+ ¢ TexHOnornen agantaymm K TkaHam ans
OTKPbITbIX ¥ 3HAOCKOMMWYECKMUX onepauuid, oanHa cTBona 23 cm - 6
wT.;

4.2, 3aMOK paboueii YacTu cepblii - 6 WT.;

4.3. VIHCTpYKUMS NO MPUMEHEHUIO - 1 LWT.

HoxHuubl Harmonic ACE+ ¢ TexHonoruein agantauuy K TKaHAM AN5
OTKPbITbIX W 3HAOCKONUYECKUX onepaumii, ztnnHa cTtBona 36 cMm, B
cocTase:

5.1. HoxHuubl Harmonic ACE+ ¢ TexHonoruneit agantaymm K TKaHAM Ans
OTKPbITBIX U 3HAOCKOMWYECKNX Onepauuii, AnnmHa cTeona 36 cM - 6
wT.;

5.2. 3amoK paboueii 4acTu cepblii - 6 WrT.;

5.3. VIHCTpyKUuS Mo NPUMEHEHMIO - 1T,

HoxHuubl Harmonic Focus + ¢ TexHonoruei agantaymym K TKaHAM NS

OTKpPbITbIX OMNepauuii, B COCTaBe:

6.1. HoxHuubl Harmonic Focus + ¢ TexHONoruei agantauum K TKaHAM
LWIA OTKPbITbK Onepayunii - 6 WrT.;

6.2. NHCTpYyKLMA MO NPUMeEHEHUI0 —1 LWT.

HoxHuubl Harmonic Focus+ AfMHHbIE C TexHONorvei agantayum K

TKaHAM N5 OTKPbITbIX onepawuii, B COCTaBe:

7.1. HoxHuubl Harmonic Focus+ AnnHHbIE C TEXHONOTUER aganTauum K
TKaHSIM 4N5 OTKPbITbIX onepaynii - 6 Wr.;

7.2. VIHCTpYKLUMA MO NPUMEHEHUIO - 1 LWT.

HoxHuubl Harmonic HD 1000i co BCTPOEHHOI nanapoCOHMYeCKOW
PYKOATKOM AN OTKPbITbIX M 3HAOCKOMMWYECKNX OMepalum, 4MHa cTBosa
20 cm, B cocTase:

8.1. HoxHuubl Harmonic HD 1000 co BCTPOEHHOI 1anapoCOHNYECKOA
PYKOSATKOW 151 OTKPbLITBIX M 3HAOCKOMUYECKMX Oonepauuii, AanHa
cTtBona20 cM- 6 wr,;

8.2. VHCTpyKUMA MO NPpUMEHEHNIO - 1 1WT.
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11.1. Curved blade Harmonic Synergy with a lock of the working part -
6 pcs.;
11.2. Working part lock gray - 6 pcs.;
11.3. Instructions for use - 1 pc.

12. Dissection hook blade Harmonic, diameter 5 mm, length 32 cm,
consisting of:
12.1. Dissection hook blade Harmonic, diameter 5 mm, length 32 cm- 6

Ppcs.; )
12.2. Instructions for use - 1pc.

Accessories:

1. Disposable adapter for manual switching, no more than 100 packs,
consisting of:

1.1. Disposable adapter for manual switching - 3 pcs.

1.2. Instructions for use - 1pc.
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HoxHmupl Harmonic HD IGO0 co  BCTPOEHHON  /lanapoCcoHNYECKO
PYKOSITKOW 7191 OTKPbITBIX 11 3HAOCKOMMYECKUX OrepaLviii, [/ivHa CTBo/a
36 cMm, B COCTaBe:

9.1. HoxHMup! Harmonic HD 1000 co BCTPOEHHOI S1anapoCOHNYECKOM
PYKOSITKOA 11 OTKPbITbIX 1 3HAOCKOMUYECKUX OMepauyid, a/iHa
cTB0M1a 36 CM - 6 LUIT,;

9.2. VHCTpyKUMA MO MpUMeHeHWo- 1.

10. Jle3BMe KPHOHOK AMCCEKLIMOHHOE Harmonic Synergy ¢ 3aMKOM paboqeit

4aCTwn,B CoCTaBe:

10.1. Jle3BMe KPHOHOK ANCCEKLMOHHOE Harmonic Synergy ¢ 3aMKOM
paboyeit YacTn- 6 LT.;
10.2. 3aMoK paboueli YacTu Cepbili- 6 LLT,;
10.3. VIHCTPYKUMA MO NPUMEHEHIO - 1 LT,
11. Jle3Bre m30rHyTOe Harmonic Synergy C 3amMKom paboueli yacti, B
cocTaBe:
111, Jle3Bvie m3orHyTOe Harmonic Synergy ¢ 3aMKoM pabodeit
YacTu-6 LUT.;
11.2. 3amoK paboueit YacT cepbii—6 LT,
11.3. VHCTPYKLMA N0 NPUMEHEHNIO - 1 LLIT.
12, Jle3Bue KPHOHYOK AMCCEKLIMOHHOe Harmonic, AvamMeTp 5 M, finHa 32 e,

13,

B COCTaBe:

12.1. Jle3BMe KPHOHOK AMCCEKLMOHHOE Harmonic, anameTp 5 M,
ANMHa 32 CM ~ 6 LT

12.2. VHCTpYKUMS MO NPUMEHEHMIO - 1 LLIT.
MpyHagiexHocT:

14. AnanTep 0fHOPa30BbI A1 PYYHOr0 MepeKroHeHns, He 6oniee 100yn., B
CcoCTaBe:
14.1. Azartep 04HOPa30BbI /19 PYYHO0 MEPEKITFOHEHNS - 3 LLIT.
14.2. VHCTpYKUMS MO NPUMEHEHMIO - 1 LT,
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1.2 Identification
Harmonic ACE+7 Shears with Advanced Hemostasis for
Open and Endoscopic Sureerv, shaft length 23 cm
Harmonic ACE+7 Shears with Advanced Hemostasis for
Open and Endoscopic Surgery, shaft length 36 cm
Harmonic ACE+7 Shears with Advanced Hemostasis for
Open and Endoscopic Surgery, shaft length 45 cm
Harmonic ACE+ Shears with Adaptiye Tissue
Technology for Open and Endoscopic Surgery, shaft
length 23 cm
Harmonic ACE+ Shears with Adaptiye Tissue
Technology for Open and Endoscopic Surgery, shaft
length 36 cm
Harmonic Focus+ Shears with Adaptive Tissue
Technology for Open Surgery
Harmonic Focust+ Long Shears with Adaptive Tissue
Technology for Open Surgery
Scissors Harmonic HD 1000 with built-in laparosonic
handle for open and endoscopic operations, stem length
20cm
Scissors Harmonic HD 1000 with built-in laparosonic
handle for open and endoscopic operations, barrel length
36 cm
Dissection hook blade Harmonic Synergy with a lock of
the working part
Curved blade Harmonic Synergy with a lock of the
working part
Dissection hook blade Harmonic, diameter 5 mm, length
32cm
Disposable adapter for manual switching, no more than
100 packs

2. INFORMATION ABOUT MANUFACTURER
MEDICAL DEVICE
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1.2 NpeHTndukaymnsa
HoxHmupl  Harmonic  ACE+7 ¢ diyHKumen
YCOBEPLLIEHCTBOBAHHONO remocTasa [ OTKPbITbIX W
3HOCKOMUYECKUX OrepaLyii, f/ivHa CTBo/a 23CM
HokHmgpl  Harmonic  ACE+7 ¢ dyHKUWel
YCOBEPLLIEHCTBOBAHHOIMO remocTasa /i OTKPbMbIX U
3HOCKOMMYECKUX OrepaLyig, fivHa cTBosia 36 cM
HokHuubl  Harmonic  ACE+7 ¢ dyHKuvel
YCOBEPLLEHCTBOBAHHOIO remocTasa [/l OTKPbITbIX U
3HLOCKOMMYECKUX OrepaLyig, fimHa cTBos1a 45 cM
HoxHmup! Harmonic ACE+ ¢ TexHonorveli aganraumm K
TKaHAM /19 OTKPbITbX W 3HAOCKOMMYECKUX OrepaLyii,
[L/vHa cTBOMa 23 CM
HoxHMUb! Harmonic ACE+ ¢ TexHOMorveli aganraumn K
TKaHAM [191 OTKPbITbIX W 3HAOCKOMUYECKMX OrepaLyii,
LnvHa cteoa 36 cm
Hox b1 Harmonic Focus + ¢ TexHosorvel aganraumm K
TKaHAM J/191 OTKPbITbIX OriepaLiyii
HoxHMUB! Harmonic Focus+ fAIMHHbIE C TeXHOMorvel
afanTaLyn KTKaHAM [J151 OTKPLITHOC oriepaumii
HokHiupl Harmonic HD IGO0 co  BCTPOEHHOM
NanapoCoOHNYECKO  PYKOSITKOA 19 OTKPbMbX U
3HAOCKOMUYECKIMX OnepaLyin, ayivHa cTosia 20 cv
HoxHuupl Harmonic HD 1000 co  BCTPOeHHOM
/lanapoCcoOHNYECKOA  PYKOSITKOA 11 OTKPbITbX U
3H[OCKOMMYECKUX OrepaLyid, f/inHa cTBosia 36 cM
Jle3Bvie  KPHOHOK AuvcCeKUMOHHOe Harmonic Synergy c
3aMKOM paboYelt uacTu
Jle3Bvie n30rHyTOEe Harmonic Synergy ¢ 3aMKoM paboyeli
Yacmm
Jle3Brie KPHOHOK AMCCEKUMOHHOE Harmonic, anameTtp 5
MM, 4/IMHa 32 CM
AzanTep 0fHOPa30BbI A1 PYHHOMO MepeK/IHoHeHUs

HARH?Z23

HARH36

HARH45

HAR23

HARS36

HAROSF

HARI7F

SNGHK

SNGCB

HARHD20
HARHD36

HDHO5
HSA08

2, CBEOEHWNA O NPOM3BOAMNTENE MEOWLUWHCKOTO

N3NENNS
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2.1 The manufacturer ofthe medical device:
«ETHICON ENDO-SURGERY, LLC»

475 Calle C, 00969 Guaynabo, Puerto Rico, USA
tel.+1-513-3371593

2.2 Authorized manufacturer's representative
LLC Johnson & Johnson Krylatskaya 17, Building 2, 121614 Moscow,
Russia tel. (495)5807777, fax (495)5807878.

2.3 Manufacturing sites:

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

2. Ethicon Endo-Surgery, Inc., 3801 University Boulevard SE, Albuquerqgue,
NM 87106, USA;

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

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

6. CEA Medical Manufacturing, Inc. d.b.a Nissha Medical Technologies,
1735 Merchants Court Colorado Springs, Colorado 80916 USA

3. DESIGNATION
Designed for dissection of soft tissues in cases where bleeding control and
minimization of thermal damage are required.

4. AREA OF APPLICATION
It is used only in medical and preventive health care institutions.
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2.1 Mpouns3BognTend MegULMUHCKOIO U3AENNSA:
«ETHICON ENDO-SURGERY, LLC»

(DT1KOH SHAO0-Cepmxepu, In-I-Cu),

475 Calle C, 00969 Guaynabo, Puerto Rico, USA, CLLIA
TenedoH:+1-513-3371593

2.2 YNONHOMOYEHHbI N npeaocTaBuTeNnb NPON3BOANTENA
OO0 «[pKoHCOH & [IoHCoH», 121614, r. MockBa, yn. Kpbriatckas, [ 17,
Kopn. 2, Ten. +7(495)580-77-77, thaxc +7(495)580-78-78.

2.3 MecTo npou3BOACTBaA:

1 Ethicon Endo-Surgery, Inc., 4545 Creek Road, Cincinnati, OH 45242, USA,
2. Ethicon Endo-Surgery, Inc., 3801 University Boulevard SE, Albuquerque,
NM 87106, USA,

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

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

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

6. CEA Medical Manufacturing, Inc. d.b.aNissha Medical Technologies, 1735
Merchants Court Colorado Springs, Colorado 80916 USA

3. HA3HAUYEHWE
MpeaHasHaueHb ! /1 pacceyeHmIst MArkVX TKaHel B Clyuasix, KoraaTpedyeTcst
KOHTPO/Tb KPOBOTEYEHVIS Y MYHVM/IZALYISt TEPMNYECKIX MOBPEXKAEHNIA.

4. YCNOBUSA NPUMEHEHUSA
MPUMEHAOTCA TOMBKO B YCMOBUSIX SEHEOHBEX 1 Nie4e6HO-NPotiIaKTUHECKIX
MEANLIIHCKUX YUPEXKOEHMIA.
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5. UNDESIRABLE SIDE EFFECTS/RESIDUAL RISKS
Undesirable side effects and risks associated with ultrasonic devices 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 misassemble, misuse of the torque wrench,
or an attempt to alter the device.

6. CONTRAINDICATIONS

* The instruments are not indicated for incising bone.

* The instruments are not intended for contraceptive tubal occlusion.

e These instruments are not intended to close the fallopian tubes for
contraceptive purposes.

7. USERS
The instruments are intended for use only by highly qualified physicians with
sufficient knowledge in the field of surgical techniques.

MEDICAL DEVICE CLASSIFICATION

Depending on the potential risk level of the use in the medical purposes,
the medical device "‘Ultrasonic instruments for generator GlI, various
modifications™ is coded as a Class lib medical device according to the EC
Medical Devices Directive 93/42/EEC.

Type of contact with the human body: devices used for short-term contact
with the internal environment and the body tissues. The type of the working

part is CF.

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

5. HEXXE/TATEJIbHbLIE NMOBOYHbLIE 3PPEKTbI/ OCTATOUHbLIE
PUCKIN

HexenartenbHble  Mo60oYHbEE  adeKTbl U PUCKY,  CBS3aHHbE  C
Y/bTPa3BYKOBbIMA ~ MHCTPYMEHTaMK, BK/KOYaOT B Ce0Si  BEPOSITHOCTb
KPOBOTEYEHUS, TPaBMUPOBaHUA TKaHel Mo MpUYMHe MexXaHW4YecKoro Wi
TEPMMYECKOrO MOBPEXAEHNS!, BBEAEHME HECTEPWIbHBLIX MOBEPXHOCTEN W
MepeHOC MaToreHoB, BOCTASIEHVE WM HEXKeNATESTbHYI0 PeakLio TKaHM,
ropakeHve AEKTPUYECKVIM TOKOM, MarHUTHO-PE30HaHCHYO
HECOBMECTMMOCTb WM HECOBMECTVMOCTb C MHOPOAHLIMA TefiaMK, a Takoke
MOBPEXXIEHVE MYLLIECTBA WM HAHECEHVIE BPeaa OKPYxatoLLel cpese. Kpove
TOro, HenpenHaMepeHHbIA YLLEP6, YBe/IMUeHVe BPEMEHN XUPYPIAYECKOrO
BVELLATE/ILCTBA WM M3MEHEHVE XVPYPrYeCKOro noaxofa MoryT Crarb
pe3y/ibTaToM MpobsieM, CBA3aHHbLIX C aKTUBALWIEN MHCTPYMEHTa, MPUVEHEHUA
MOBPEXKAEHHBbK VMHCTPYMEHTOB, BO3AEMCTBUSA 3/IEKTPOMArHATHBIX MOMEX,
3BYKOBOTO LLyMa M3-3a  HeMpaBWIbHOM  COOPKY,  HenpaBWILHOMO
MCMO/Mb30BaHMS KIHoHa paboqeit YacTy Wi MOMbITKA MBMEHWUTb UHCTPYMEHT.

6. NMPOTVBOINOKA3AH/A

. [aHHbIe MHCTPYMEHTbI He MpeaHa3HaueHbI /151 PacceyeHm st KOCTWA
. VIHCTpyMeHTbI He MpeaHasHaYeHbl 411 OKKMKOBUM  (pa/vionveBbIX
TpYO.

7. NMOJIb3OBATE/IN

VHCTpyMeHTbI  MpeAHasHaueHbl [/ VICTIONb30BAHWUS  UCK/THOHMTENIBHO
BbICOKOKBA/M(MLMPOBAHHLIMM  BpadaMy,, 06/1afatoLLyiMV - OCTATOUHbIMMA
3HAHVISIMIA B 06/1ACTW XMPYPIHECKUX TEXHMK.

8. KNACCNPUKALUNA MEVLIMHCKOIO U3OENNA
B 3aBMCMMOCTM OT CTemeHW MOTEHUMA/IbHOTO PUCKA MPVMEHEHUS B
MEVLMHCKUX — LEMsX,  MeguuuHCKoe — m3fene  «/IHCTPyMeHTbI
Y/bTPa3ByKOBbEE [/1A FeHepaTopa 3/1eKTPOXMPYPIYECKOrO Y/IbTPasByKOBOIMO
GENL11, B BapmaHTax UCMOHEHMs» OTHOCUTCA K Kriaccy lib, B COOTBETCTBIN
¢ EBponieiickoii AypekTueoii 93/42/EEC.
Bug KOHTakTa C OpraHvM3MOM  YesioBeKa:  M3e/Ms,  MMeHoLLyie
KPAaTKOBPEMEHHb I KOHTAKT C BHYTPeHHel CPefo M TKaHSAMM OpraH/3Ma.
Twun pabouein YacTu - paboyast YacTb Tvna CF.
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Classification according to suitability for use in an environment with a Knaccudukanmss no  NpUrogHocTX  SKcrlyatauMm B cpefie ¢
high oxygen content (according to GOST R IEC 60601 - 1-2010): the product noBbILLIEHHBIM COAepPXaHMeM Kucnopoaa (cornacHo FOCT P MAK 60601-

is not intended for use in an environment with a high oxygen content. 1-2010): wv3genve He npefHa3HaYeHO [/ UCrMO/b30BaHUS B cpefe ¢
Classiflcation according to the degree of protection against ingress of MoBbILLEHHBLIM COEPXKAHMEM KCTIOPOA.

water according to IEC 60529: IPXO, Krnaccnmkaupsi 1Mo CTeneHW 3aliyTbl OT  MPOHUKaHWA BOAbl B
Invasiveness: invasive medical device (not implantable). cooTBeTCTBMM ¢ MK 60529: IPXO0.

VIHBA3MBHOCTb: VHBA3VIBHOE MEVLIMHCKOE U3AE/Me (HE UMIIaHTUPYEMOE).

9. THE POSSIBILITY AND WAYS OF INTEGRATING WITH 9. BO3MOXXHOCTb W CroOCOBbl WHTEMPUPOBAHNA C

OTHER MEDICAL DEVICES _ _ JPYTVIMU MEAVLIMHCKMW U3OE/ISIMUA
The Instruments are designed for use exclusively with:

- the ultrasonic Generator Gil (GENU) (registration certificatt FSZ HcTpyMeHTbI CrieyeT UCTO/b30BaTb TOMLKO C:
2012/11599) software version 20131 or later. . - FeHepaTopoM 37EKTPOXVIDYPIUYECKUM, YbTPpasBykoBbM G11 (GENII)
- lightweight laparosonic handle (registration certificate of the FSZ (DETVICTpALWOHHOE  yIOCTOBEpeHMe C3 2012/11599) ¢ MpOrpaMMHbLIM

2011/11397) 6 2013 1

- laparosonic handle for manual activation (registration certificate of the FSZ o ecnequvleM BEPCAI HE HV')KeU = -

2011/11397) - PYKOSITKOIA /1arnapoCoHNHECKO 06/1ereHHoN / rosTy6ast /ianapocoHMYecKas
- ultrasonic scalpel "'Harmonic” (registration certificate of the FSZ pyKosTka /  romybas  /iarapocoHYeckast — pykositka  Harmonic
2012/11532) (pervicTpauwioHHoe yaocToepeHve PC3 2011/11397)

- PYKOSTTKOIA /TarajpOCOHNYECKON [/19 PYHHOI aKTVBaLyM / NlarapoCoHNYeECKast
PyKOSTTKa / lanapocoHMYecKasi PyKodTKa  Harmonic  (perncTpaupmoHHoe
yaocToBepeHme PC3 2011/11397)
CKa/lbrefieM  Y/bTPasByKOBbM  «[TapMOHMK»  (PErVCTPALIMOHHOE
ypoctoBepeHue PC3 2012/11532)
10. METHODS AND APPARATUS FOR DISINFECTION AND 10. METO/AbI N  CPEACTBA  OE3VIHOEKLIN 7

STERILIZATION CLEANING MPEACTEPUTN3ALIMIOHHOW OUCTKM
Not applicable. He npviveHm1mo.
11. INFORMATION IN ACCORDANCE WITH THE DATA OF THE 1I.  WH®OPMALUUMA B COOTBETCTBUM C OAHHbIMA

STATE REGISTER OF MEDICINAL PRODUCTS FOR MEDICAL TOCYOAPCTBEHHOIO PEECTPA JIEKAPCTBEHHbBIX CPEACTB
USE ABOUT THOSE CONTAINED IN THE MEDICAL DEVICE anAa MEAVMUMHCKOIO NMPUMEHEHUA O COAEPXKALLXCA B

MEOVLUVHCKOM U3OENNA
Not applicable. aadey a
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He npviveHmmo.

12. INTERNATIONAL NORMATIVE STANDARDS/NMEPEYEHb MEXAYHAPOAHbBIX CTAHOAPTOB

CtaHpgapT/ Standard
ENISO 13485

EN ISO 14971

EN 556-1

1ISO 15223-1

EN 1041
EN 60601-1

EN 60601-1-6

EN IEC 60601-2-2

EN 62366

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

HaumeHoBaHue/ Name

MeamumHcKme nproopbl - CUCTEMbI MeHepKMeHTa KadecTBa - TpeboBaHMS 419 peasiv3aummy HOPMaTUBHbIX Lieneii/
Medical devices - Quality management systems - Requirements for regulatory purposes

MeanMunHCcKMe nNpubopbl - TpUMeHeHVe yNpaBfeHUs pyUcKaMu K MeauumMHCKUM npubopam/ Medical devices -
Application of risk management to medical devices

Crepunusauma MeULIMHCKMX NPUG0POB - TpeboBaHWA 4191 MEAVNLMHCKMX NPUG0PoB ¢ HasHadveHrem «CTEP/IbHO»
- Pasgen 1 Tpe6oBaHUS K3aK/IHOUUTENIBHOM CTepunm3aumm MeamumHCeKmX npnbopos/ Sterilization of medical devices
- Requirements for medical devices to be designated 'STERILE' - Part 1. Requirements for terminally sterilized medical
devices

M3genua meguumHckme. CUMBO/bI, NPUMEHSIEMblE MPY MapKMPOBaHUM MEANUMHCKUX W3LEeNWIA, Ha 3TUKETKax U B
COMNpPOBOAMTENbHOM AOKYMeHTauun. Yactb 1. OcHoBHble Tpe6oBaHusi/ Medical devices —Symbols to be used with
medical device labels, labelling and information to be supplied —Part 1: General requirements

VHhopmaums, npegoctasnsemMas ¢ MeavumHCKMn npubopamu/ Information provided with medical devices
MeamumMHcKoe aneKTpoobopyaoBaHne —Pasgen 10 O6ume TpeboBaHusA 6esonacHocTn/ Medical electrical equipment
—~Part 1. General requirements for basic safety and essential performance

M3genua MeguvuMHCKMe anekTpudeckme. Yactb 1-6. O6wwme Tpe6oBaHMA 6€30MacHOCTM C YYETOM OCHOBHbIX
(DyHKUMOHa/TbHbIX  XapaKTepUCTUK. [JONOMHUTENbHbIA  CTaHAapT.  JkcnyataunoHHas npurogHocts/  Medical
electrical equipment - Part 1-6: General requirements for basic safety and essential performance - Collateral standard:
Usability

M3genns mMeguuUMHCKME aneKTpudeckune. Yactb 2-2. YacTHble TpeboBaHMSA 6€30MacHOCTU € YYETOM OCHOBHbIX
(DYHKLUMOHa/TbHBIX XapaKTepUCTUK K BbICOKOYACTOTHBIM 3/1EKTPOXMPYPr1YeCKM annapataMm 1 BbICOKOYACTOTHbIM
aneKTpoxupyprudeckum npuHagnexxHoctam/ Medical electrical equipment - Part 2-2: Particular requirements for the
basic safety and essential performance of high frequency surgical equipment and high frequency surgical accessories
Vizpenna megunumHcekme. MprveHeHne TeEXHOIOMMIA MO NPUIrOAHOCTY 419 KCnyaTaunum K MeAULMHCKUM n3aenmsam/
Medical devices. Application of usability engineering to medical devices
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EN 50581

EN 6232 M

ENISO 10993-1

EN I1SO 10993-2

EN ISO 10993-5

ENISO 10993-7

ENISO 10993-10

EN ISO 10993-11

EN ISO 10993-12

ENISO 10993-18

ENISO 11135-1

ENISO 11137-1

EN 1SO 11137-2

EN 1SO 11607-1
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TexHU4ecKast [OKYMEHTaUMs [/19 OUEHKM 3/IEKTPUYECKUX W 3MIEKTPOHHBLIX W3L4E/INA, B 4YacTW  OrpaHUyeHns
ncnonb3oBaHms onacHbIX BellecTs/ Technical documentation for the assessment of electrical and electronic products
with respect to the restriction of hazardous substances

OnpeaeneHne HEKOTOPbIX BELLIECTB B 3/IEKTPOTEXHMYECKOA npoayKumn. BeeaeHwe v 0630p/ Determination of certain
substances in electrotechnical products. Introduction and overview

Buronornyeckas oueHKa MeauvLMHCKUX npubopoB - Pasgen 1 OueHKa M TeCTMPOBaHWE B MpoLecce ynpas/ieHns
puckamw/ Biological evaluation of medical devices - Part 1. Evaluation and testing within a risk management process
Bronornyeckasi ougHKa MeguUMHCKMX NpubopoB - Pasgen 2: TpeGoBaHuA Mo 3awimTte XMBOTHLIX/ Biological
evaluation of medical devices - Part 2: Animal welfare requirements

Bronormnyeckasi oLeHKa MeULIMHCKUX NP16opoB - Pasaen 5: TecTbl A1 OLEHKM UMTOTOKCMYHOCTY invitro/ Biological
evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity

Buronornyeckas oueHKa MeULMHCKNX NPUB0pOB - Pasfen 7: ocTaTKy OKUCK 3TueHa nocne ctepunmsauun/ Biological
evaluation of medical devices - Part 7; Ethylene oxide sterilization residuals

Bronornyeckasi oueHKa MeaMLUMHCKUX NprbopoB - Pasaen 10: TecTbl Ha pasgpaXeHue U CeHCUOMM3aLUno Koxu /
Biological evaluation of medical devices - Part 10: Tests for Irritation and Skin Sensitization

Buronornyeckas ougHKa MeaMUMHCKUX npubopoB - Pasgen 11 TecTbl AnsA cucteMHoin TokcmuyHocTw/ Biological
evaluation of medical devices - Part 11: Tests for Systemic Toxicity

Buronornyeckas oueHKa MeaVLMHCKMX NpU6opoB - Pasgen 12: MoarotoBka 06pasLioB 1 cnpaBoYHble Mateprasb (1ISO
10993-12:2012)/ Biological evaluation of medical devices - Part 12: Sample preparation and reference materials
Buronornyeckas oLeHKa MeNLMHCKMX NPUOopPoB - Pasgen 18: Xummyeckasa xapaKTepucTrka martepuasios/ Biological
evaluation of medical devices - Part 18: Chemical Characterization of Materials

Crepunmnsaums MeVMLUMHCKUX MPUOOPoB - OKUCb 3TWeHa - Pasgen 1 TpeboBaHuA K pa3paboTke, Bamjauun v
TEKyLLEMY KOHTPO/IKO Mpouecca CTepuamsaumm mMeauumMHCKnX npuoopos / Sterilization of health care products -
Ethylene oxide - Part 1 Requirements for the development, validation and routine control of a sterilization process for
medical devices

Crepunvsaums MegUUMHCKMX Nprbopos - ObnyyeHue - Pasgen 10 Tpe6oBaHVA K pa3paboTke, BAaLMA N TEKYLLIEMY
KOHTPO/IH0 NpoLiecca CTepunsaumn MeamumHeKkmx npubopos/ Sterilization of health care products - Radiation - Part
1: Requirements for the development, validation and routine control of a sterilization process for medical devices
Crepynusaumsi MeaULIMHCKMX Nprbopos - O6ydeHue - Paszaen 2: CosfgaHue ctepunusytolein gosbl/ Sterilization of
health care products - Radiation - Part 2: Establishing the sterilization dose

YnakoBKa 41151 NPOLUEALLIMX OKOHYATENbHYKO CTEPUNM3ALMIO MeAULIMHCKMX npubopoB - Pasgen 1. Tpe6oBaHusA K
MaTepuasiam, CTePUIbHBbIM 6apbepHbIM 1 yNakoBouHbIM cucTemam/ Packaging For Terminally Sterilized Medical
Devices - Part 1 Requirements for materials, sterile barrier systems and packaging systems

10



ETHICON ENDO-SURGERY, ac
g ajloymoHglofwoH compery

ENISO 11607-2

ENISO 11737-1

EN ISO 11737-2

EN ISO 14644-1

EN ISO 14644-2

ENISO 14644-5

YnakoBKa A1 NPOLLEALLINX OKOHYATE/TbHYHO CTEPUM3ALIMIO MEAMLMHCKMX MpubopoB - Pasgen 2: TpeboBaHus K
Ba/MaaLmmn Ans hopMmpoBaHus, repmeTunsaumm n c6opku/ Packaging For Terminally Sterilized Medical Devices - Part
2: Validation requirements for forming, sealing and assembly processes

Crepunmnsaums MeSUUMHCKUX NprbopoB - MuKpobuonornyeckne Metogbl - Pasgen 1. OnpegenieHve nonynisuyn
MMKpoopraHusMoB Ha npoaykumn/ Sterilization of health care products - Microbiological methods - Part 1:
Determination of a population of microorganisms on products

Crepynmzaumsa MeaLMHCKKX NprbopoB - MKpobmonormyeckmne MeToabl - Pasaen 2: VcibITaHnst Ha CTEPUIbHOCTD,
BbIMO/IHAEMbIE 11 OMpefesieHns, MPOBepKM W MOAAepXaHuA npouecca ctepunmsaumn/ Sterilization of medical
devices - Microbiological methods - Part 2: Tests of sterility performed in the definition, validation and maintenance
of a sterilization process

UncTble NOMELLEHNA U CBSA3aHHbIE C HAMW KOHTPOMpyeMble cpefbl. Yactb 1 Knaccugmkaumss YucToTbl BO3aLyXa
no KoHueHTpauun 4vactuy/ Cleanrooms and associated controlled environments —Part 1. Classification of air
cleanliness by particle concentration

UucTble MOMELLEHMA M CBS3aHHblE C HVMMW KOHTPO/MpYyeMble cpedbl. YacTb 2. TeKywmid KOHTPO/b NS
NOLTBEPXKAEHMSA NOCTOSAHHOIO COOTBETCTBUSA YACTOTbI BO34yXa Mo KoHUeHTpaumm yactuy Cleanrooms and associated
controlled environments -- Part 2: Monitoring to provide evidence of cleanroom performance related to air cleanliness
by particle concentration

IMoMeLLEHNA YNCTbIe N CBA3aHHbIE C HUMM KOHTPOMpYeMble cpegpbl. YacTs 5. Onepaunn/ Cleanrooms and associated
controlled environments —Part 5: Operations

13. ENVIRONMENT PROTECTION REQUIREMENTS TPEBOBAHUMNA K OXPAHE OKPY XA W EN CPEAbI

The instruments do not have a negative impact on people and the environment  HCTpyMeHTbI MPU UCTIOMNB30BaHWY, TPaHCTIOPTUPOBKE M XPaHeHUA He
when used, transported and stored. OKa3bIBAKIT HEraTVIBHOMO BO3AEVCTBYSA HA YeSI0BEKA M OKPY>KAHOLLIYHO Cpefy.

e SHELF LIFE

14. CPOKTOAOHOCTMNU

Sterility expiration term is 5 years from date of manufacturing. CpOoK CoxXpaHeHWsi CTEPWIBLHOCTM 5 IET Moc/e JaTbl NPOU3BOACTBA.
15. MANUFACTURER WARRANTY . FTAPAHTUWM NPOU3IBOAWVNTENA
A storage warranty period - the manufacturer guarantees the preservation of MapaHTU/AHbIA CPOK XpPaHeHUs1 - M3rOTOBUTE/b FapaHTUPYeT COXpaHeHve

the sterility of the product and its suitability for the intended use, subject to  cTepUILHOCTV M3OENMS, a Takke ero NPUIroaHOCTb 1 UCTIONB30BaHMA M0
the right transportation and storage within the shelf life as indicated on the HasHauyeHWO, MpPM YC/IOBAM €ro  MPaBWILHOMO  TPAHCMOPTUPOBaHNA U

product labelling.

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

MAINTANCE AND REPAIR

The instruments are disposable. Maintenance and repair are not applicable.

17. DISPOSAL

After expiration date of instrument (period of preservation of sterility) and/or
in damaged packaging it must be disposed of as medical waste of class A
according to SanPiN 2.1.3684-21 'Sanitary-epidemiological requirements
for the handling of medical weste"* in accordance with the rules ofthe medical
institution.

After use, the product is a potential biological hazard from contamination
with blood and other biological materials.

Recycling should also be in accordance with accepted medical practice
standards, and relevant local, state, and Federal legislative acts and
instructions, as the waste classes B according to SanPiN 2.1.3684-21.

18. CUSTOMER SERVICE
Limited Liability Company «Johnson & Johnson». Johnson & Johnson LLC,
121614, Moscow, Krylatskayastr., 17/2.

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

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

XPpaHeHVs1 B TeYeHMe BCEro CPOKa FOAHOCTM YKa3aHHOTO Ha MapKVPOBKe
MpoayKTa.

[Mpov3BOaNTESb He HECET OTBETCTBEHHOCTV 3a MOBPEXKAEHMS W HECHACTHbIE
C/lydyan B pesy/ibTaTe HenpaBWIbHOIO VCMO/Tb30BaHMS, OLLMGKY MO/Ib30BaTe s
WM BHELLHVIX Ype3BbMaliHbIX CUTyaLmiA. 1o Bonpocam KauecTsa Npoay KLy
06paLLIATECH K YTOTHOMOYEHHOMY MPeACTaBUTESHO NPOVSBOAMTESIS.

16. TEXH/NYECKOE OBC/TY>XKMBAHVE 1 PEMOHT

VIHCTpYMEHTbI SIBMSIKOTCA OHOPa30BbIMI. TEXHUYECKOMY OOC/Ty>K/BaHWIO 11
PEMOHTY He MoZ/Iexar.

17. YTUITN3ALUUNA

VHCTPYMEHT MO WUCTEYeHUO CpoKa rofHOCTU  (CPOKa  CoXpaHeHus
CTEPWILHOCTY)  WWIM B MOBPEXAEHHOM  YMakoBKe — Heo6X0avMo
YTWIM3MPOBATL Kak MeAVLMHCKYE 0TX0Abl Kracca A no CaHlvH 2.1.3684-21
«CaH/TapHO-3MMOEMMO/IOTNYECKMe  TpeboBaHWMSE K 00OpalleHWio ¢
MEAVLIHCKUMI OTXOLaMU» COrJIaCHO C MpaBiaMy JieHebHOr0 YUpeXaeHUs.
Mocre wcnonb3oBaHWS, M3geve MPecTaBnsieT Coboi  MOoTeHUyabHyO
OMOMOrMYECKY0  OMACHOCTb  M3-3a  3arpsisHEHVt  KPOBbIO M ApYrMn
B1ONOTNYECKUMN MaTepria/iaMi.

YTWm3aUMIo Tarke HeobxoaMMO OCYLLUECTB/IATb B COOTBETCTBUM C
MPUHATBIMA B MEOVILMHCKOM — MPaKkTVKe  HOpMaMy, a  Takke
COOTBETCTBYIOLLMMA  MECTHBIMK,  TOCYZAPCTBEHHLIMA 1 (pefepasibHbIMA
3aKOHOMATE/bHBbIMW  aKTaMK, U MHCTPYKUMSAMY, KaK 0TX0Abl Kraccbl B
corsiacHo CaHlMnH 2.1.3684-21.

18. CNNY>KBA PABOTbI C KITMEHTAMI

OOLLECTBO C OrpaHWNYeHHON OTBETCTBEHHOCTLIO «KOHCOH & J[PKOHCOH»
(OO0 «IXKOHCOH & [HKOHCOHY),

121614, r. Mockea, yn. Kpbiiarckas 17, kopn. 2

Ten.: +7 (495) 580-7777
darc: +7 (495) 580-7878
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Endo*Surgery IHarm onic

Ultrasonic instrument for generator G11
Harmonic Ace+7 Shears with Advanced Hemostasisfor Open and
Endoscopic Surgery
(shaft length 23 cm, 36 cm or 45 ¢m)

Please read all information carefully.

Failure to properly follow the instructions may lead to serious surgical
consequences.

Important: This package insert is designed to provide instructions for use
of the Harmonic Ace+7 Shears with Advanced Hemostasis for Open and
Endoscopic Surgery (shaft length 23 cm, 36 cm or 45 cm). It is not a
reference to surgical techniques.

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

ETHICON ENDOSURGERY. ulc
9 ] *BinuMeaaiwiy

VIHCTpYMeHT ynbTpasByKOBOM 415 reHepaTopa
3NEKTPOXUPYPrUYecKoro ynstpassykosoro GENII
Ho>kHuubl Harmonic Ace+7 ¢ (hyHKLe YCOBEPLLEHC TBOBAHHOIO
remMocTasa 1 0TKPbITbIX 1 3HAOCKOMUYECKMX Onepawuin
(anvHa cTBona 23 cM, 36 cM unm 45 cm)

BHUMaTEIbHO NPOYTUTE BCHO MHOPMALMIO.

HeTouHoe criegoBaHMe WHCTPYKUMSIM MOXET MPUBECTU A1 B0SIbHOMO K
CEPbE3HBLIM OC/IOXHEHMAM BO BPEMS OrepaTyBHOIO BMELLIATE/LCTBA.

BaxkHo! [JaHHas MHCTPYKUMA M0 NPYMEHEHWIO COAEPXUT PeKOMeHAALMN M0
MCMO/B30BaHMIO  MHCTPYMEHTa  Y/IbTPasByKOBOMO [/ reHeparopa
AMEKTPOXMPYPrnYeckoro  ynbTpasesykoBoro GENII - HoxHWLLI Harmonic
Ace+7 ¢ (byHKUMEN YCOBEPLLIEHCTBOBAHHOIO remocTasa /19 OTKPbTbX Y
SHOCKOMMYECKUX OrepaLmii, f4nHoli cteosia 23, 36 wim 45 cMm. OHa He
AB/FIETCA OMUCAHVEM XMPYPIMYECKMX METOOMK.

13
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Instructions for use
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Hucmpyxuun no npuMenenuo
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This IFU applies to ultrasonic Instrumentsfor the generator GEN11,

with thefollowing modifications:

Harmonic ACE+7 Shears with
Hemostasisfor Open and Endoscopic Surgery,

shaft length 23 cm

Harmonic ACE+7 Shears with
Hemostasisfor Open and Endoscopic Surgery,

shaftlength 36 cm

Harmonic ACE+7 Shears with
Hemostasisfor Open and Endoscopic Surgery,

shaftlength 45 cm

Ultrasonic Instrumentsfor use with the Generator G11, will hereinafter
be referred to as «Instrument/Instruments»

Indications

The instruments are 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 in general, plastic, pediatric, gynecologic, urologic, thoracic,
exposure to orthopedic structures (such as spine andjoint space), sealing
and transection of lymphatic vessels, and other open and endoscopic
procedures. The instruments allow for the coagulation of vessels up to
and including 7 mm in diameter, using the Advanced Hemostasis hand

control button.

Adverse events and complications

Adverse events linked to any surgical procedure or malfunctions are a
possibility when and after using this device.

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

HARH?23

HARH36

HARM 45

HacTosawas MHCT pyKuua pacnpocTpaHseTCca Ha MHCTPYMEHT bl
YyNbT pa3ByKOBble NS reHepaTopa 3N1eKTPOXUPYPIrMYeCcKOro ynbT pa3ByKoBOro
GENII, B cnegyrownx sapnaHTax UCNONHEHNSA:

H o> Huubl Harmonic ACE+7 c pyHkynen HARH23
yCOBEpPLW EHCTBOBAHHOIO remocTasa AN OTKPbl T hbiX

M 3HAOCKONMYECKUX onepauuid, gnuHa cteona 23cm

H o> HuLbl Harmonic ACE+7 c hyHkunen HARH36
YyCOBEpPLW EHCTBOBAHHOIO remocTasa AN8 OTKpPbl T bl X

M 3HAOCKONMYECKNX onepauunis, gnuHa cteona 36 c.m

HOo>X HuLbl Harmonic ACE+7 c pyHkyneih HARHA45
ycoBepLlW eHCTBOBAHHOIO remocTasa AN OTKPbl T blIX

M 3HAOCKOMWYECKNX onepayunit, famHa cTteona 45 cm

Oanee no TekCTy WHCTPYMeHTb YynbTpa3ByKoBble [ANf TreHepaTopa
3NeKT POXUPYPrnuyeckoro ynbrTpas3sykosoro GENII, B BapnaHTax MCNONHEHUSA
MOTYyT 0603HAaYaThCA KAK «KUHCT PYMEHT bl »/ «KUHCT PYMEHT ».

lNokazaHnsa

WHcT PYMEHTbI MNOKa3aHbl /17 pacCeHeHNA MArKNX TKaHel B Cydasx, Korja
Tpe6yeTcs:| KOHTPO/Ib  KPOBOTEYHEHUA U MUHUMa/IM3aUUA  TEPMUYHECKNX
MOBPEXAEHUIA.

OHun MOryT TMPUMVEHATBCA  AOMO/IHUTE/IbHO K S/IEKTPOXUPYPIrNYeCKM
MHCTPYMEHTaM, J1a3€PHbIM U CTaVTbHBbIM CKav1ble/ 1AM Wi BMECTO HX B OﬁLLI,EVI
W MIaCTUYECKOM Xrpyprmin, OI'IepaTI/IBHOI7I TMHEKO/TI0r M, YPOs1Iornn, neanaTpn
n opronegnn (B YaCTHOCTW, MNPy BMELLIATE/NILCTBAX Ha MO3BOHOYHUMKE WU
CyCTaBaX), oriepaTMBHOM BMeELLATENBLCTBE Ha prAHOVI KIMETKE, pacceyeHn
J'IVIManTl/Il-IECKI/IX COCy[0B, a Takke MNP NHbIX OTKPbITLIX N 3HAOCKOMMNYECKNX
ornepaTtBHbIX  BMELLIATE/TLCTBAX. WHcT PYMEHTbI  MO3BO/IAKOT  MPOBOAUNTHL
Koary/ndLmio cocyoB AMaMETPOM 0 7 MM BKHOUUTESTbHO C UCTIOMNb30BaHVEM
KHOIMKN PYy4HOI 0 yrpaB/ieHUA (*JyHKU,MEVI YCOBEPLLUEHCTBOBaHHOIO remocTasa.

HexxenaTenibHble SB/IEHVIS Y OC/IOKHEHUS]

Bo3MOXHO MOSIBIEHVE  HEXEMATENbHLIX SBMEHUA WM (lyHKLUVOHA/bHbIX
HapyLLEHMIA, CBSI3aHHbIX C MPOBEAEHMEM XVPYPrYECKVX BMELLIATENLCTB BO
BEMST 1 M0C/Ie UCTIO/b30BaHNS! IgHHBIX MHCTPYMEHTOB.
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The following can be considered as an Adverse Event or Malfunction
which may occur with use of this device.

Significant Malfunctions:

e Damaged and cracked blade

e Damaged clamp arm

*  Melted and detached tissue pad

» Activation issue

Significant Adverse Events
e Bumand injury of Surgeon and patient
»  Tissue damage, hemorrhage, leakage\

Ifan Adverse Event or Malfunction occurs, appropriate techniques or
action should be taken.

Description

The Instruments are sterile, single patient use instruments consisting of
an ergonomic grip housing assembly with hand control buttons (MIN for
minimum power level, MAX for maximum power level, and Advanced
Hemostasis for large vessel sealing).

An integrated audible and tactile mechanism in the grip housing
indicates full trigger closure. The instruments have a clamp arm and
coated curved blade that are designed to work through a 5 mm trocar,
through a 5 mm reducer cap in a larger diameter trocar, or through an
incision without the use of a trocar. The instrument shafts can be rotated
360° to facilitate visualization and access to targeted tissue. The three
dashes on the instrument are intended to represent relative vessel size.
The MAX button is typically used for smaller vessels where cutting
speed is fastest. The MIN button is typically used in slightly larger
vessels and has reduced cutting speed. It is indicated for vessels upto 5
mm in size. The Advanced Hemostasis button is designed for larger
vessels and is indicated for vessels up to 7 mm in size. In this mode,
cutting speed is further reduced and hemostasis is maximized. The
instruments utilize Adaptive Tissue Technology. This provides the
generator with the ability to identify and monitor the instrument during
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CrefytoLLye SBMEHUA MOXXHO paccMATPMBATE B KAYeCTBe Heb1aronpusTHbIX
COObITUIA N HEVCNPABHOCTEN, KOTOpLEE MOMyT NPOU30MATY € CTIO/b30BaHVEM
JAHHbIX VHCTPYMEHTOB.

3HauuTe/bHbE HEVICTPABHOCTH:

* MoBpeXIEHNSA N TPELLYIHDBI JIE3BYS

* [NoBpeXKaeHVe NacCUBHOM OpaHLL

* MnaBreHVie N OTCOEAVIHEHVIE TKAHEBOI MPOK/IAKN
* OLLMOKM aKTViBaLyn

CepbesHble HeGMaronpUATHbIE SB/EHA

» OxXor v TpaBMa Xvpypra 1 naLyeHra
* [NoBpeXaeHNA TKaHel, KPOBOTeYeHVe, MoLTeKaHe

Ecrmn HebnaronpmsTHoe CoObITXE WM COOI MPOVCXOANT, HEOOX0AMMO
VCMI0/b30BATH COOTBETCTBYHOLLYIE XMPYPrNYECKIME TEXHUKW WK AEVICTBYS,
HeoOXOAVIMbIe [J151 YCTPaHEHUSA 3TUX SB/IEHWI.

OnucaHve MHCTPYMeHTa

VHCTpYMEHTbI MPEACTaB/AT CO00M CTepWibHble MEULIIHCKME M3Le/WA
0HOPa30BOr0 MPUMEHEHWS, PaccuMTaHHbEE Ha WCTIONL30BaHVE TOMBKO /1A
O[IHOrO MaLMieHTa, COCTOSALLME M3 KOPIyca 3proHOMUYHOM (hopMbI B C60pe, C
KHOMKaM  anst pydHoro  ympaereHnst (MIN - MUHMMabHbIA - YPOBEHb
MoLLHOCTY, MAX - MakcyVibHbIA YPOBEHb MOLLIHOCTY, @ Takoke KHOMKa
YCOBEPLLIEHCTBOBAHHOIO reMoCTasa [y1e1 Koary/isLym KpyrHbIX COCYOB).
BCTpOeHHbI  ayyo-TaKTWIbHbIA MeXaH13M B 3PFOHOMMYECKOM  KOpITyce
CUrHa/3MPYET O TOM, YTO PbMar CBeAeHNA 6paHLL 6bU1 MO/IHOCTBIO NMPUBELEH
B 3aKPbITOE MO/IOXEHVE. VIHCTPYMEHT COZIEPXXUT B CBOEM COCTaBe MacCuBHYIO
GpaHLLY 1 ie3BLe, MOKPbLITOE 060/I04KOM - OHW MPeAHAa3HaYakoTCA 4151 paboThb
Yepes TpoaKap AVaMETPOM 5 MM, Yepes KO/MaYvoK-NepexosHNK AViaveTpoMm S5
MM B Tpoakape 60/bLLErD AvameTpa Win Yepes paspes 6e3 1Crosis30BaHUA
Tpoakapa. CTBO/MT MHCTPYMEHTa MOXHO Bpalgmb Ha 360° 4 yryuleHus
BUOMMOCTW 1 JOCTYMA K HYy>XXHOMY YYaCTKy TKaHW MauyieHTa. Tpm Haceukn Ha
VHCTPYMeHTe NPeACTaB/SKOT CO60M OTHOCUTENbHBIN pasMep cocyga. KHonka
MAX 06bIMHO 1CMOML3YETCA /15 COCYA0B MEHbLLENO AMaMETPa, [/ KOTOPbIX
CKOPOCTb paspesaHns MaxcviaribHa.  KHornka MIN 06bI14HO 1Crosb3yeTes i
COCY/I0B HECKO/TbKO BO0/IbLLIENO AVaMETPa, [/151 KOTOPbIX CKOPOCTb paspesaHns
CHWKeHa. Ee nprMeHeHVie NokasaHo /19 CoCy0B AviaMeTpoM 0 5 MM, KHonka
YCOBEPLLEHCTBOBAHHOIO remMocTasa NnpeaHasHayeHa /1 paboThbl C KpyrHLIVIA
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use, which enables the generator to modulate and adjust its power output
as well as provide audible feedback to the user as appropriate.

Each instrument is shipped with one sterile, single-use, disposable torque
wrench. Use only the gray torque wrench provided with the instrument.
The torque wrench should not be discarded until the completion of the
surgical case. Do not attempt to sterilize the disposable torque wrench.
Note: Use of Harmonic torque wrenches other than the one provided may
result in damage to the device. The Instruments are designed for use
exclusively

with the Generator Gil (GENU) software version 2013 1 or later.
Software revision can be found under

""System Information™ in the Generator "'Settings” menu. Refer to the
Generator Operator’s Manual for more information.

Hlustration and Nomenclature (lllustration 1)

Coated Blade/ active jaw (bath sides of instrument)
Clamp Arm and Tissue Pad

Shaft

Rotation Knaob

MAX Hand Control Button (both sides of instrument)
MIN Hand Control Button (both sides of instrument)

Grip Housing

Trigger

0. Hand Piece (not included, registration certificate number FSZ
2011/11397)

10.  Torque Wrench

11 Advanced Hemostasis Hand Control Button

ONOOAWN
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COCyiamm Y [0/MKHa VCTo/b30BaTLCA MU paboTe ¢ cocyaamn AvaMeTpoM [0 7
MM. B 3TOM peXxuMe CKOPOCTb Pe3KM CHIDKAETCA eLUe CWibHee, a remoctas
MakcMMasieH. B MHCTpyMeHTax WCrosb3yeTc TeXHOMorMA  ajarmalym K
TKaHAM. OHa [j@eT Y/bTPa3ByKOBOMY eHepaTopy BO3MOXKHOCTb Oro3HaBaTb
WHCTPYMEHT B MpOLEecCe MPUMEHEHUA W KOHTPO/IMpOBaTbL €ero paboty
MOCPEACTBOM MOZY/IALMM 1 YMEHBLLEHVSI BLIXOAHOM MOLLHOCTW, & Takoke, Mpu
HeoOXOAMMOCTW, MofauM 3BYKOBbIX CUrHa/IloB OOpaTHOM CBS3M Ly,
WCIO/Tb3YHOLLIEMY UHCTPYMEHT.

KaxKapli MHCTPYMEHT MOCTaB/ISETCA C OAHMM CTEPWIbHBIM 3aMKOM pabouer
4aCT! OJHOPA30BOr0 UCMoMb3oBaHKA. CrieyeT MCMo/b30BaTb TObKO cepbii
3aMOK paboueli YacTK, MocTaBseMbIA C MHCTPYMEHTOM. 3aMOK paboyei YacTu
He CrieflyeT YTWIM3POBATL 40 OKOHUaHVA OMepaTUBHOIO BMeLLATeLCTBa. He
MbITaATECh CTEPWIMZ0BATH OAHOPA30Bb I 3aMOK paboyeli YacTui.

MpyvedaHve:  Vcronb3oBaHve 3aMKOB  paboyeid  YacTy, OT/IMYHBbIX  OT
MOCTaB/IEMOr0 B KOMIVIEKTE, MOXET MPUBECTU K MOBPEXIEHNIO MHCTPYMEHTA.
VIHCTPYMeHTbI C/IeAyeT MCMo/b30BaTh TOMBKO C Y/IbTPasByKOBbIM MreHepaTopoM
G11(GENL11)c nporpamvHbIM 06ecriedeHrem Bepcum He Hbke 2013 _1. Hovep
Bepavm O MOXHO Haiu B pazgene «System  Information» (CvicteMHas
MHChopMaLysl) B MeHHO «Settings» (HacTpoiikn) yribTpasByKOBOrO reHepaTopa.
JononHTeNbHYH0 MHOPMALKO MOXKHO HalATV B MOCOBMN MO 3KCTUTyaTaLym
Y/bTPa3ByKOBOIO reHepaTopa.

WnntocTpaupm v TepMuHosiornsa (PUCyHOK 1)

1 Jle3BMe (aKTviBHas GpaHLLA), MOKPbLITOE 000/0UKON (C 06erX CTOPOH
WHCTPYMEHTa)

2. lMaccrBHas GpaHLLa 1 TKaHeBasA NMPOK/iaKa

3 Crson

4. KorbLpo PoTauym

5. KHonka MAX pydHoro ynpaBfeHust (Ha 00emx  CTOpOoHax
WHCTPYMEHTA)
6. KHonka MIN py4Horo ynpasreHvsi (Ha 06ex CTOPOHAX MHCTPYMEHTA)
7. Kopryc 3proHoMM4ecKoii (hopmbl
8. PbMar cBefieHVs GpaHLL
0. JNanapocoHnyeckast pykosiTka (He BXOAUT B KOMIVIEKT — MOCTaBKY,
HOMep pervcTpaLyoHHoro yaoctosepHus PC3 2011/11397)
10. 3amoK paboueli HacTu
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11 KHornka py4Horo yrpae/neHusa anist (PyHKLM YCOBEPLLEHCTBOBAHHOI O

reMocTasa
M aterials in contact with a human body: Martepurasibl, KOHTaKTUPYIOLLME C OpraH13MOM YesioBeKa:
(3) Shaft- Stainless steel grade UNS S30400 (3) CrBon—HepxaseroLas ctarib Mapk UNS S30400
(1) Blade - Titanium alloy grade Ti 6A14V ELI (1) Jle3Bvie - TuTaHOBbIN CrviaB Mapku Ti 6A14V ELI
(1) Blade coating - Fluoropolymer grade Black E2619B (1) Moxpbrmyie nessus - dToprionmmvep Mapku Black E2619B
(2) Tissue Pad - Polytetrafluorethylene grade 7A (2) MpoknaaKa NPYDKAMHOM 6paHLLI —F lonMTeTpadiTopsTWIEH Mapku 7A
(2) Clamp Arm - Stainless steel grade UNS S30400 (2) 3axximHan pykosTKa- Hepyraserowwast ctarts Mapkt UNS S30400
(7) Handle Housing —Polycarbonate grade Calibre 5201-8. (7) Kopriyc pykosaTky - MonvkapooHaT mapku Calibre 5201-8.
Operation conditions for surgical field: Ycnosusa akenyaTaumm A1 onepaumoHHOro nons:
Temperature: from +15 to +27°C Temneparypa: ot +15 go +27 °C
Relative humidity: OTHOCUTE/IbHAA B/I&XKHOCTb BO3MyXa:
from 30 to 75% (without condensation) 0T 30 0 75 %(6e3 KoHaeHcaLwmn)
Storage and Transport Conditions Ycnosusa xpaHeHus! 1 TPaHCNOPTUPOBKN
Temperature: from -2 Cto +60°C Temneparypa: ot -22 °C go +60 °C
Relative Humidity: from 10 to 80% (without condensation) OtHocuTeNbHas BiavkHOCTL: OT 10 10 80% (6e3 KoHAeHcaLmn)
Store away from direct sunlight, heat or freezing. XpaHUTb B 3aLLWILLIEHHOM OT BO3JEMCTBUA MPAMbIX COMTHEYHDBIX JTyYel, Tervia n
3aMOpPaKNBaHNA MECTE.
Basic specifications OCHOBHbIe TEXHUYECKME XapaKTEPUCTUKN
Characteristic HARH23 HARH36 HARHA45 Mokasaresb HARH23 HARH36 HARHA45
[yaveTp cTBOMA, MM 50 50 50
Shaft diameter, mm 50 50 50 BpalLigHve CTBO/a, ®
Shaft Rotation, ° B0 [nvHa cTBora, cM 23 36 45
Shaft length, cm 23 36 45 MaKcvia/ibHbIA - AViaMETP
Targeted vessel max. 7 LeMIeBOro cocyfa TKaHW 7
Diameter, mm s NpoBeaeHMA
Working temperature 40 - 300 MaHHWauHH vvi
range of blades*, °C " [yanasoH paboumx 40-300
Blades’ temperature 40 - 300 Temriepatyp Jiessust*, @™
while activation of
the improved
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hemostasis function
control button®, &/
Overall size (A) x (B)
x (C). mm

Maximum deflection
angle of the clamping
law, °

Clamp arm grip force
(minimum), N

Length of active jaw
(blade), mm

Position of working
parts at their closing

Sizes for Torque
Wench, mm

Mass of Torque
Wiench, g
Requirements to the
working surfaces and
edges of medical
instrument
Requirements to the
tightness
(impermeability) of
working parts for
devices
Requirements to the
stability of the
working part in
biologic fluids
Minimum width of
instrument  channel,
mm

Mass, g

1-The temperature varies depending upon operating conditions

342x  470x 135 x 560 x 135
135x32 32 x32

IT
No less than10
15
"The blade should make contact
along the length of the tissue pad
when the working parts are closed'*
50,8 x 68,6 X25,4
20
Instrument surfaces shall be free of

scratches, nicks, or blemishes

Working parts are sealed

Working parts are resistant to blood

50 5,0 50

145 157 160
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TemnepaTypa 1e3Buin
NPV aKTBaLMN KHOMKM
ynpas/ieHnst PyHKUVen
yCOBEPLUEHCTBOBAHHOT
0 remocrasa*, ®C"
MabapuTHBIE pasmMepbl (A)
X (B) x (C), mm

MaKcMarbHb I yron
OTK/MOHEHVST  MPYDKAMHO

6paHLLK, ®

Cuna 3axknma NpYXKUMHON
6paHLLKn, H

[nvHa aKTViBHOM GpaHLLA
(ne3Bust), MM

lNonoxeHve paboumx

YacTei Mpr NX CMbIKaHNN
Pasmepbl 3aMKa pabouel
4acTu, MM

Macca 3amKa paboueli
yact, r

TpeboBaHVsA K paboymmM
MOBEPXHOCTAM U Kpasiv
M

epMeTUYHOCTL — paboyel
Yacti M
YCTOMUMBOCTL  paboqel
4acTM K 61OMIOrNYECKM
HUOKOCTAM

LLprHa
VHCTPYMEHT&/1bHOT0
KaHaria, MV

Macca, r

40-300

342x 135  470x 135x  560x 135
X32 32 x32

22°

He meHee 10
15
Pabouvie YacTy I0/MKHbI CMbIKATHCS
Mo BCe A/He
50,8 x 68,6 x 25,4
20

LLIEPOXOBATbIE MOBEPXHOCTM, OCTPblE
YI7lbl M KPOMKM OTCYTCTBYHOT

paboure YacTv repMETUYHbI
pabo4Ke HacTy YCToUMBbI K
BO3AECTBUO KPOBA
50 50 50

145 157 160

I-TemnepaTypa 3aB/CHT OT YC/I0BUIA SKCTITyaTaLyn
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40 - 120 ° ¢ - when patient tissue is between active and passive jaws

100 - 300 ° C - active and passive jaws are closed without tissue

Specifications

Class of protection
against electric shock
Type of working part
Operating mode

Time of establishment of
the operating mode

Max. output power, W
Max. output voltage, V
Max. loop resistance, Ohm
Maximum current, mA
Blade frequency, Hz

Max. blade amplitude, uT

Characteristics of ultrasonic electrosurgical generator GEN Il for

connection of instruments

Class of Class 1
protection

against electric

shock

Type of CFtype
working part
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HARH23
Class |

TypeCF

Value
HARH36

Continuous duty

Max. 10 sec

35
150
315
400
55500
85,9

91,2

HARHA45

92,1

40 - 120 ° C —mex[y aKTVBHOM W NacCUBHOM GpaHLLIAMM HaXOAMTCA TKaHb
raLiyeHTa

100 - 300 ° C - aKTvBHasA 1 naccBHas GpaHLL COMKHYTbI 6e3 TKaHM Mexay
HAMA

XapakTepucniKku 3HaueHune
HARH23 HARH36 HARH45

Kracc 3aymb1 0T NopaxeHrst Knacc |

AMEKTPUYECKUM TOKOM

Tvin paboueli YacTn ™7n CF

Mpoao/HKUTENBHOCTL PaboThI NPOLODKUATETbHB I PEXM

Bpemst ycTaHOB/EHMS paboYero Makc. 10c¢

pexviva

MakcviaribHasA BbIXoOHaA 35

MOLLIHOCTb, BT

MakcumvasibHoe BbIXOOHOe 150

HanpsbkeHve, B

MakcmasibHoe 3/1eKTPUYECKoe 375

COMPOTUB/IEHVE JIEKTPUYECKOTO

KoHTYpa. Om

MakcvvasibHb I TOK, MA 400

Uactorta niessuq, My, 55500

MakcvianbHas amimTyganessus, 85,9 91,2 921

MKM

XapaKTepuUCTUKWN FreHepatopa 3/TEKTPOXUPYPIrMYECKOro yAbTpa3ByKOBOTO
GENII AN NOAKNIOYEHNA NHCTPYMEHTOB

Knacc 3amTbl oT  Kracc |

MopayKeHns

AMEKTPUHECKUM

TOKOM

Pabouast yactb Tnna CF

BxoaHble 100-240B 50/60 I'u, 500 BA.
XapaKTepUCTVKA
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Input 100- 240V 50/60 Hz, 500 VA.
characteristics
Output 150 VAC RMS maximum (unless

characteristics  otherwise specified in the instrument 1FU)
35 watts continuous (unless otherwise
specified in the instrument IFU)
30-80 kHz (55.5 kHz unless otherwise
specified in the instrument 1FU)

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

The Hand Piece is shipped non-sterile. It must be sterilized prior to each
use according to the instructions for use supplied with the Hand Piece.

Preventive inspection

Before use be sure to check the tool or any other used medical devices
for the absence of any defects or damage, e.g., rough surfaces, nicks or
blemishes.

Assembly

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

While holding the Hand Piece in a vertical orientation, attach the
Hand Piece to the instrument by rotating the instrument onto the
Hand Piece in a clockwise rotation as viewed from the distal end of
the instrument (finger tight only).
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BbXogHble Mekc. 150 B niepemeH, Toka, RMS (ecrm
XapaKTeEPUCTUKA  [pYyroe He onpefesnieHo B VHCTpyKun 1o
NPYMEHEHWIO UHCTPYMEHTA)

35 BarT HernpepbIBHOM MOLLHOCTM (ec/n
[pYyroe He OMpefesieHo B VIHCTPYKUMM 1o
NPYIMEHEHNIO UHCTPYMEHTA)

30 - 80 Ky, (55,5 K'Yy, ecm gpyroe He
YKa3aHO B VIHCTPYKLMM MO MPUMEHEHUIO
WHCTPYMEHTA)

n HCTPYKUMA NO aKcnAayatauunun

lMpoBepbTe COBMECTVIMOCTb BCEX WHCTPYMEHTOB W aKCECCyapoB Mepen,
MCMOMb30BaHVEM [JAHHOTO MHCTPyMeHTa (CM. pasgen «[pedynpexaeHnst v
VEpbI MPEAOCTOPOKHOCTIA).

J1anapocoHyeckas PyKosTTKa (He BXOAVT B KOMIVIEKT MOCTaBKY) MOCTaB/ISETCS
B HecTepwibHOM Buae. Ee crnemyeT CTepwwm3oBaTb Mepen  KaxibM
MCMO/Mb30BaHVEM B COOTBETCTBUM C MHCTPYKLMSIMA 10 UCTIOME30BaHMIO,
MOCTaB/SIeMbIMA BMECTE C HelA.

MpodpunakTmyecknin ocmoTp

Mepes NpriMeHeHViEM HEOGXOAMMO 06533aTe/TbHO MPOBEPATb UHCTPYMEHT W
nobble fpyrvie UCMoMb3yemble MEAVILIMHCKME W3LE/NA Ha OTCYTCTBME KaKMX-
JWMBO0 [JePeKTOB WM MOBPEXKIEHWIA, HanpUMVeEp, LLEPOXOBATbIX MOBEPXHOCTEN,
OCTPbIX YT/10B W KPOMOK.

Mopsagok c6opku

1  Cobrtofas npaBiia acerTyKv, U3B/EKUTE UHCTPYMEHT U3 YMakoBKU. Bo
M30eXaHVe MOBPEXOEHUA aKKypaTHO MOMECTUTE  WHCTPYMEHT B
CTEPWILHOE Morie.

2 [epxa anapocoOHVYECKYI0 PYKOSTTKY BEPTUKa/IbHO,  MPMCOEAVHITE
NanapoCOHNYECKYH PYKOSTTKY K MHCTPYMEHTY, HaBMHUMBAS MHCTPRYMEHT
Ha./TarnapoCOHMHECKYHO PYKOSTTKY M0 YacoBOVi CTPESIKE, EC/IN CMOTPETL OT
[VCTaSTHOMO KOHLIA MHCTPYMEHTA (MCMob3ys TONbKO YCWIVE MarbLER).
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3 Use the torque wrench (already mounted to the shaft) to tighten the 3
blade onto the Hand Piece. Tum
the torque wrench clockwise while holding only the gray Hand
Piece until it clicks twice indicating
that sufficient torque has been applied to secure the blade.
Note: Do not use any other means than the torque wrench to attach
or detach the instrument from the
Hand Piece.
Note: Do not torque the instrument by hand without the torque
wrench or damage may occur to the
Hand Piece.
Note: Hold only the gray Hand Piece and not the instrument handle
while applying the torque
wrench. (Illustration 2).

Close the trigger. Remove the torque wrench by sliding it offofthe 4
shaft. Do not dispose of the torque wrench until the procedure is
completed. The torque wrench is used to remove the instrument
from the Hand Piece following the procedure. (lllustration 3)
Dispose of the torgue wrench only after completing the procedure.
Note: Take care to avoid damage to the blade and clamp arm by
closing the trigger while sliding the

torgue wrench onto or off of the shaft.

Note: Take care to avoid injury fromthe blade tip while sliding the
torque wrench onto or offofthe

shaft.

Operation

1 Connect the assembled Hand Piece and instrument to the ultrasonic |
generator and tum the ultrasonic generator power on.
Note: MIN is the only mode that can be adjusted.
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C oMot 3aMKa paboyeil uacTi, YKe MPUKPErVIEHHOTO K CTBOATY,
3aKpenuTe Jie3Brie Ha J1arapOCOHNYECKON PYKOSTKe.  [oBopaumBaiiTe
3aMOK pabo4eit YacTy Mo HacoBol CTPe/IKe, NPUAEPKVBasA TONbKO CepyHo
NanapoCcoOHNYECKYO PYKOSITKY, MOKa He pasfacTcsl ABOVHOM LLEMHOK,
CBUOETENbCTBYIOLLIMIA O TOM, YTO /11 3aKPErvieHVst fiesBust Gblio
MPWIOXKEHO [OCTATOHHOE YCWVe.

MpyveedaHve: [ MPUKPENVIEHMS MHCTPYMEHTA K /larapOCOHNYECKOM
PYKOSITKE W €70 OTAEMEHVS OT /larapOCOHNYECKOA PYKOSITKU He CriefyeT
MCMO/Mb30BATL  HUKAKUX [PYrX CPeACTB, KPOMe YKa3aHHOro 3aMKka
paboueit YacTw.

MpuvedaHye: He creayeT CKpyumBaTb UHCTPYMEHT BpyYHYHO 63 3aMka
paboyeil YacTu, TaK Kak Mpur 3TOM MOXKHO MOBPEAUTD J1anapOCOHNYECKYHO
PYKOSTTKY.

Mpyvedanve: Mpy NMob30BaHWM 3aMKa paboyeli YacTu CrieflyeT AepKaTb

TO/bKO CEPYHO STanapOCOHNYECKYHO PYKOSITKY, HO He PyYKy MHCTPYMeHTa.
(PvcyHok 2.)

3aKpoiiTe pbMar cBefeHUs 6paHLL. CHUMMTE 3aMOK paboueil Yactw,
CABWHYB €ro no CTBofly. He ytwwsvpyiite 3aMOK paboudeli Yactu o
OKOHYaHMA MpOoLedypbl. 3aMOK  paboueli YacTy  MCMoSb3yeTes  A1st
OTCOEVHEHVSI WHCTPYMEHTa OT  JIarapOCOHNYECKON  PYKOATKA 110
OKOH4YaHMM npoueaypbl. (PUCYHOK 3.) 3aMOK paboqeil uacTy MOXHO
YTWI3MPOBATH TO/bKO M0 3aBepLLEHVN MPOLIENYPb.

MpuvedaHve: MprvnTe MepPbI MPEAOCTOPOXHOCTW, UTOObI He MOBPEAUTb
Ne3BVie N MacCUBHYIO GpaHLLYy, /19 Yero rnepeBoguTe pbMar CBefeHWA
OpaHLL B 3aKPbITOe MOSIOXeEHVE MPX CABUraHUM 3aMKa paboyeli YacTv co
CTBO/IA U HA[BUIraHM ero Ha CTBO/I.

MpuvedaHve: ByabTe OCTOPOXHbI, YTOObI HE HAHECTVU Cebe TpaBMy
KOHUMKOM J1e3BMS1 MNP CABUMaHUM 3aMKa pabodeil YacTv o CTBOMA WK
HaaBVIraHNM ero Ha CTBo/1.

akcnnyatauus

MoaxsoumTe cobpaHHbIe STarapOCOHNYECKYHO PYKOATKY Y MHCTPYMEHT K
YNbTPA3BYKOBOMY — TEHepaTopy M BKIOYATE  /IEKTPOMUTaHVe
Y/NbTPa3BYKOBOr0 reHeparTopa.

MprivedaHve: MIN - eAMHCTBEHHDIA PEXXM, MOALAHOLLICA peryivpoBKe.

22



ETHICON ENDO-SURGERY, ac
a cor'any

2 Select the desired minimum power level using the INCREASE and 2
DECREASE buttons on the ultrasonic
generator touchscreen.
Note: The recommended minimum starting power level is Level 3
(Hustration 4). For greater tissue cutting speed use a higher
ultrasonic generator power level, and for greater coagulation use a
lower ultrasonic generator power level. The amount of energy
delivered to the tissue and resultant tissue effects are a function of
many factors, including the power level selected, blade
characteristics, grip force, tissue tension, tissue type, pathology, and
surgical technique.

For optimal performance and to avoid tissue sticking, clean the 3
instrument blade, clamp arm, and distal end of the shaft throughout
the procedure by activating the instrument tip in saline. (lllustration
5

N)ote: Do not touch the instrument to metal while activated.
(Mlustration 6)

Note: Do not clean the blade tip with abrasives. It can be wiped with
amoist gauze sponge to remove

tissue, if necessary.

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

the Hand Piece. If desired, the instrument may be unplugged.
(IMustration 7)

The blade is ultrasonically energized when either the foot switch
pedal is depressed or one of the hand control buttons is depressed.
Pressing the left foot pedal of the footswitch or the lower hand
control button (MIN) on the instrument activates the selected
minimum power level. Pressing the right foot pedal ofthe footswitch
or upper hand control button (MAX) on the instrument activates the
maximum power level. Pressing the Advanced Hemostasis button
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C nomopto kHorok INCREASE 1 DECREASE Ha CeHCOpHOM aKpaHe
Y/bTPa3ByKOBOMO reHepaTopa YCTaHOBUTE HeOOXOAUMBIA MAHM bHb I
YPOBEHb MOLLIHOCTM.

MpviviedaHve: PekomeHayeMbli 41s Hadalia MUHMMASTbHLIA - YPOBEHb
MOLLHOCTW - ypoBeHb 3 (PucyHoK 4). [nsi yBe/MYeHUst CKOpOCTU
paspesaHVsi TKaHW CrieayeT MUCronb3oBarb 60/iee BbICOKUIA  YPOBEHb
MOLLIHOCTW Y/bTPa3BYKOBOIO MeHepaTopa, a /19 YCWIEHUS Koarysaum -
6onee HVBKUIA ypoBeHb. KOMYeCTBO 3HEPruwv, MOaBaeMoe B TKaHM
MaLyieHTa, 1 COOTBETCTBYIOLLEE [EVCTBYE HA TKaHW 3aBVCUT OT MHOTUX
(haKTOPOB, B TOM YMIC/Ie - BbIOPAHHOIO YPOBHS MOLLIHOCTU, XapaKTepCTUK
JE3BUS, CWbl XBaTKY, HaMPSHEHUA TKaHW, TWMa TKaHW, Marosiorum n
XUPYPIrUYECKO/ METOOUKM.

Ons  obecriedeHns  OMMUMASbHOM — paboTbl  MHCTPYMeHTa U 1A
NPeOTBPALLEHNSA MPWIAMaHUS TKaHe Ha NPOTSDKEHUN BCel NpoLEypbl
OUMLLAITE JIE3BME WMHCTPYMEHTa, MacCUBHYIO GpaHLLy W OUCTa/lbHbIA
KOHeL, CTBO/fa, aKTUBMPYS! KOHEL, WHCTPYMeHTa B (OV3MO/IONYECKOM
pactsope. (PVcyHOK 5)

MpumedaHve: He creflyeT KacatbCd aKTVBYPOBAHHLIM WHCTPYMEHTOM
METa/VINHECKMX MPeamMeToB. (PUCYHOK 6)

MpvivedaHve; He crieflyeT UMCTUTb KOHUMK Jie3BUA  abpasviBHbIMA
YMCTALLWIMA  BeLLiECTBaMX. EC/M BO3HMKaET HEeOOXOAUMOCTb  YaaTIeHUsA
TKaHel, ero criefyeT npoTvipaThb B/aXHbIM Maj/eBbIM TaMMOHOM.

ECm TKaHb eLLe BiIHA Ha NMaccyiBHOM OpaHLLEe, YAa/IMTe OCTATKA TKaHW C
MOMOLLpHO  KPOBOOCTAHaB/IVBAIOLLENO 3aKMMa, OCTOPOXHO, YTOObI He
aKTVB/POBATD /1arNapOCOHNYECKYHO PYKOSATKY. [Mpu XeriaHin B 3TO Bpems
VHCTPYMEHT MOXXHO OTK/IKOMUTB OT 3/1eKTpONMTaHus. (PUCYHOK 7)

JlesBve  MO/lydaeT  YIbTPA3BYKOBYKO — 3HEPruO,  KOrfa  Hakar
MepeKroaTe/lb  HOKHOM  Mefasin  (BXOAUT B KOMIVIEKT  MOCTaBKM
MeHepatopa GEN11) i oaHa 13 KHOMOK PY4HOro yrpas/eHns. Haxarve
NIeBOr0 MePeKIHoMaTesist HOXHOM Mefa/ii WM HDKHEN KHOMKM PYYHOro
ynpae/neHns (MIN) Ha Kopryce MHCTPYMeHTa akTVBYPYET BbOpaHHbI
M/HUM&/IbHBIA YPOBEHb MOLLHOCTW. HadkaTvie npaBoro repeksiodaress
HOXHOM Mefasii Wi BePXHE KHOMKX py4dHoro ynpasreHns (MAX) Ha
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on the instrument activates the Advanced Hemostasis. Under
default settings, Advanced Hemostasis is hand-activated only.
Note: The "MIN" button can be re-assigned to Advanced
Hemostasis by selecting "'Convert MIN to Advanced Hemostasis'
on the ultrasonic Generator **Settings'* screen. Refer to the ultrasonic
CGenerator Operator’s

Manual ""Settings™ section. (lllustration 8) Once *‘Convert MIN to
Advanced Hemostasis'" is selected,

the Advanced Hemostasis button is disabled.

Note: Energy is not delivered in Advanced Hemostasis mode until
the jaws are completely closed.

Caution: If activation is unintentionally stopped while sealing,
maintain jaw closure and reactivate.

Note: The ultrasonic generator provides an audible tone to indicate
when the instrument blade is active. The ultrasonic generator
changes to a second activation tone as Adaptive Tissue Technology
regulates the delivery of energy.

Thermal influences such as fluids or minimal to no tissue inthejaws
may affect the presence or timing of the tone change.

The tone change does not provide confirmation of tissue effect.
When the second tone is heard, the situation should be assessed and
the intended surgical action completed, such as gradual application
of tension to facilitate transection.

The secondary activation tone change is not a substitute for surgical
experience.

Note: Scratches on the blade may lead to premature blade failure.
Avoid accidental contact with other instruments during use.

Do not use any means other than the torque wrench to attach or
detach the instrument fromthe Hand Piece.
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KOpMyCe UHCTPYMEHTa aKTUBMPYET BbIOpaHHbIA MaKCVMasTbHbIA YPOBEHD
MOLLHOCTW.  HakaTve KHOMKX YCOBEPLLEHCTBOBAHHOMO remocTasa Ha
VHCTPYMeHTE aKTVBMPYET (hyHKLMIO YCOBEPLLEHCTBOBAHHOIO reMoCTasa.
MpM  WCMOMb30BAHWMM  HACTPOEK M0 YMOMYaHWIO  (yHKLMA
YCOBEPLLIEHCTBOBAHHOIO  FeMOCTasa  aKTVBMPYETCA TOMbKO  PyYHbIM
YrpaB/ieHVieM.

MpuvedaHve: KHonky MIN MOXKHO MepeHacTpouTb L1 YIpaB/ieHVs
(DyHKUME  YCOBEPLLUEHCTBOBAHHOMO FemMocTasa, BbiopaB  HaCTPOVKy
Convert MIN to Advanced Hemostasis (nepesectu pexxim MIN B pexxim
YCOBEPLLEHCTBOBAHHOTO  MeMoCTasa) Ha  9KpaHe Y ibTpasByKOBOIO
reHepartopa Settings («HacTpolikuy). [ononHUTeNbHY0 MHopMaLyio
MOXHO HalATV B MOCOBMN M0 SKCTUTyaTaLvin y/bTPa3ByKOBOIO reHepaTopa,
pasgen Settings («HacTtpolikn») (PucyHok 8). Ecm BbiopaHa onuyst
Convert MIN to Advanced Hemostasis (repesecty pexxviv MIN B pexxkim
YCOBEPLLEHCTBOBAHHOMO emMocTasa), KHOMKAa YrpaB/ieHnst  (DyHKLyel
YCOBEPLLIEHCTBOBAHHOIO MeMOCTasa OTK/IKOHaeTCS.

MprvedaHve: B pexviMe YCOBEPLLEHCTBOBAHHOMO remocTasa rogada
3HEPrUM He OCYLLIECTB/ISETCS, MOKa OpaHLLMN MHCTPYMEHTA HE COMKHYTHI
MO/THOCTBIO.

MpenynpexaeHue: ecnin B NPOLEcce Koarysaumn akTvBaLyist IHCTPYMeHTa
ObUia CyyaliHO MpekpalleHa, criedyeT, [epyka 6GpaHLLm MHCTPYMeHTa
3aKPbITbIVIV, CHOBA aKTVIBMPOBATL Er0.

MprveedaHve: Korfa fiesBre MHCTPYMEHTA aKTVIBHO, Y/bTPa3ByKOBOW
reHepaTop W3[4@eT OTYET/MBO  C/bILLMMbIA  3BYKOBOW  CUrHal.
YnbTpasByKOBOV FeHepaTop Meper/IFoHaeTCs Ha BTOPOV aKTVBALWIOHHb I
3BYKOBOI CVrHaJT, KOrfia rnofiaya sHeprm perysmpyeTcs B COOTBETCTBUM C
TEXHO/Orel afarTaLyv K TKaHAM.

Ha Hasm4vie 1 MOMEHT M3MEHEHWA 3BYKOBOIO CUrHasia B/MSIKOT Pas/yHbE
TEPMUYECKVE BO3LEACTBUSA, TakVe KakK Ha/uvie >XULKOCTU W Masioe
KO/IMYeCTBO WM OTCYTCTBYE TKaHW B 6paHLLIaX MHCTPYMEHTA.

V13MeHeHVe TOHa He 06s13aTe/IbHO SIB/ISETCS CBILETE/IbCTBOM BO3AEVCTBYIS
Ha TKaHW. Ec/m ynbTpasByKOBOM reHepaTop MOAaeT 3BYKOBOM CUMHa
BTOPOro TWMa, C/IeayeT OLEHUTL OrMepaLMiOHHYH CUTYaLIMIO 1 3aBEpLLUTL
3ar/IaHMPOBaHHOE  XMPYPrYeckoe — BO3AENCTBME  HA  TKaHu
COOTBETCTBYIOLLWM 00pasoM - Harpumep, MOCTereHHO YBe/MUMBas
[AaBreHVie Ha TKaHW, YTo0bI pacceyb VIX.
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5 Close the clamp arm by closing the trigger, and insert the shaft

through a trocar or incision.

The instrument can be used for dissection, grasping, coagulation,
and cutting between the blade and clamp arm

Note: To achieve complete sealing, the trigger should be fully closed
and the vessel fully contained between clamp arm and blade of
device. An audible and tactile “click’ indicates full trigger closure.
To achieve full closure of thejaws of the device, squeeze the plastic
trigger until you feel it stop against the plastic handle (plastic to
plastic) (Illustration 9). If full trigger closure is released prior to or
during activation on tissue, an audible and tactile “click’ is evident.
Increase grip force until full trigger closure is achieved.

Note: Keep clamp arm open when using the inside bottom of the
blade for backcutting. (Illustration 10)

WARNING: Do not use Advanced Hemostasis mode for procedures
where energy application is desired prior to full closure of the jaws
(e.g. solid organs). Energy is not delivered in Advanced Hemostasis
mode until the jaws are completely closed.

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

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

WARNING: Prolonged usage of Advanced Hemostasis Mode may
cause tissue pad damage.
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Hanmuve BTOPOro aKTVBALMOHHONO 3BYKOBOTO CUMHasa CYMUT [/
VHAOPMALOHHBIX LIEMEA M He 3aMeHsieT OMbIT Bpaya, MPOBOASILLErO
orepaLmio.

MpvvedaHve: LlaparvHbl Ha  NIE3BAM MOFYT  MPUBECTM K €ro
MPEXIEBPEMEHHOMY OTKa3Y.

[y NMO/Mb30BaHNM MHCTPYMEHTA CTIEAYET M3BeraTh ClyuaiiHoro KoHTaKTa
C [PYrIMA VHCTPYMEHTAMM.

3anpeLLIRETCS MCTOMb30BaThL KaKvie-nvbo Apyre cpeacTsa, KPoVe 3aMka
paboueli YacTu, 4719 NPUCOEANHEHS] UHCTPYMEHTA K J1arnapoCoHNYECKONA
PYKOSTTKE V1 OTCOBIVIHEHVISI OT Hee.

3aKpoiiTe MacCMBHYHO GpaHLLly, MepeBeds pbMar CBeAeHWS OpaHLL B
3aKPbITOE MOJIOXKEHVIE, W BBEAWTE CTBO/T Uepe3 TPOAKap W Paspes.

VIHCTPYMEHT MOXKHO UCro/b30BaTb 151 PACCeHEHS M KoarynsLmv TKaHN
MeXXzy /ie3BMeM M MacCUBHON GPaHLLIEIA.

MpumvedaHye: 19 NoHON Koaryrsiuyn pbMar CBEAEHNST GpaHLLL HY>XHO
MPUBECTU B MOJHOCTBHO 3aKPbITOE MOJIOKEHWE U MOHOCTBIO Mepexarb
COCY[, MeX[y MacCUBHO GpaHLLEN 1 fie3BMEM MHCTPYMeHTa. O TOM, YTO
ppbMar CBefeHVs OpaHL MpuBEAEH B 3aKPbIToe  MOJIOXEHVE,
CBULETENbCTBYET C/IbILLMMbIA U OLLYTUMBIA LLEMHOK. YT0ObI MOSHOCTLIO
3aKpbITb OpaHLLM MHCTPYMEHTa, MPYDKAMAITE M/1IaCTMaccoBbIA pbMar
CBEAEHWA GpaHLL, MoKa He MoYyBCTBYETE, YTO OH Yrepcs B N/IaCTUKOBYHO
PYy4Ky (CONMPUKOCHOBEHWE M/1aCTUKA C riacTvkom) (PucyHok 9). Ecrm
pbMar cBefeHNst GpaHLLI OTMYLLEH [0 WM BO BPeMS aKTVBaLWIM Ha TKaHU,
pasfacTcs CbILMMBIA U OLLYTVMbIA LLENMYOK. B 3TOM crydae crneadyet
60s1ee MNVIOTHO CXMMATb PYKOSITKY WHCTPYMEHTa, MOKa pbMar CBefeHVs
OpaHLLI He MPUAET B MOSHOCTLHO 3aKPbITOE MOSIOKEHVE.

MpriviedaHvie: TP UCMONB30BAHN HDKHEA BHYTPEHHe YacTy /ie3Bust
[/19 pacceyeHns B 06paTHOM HanpaB/ieHW CriefyeT AepaTb MacCyiBHYHO
OpaHLLy OTKpPbITON. (PycyHoK 10)

OCTOPOXXHO! He wcnonb3yiite (yHKLMIO YCOBEPLLEHCTBOBAHHOMO
reMocTasayis NPoLEaypP, B KOTOPbIX HE06X0AMMA Mofaqa SHeprv Mpu He
MOSIHOCTBH0  COMKHYTLIX  OpaHLLaX WHCTPYyMeHTa  (Hanpumep, Mpu
orepaLMsax  Ha  MapeHXMMATo3HbIX  opraHax). B pexve
YCOBEPLLIEHCTBOBAHHOIO reMocTasa rnogaya 3Heprv He OCYLLIECTB/ISETCS,
MOKa 6paHLLI VHCTPYMEHTOB He COMKHYT MO/THOCTIO.
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7  Close the clamp arm by closing the trigger and remove the shaft 7
from the trocar or incision.

Shaft Rotation

OCTOPOXXHO! IMpu 1crbIraHWsX MHCTPYMEHTA Ha COCyax AVNaMeTPOM
CBbILLE 5 MM Hambosee MpoYHasi Koarynsuyst Habnoganach B CyYasix,
KOrga cocyf, MO/IHOCTBIO PacceKasicd € WCTOMb30BaHWEM  peXxmMa
YCOBEPLLEHCTBOBAHHOIO remMocTasa.

OCTOPOXHO!  OnmTtenbHad paboTa  MHCTPYMEHTa B peXuMe
YCOBEPLLEHCTBOBAHHOIO reMocTasa MOXET MPUBECTU K MOBPEXIEHMIO

TKaHEBOW HaK/aIKM.

3aKpoiiTe MacCVBHYHO OpaHLLy, MpuBedst pbMar CBeaeHVs OpaHLL B
3aKPbITOE MOJIOKEHWE, Y V3BIEKVTE CTBOJ M3 TPOaKapa Win paspesa.

BpalLieHue cTBOMa

The instrument’s shaft can be rotated 300® to facilitate visualization and CrBOM MHCTPYMEHTa MOXHO BpaLLaTb Ha 360® A/1A yryuLLeHVS] BUGVIMOCTU U

access to target tissue when
dissecting, grasping, coagulating, and cutting.

Disassembly
1 Tum the ultrasonic generator OFF at the power switch. 1

2  Close the clamp armand slide the torque wrench over the distal end 2
and up the shaft until the wrench aligns with the flats on the shaft.
Hold by the Hand Piece only, not the instrument handle, and loosen
the instrument by turning the wrench counterclockwise. Continue to
loosen by turning the rotation knob manually to completely unscrew
the instrument. Do not untorque the instrument by hand without the
torque wrench or damage may occur to the Hand Piece.

Note: Do not use any other means than the torque wrench to detach
the instrument from the Hand Piece.

Note: Take care to avoid injury fromthe blade tip while sliding the
torque wrench onto or off of the shaft.

Remove the torque wrench by pulling it straight back over the blade. 3
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[OCTYNa K Hy>XHOMY YUacTKy Mpu PacCeUeH N 1 KOary isiLyM TKaHe.

JemoHTax

MpviBeaWTe BbIKKOMATES b 3IEKTPONUTaHMA Y bTPa3BYKOBOIO reHepaTopa
B nosioxkeHvie OFF.

3aKpoifiTe MacCUBHYO GpaHLLy M HaaBUHLTE 3aMOK paboueld YacT Ha
JVCTa/bHbIA KOHEL, CTBO/A; CABUraliTe ero BBepx Mo CTBO/TY, MOKA Ko
He MOpaBHSETCA C (packamy Ha CTBOSe.  [praepKvBast TObKO Cepyto
NTanapoCOHNYECKYHO PYKOSITKY, HO He PyYKYy VIHCTPYMEHTa, MOBEpHUTE
3aMOK paboyeli yYacTn. Mpogforkalite ocnabnsTb KpervieHve, BPyUHyO
MoBopaY“ViBast Py4Ky BPaLLEHNA 0 MO/IHOMO OTBUHUMBAHVSA HCTPYMEHTA.
He cnefyeT cKpyumBaTh MHCTPYMEHT BPYUHYHO 663 3aMKa paboqelt YacTu,
TaK KaK Mpyl 3TOM MOXKHO MOBPESMTD S1arapOCOHNYECKYHO PYKOSTTKY.
MpriviedaHVie: 3anpeLLaeTcs UCTO/b30BaThL Kakvie-rnbo Apyriie CpeacTsa,
KPOME YKasaHHOTO 3avka paboyell  YacTh, [ OTCOeaVHEHUS
VIHCTPYMEHTa OT J1arapOCOHNYECKO PYKOSTTKMA.

MpuvevaHve: ByobTe OCTOPOXHbI, YTOObI He HaHeCcTu cebe TpaBMy
KOHUMKOM J1e3BV51 MW CABUraHWM 3aMKa paboyeil yacTu co CTBoSa W
HaJBVraH1M ero Ha CTBO/I.

CH/MMTE 3aMOK paboYeil YacTw, CABVHYB ero B 06paTHOM Harpas/ieHm
Yepes Sie3Buie.
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4 Dispose of the instrument in an appropriate container.

W arnings and Precautions

« ATTENTION! Product modifications are not allowed! (Applicable for
all versions of ultrasonic instruments for the electrosurgical ultrasound
generator GEN11)

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

» 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 procedure.

e Minimally invasive instruments may vary in diameter from
manufacturer to manufacturer. When minimally invasive instruments
and accessories from different manufacturers are employed together ina
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 instruments. Ensure that electrical
insulation or grounding is not compromised. Do not immerse
instruments in liquid unless the instruments are designed and labeled to
be immersed.

* Verify compatibility with generators. Use device only with Ethicon
Endo-Surgery Generator G11(GENI 1) software version 2013 1 or later.
Software revision can be found under '"‘System Information™ in the
Generator G11 (GENI 1) "'Settings™ menu. Refer to the Generator G11
(GENI 1) Operator's Manual for more information.

« Incase of system failure, ensure the availability ofthe appropriate back
up equipment relevant to the specific procedure.

« Audible high-pitched ringing, resonating fromthe blade or Hand Piece,
are an abnormal condition and an indicator that the blade or Hand Piece
is not operating properly. The ringing may be an indicator that the Hand
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YTWWBUPYIATe  WHCTPYMEHT,  BOCMO/Ib30BaBLLMCh aToro

COOTBETCTBYHOLLYIM KOHTE/HEPOM.

ans

MpepocTepeXXeHna n Mepbl NPefOCTOPOXHOCTHU

* BHVIMAHWE! Mogmdwmikauma msterma He gonyckaetcs! (MpymveHnmo st
BCEX BapUaHTOB MCIO/HEHMS] MHCTPYMEHTOB Y/IbTPa3BYKOBbIX [y191 reHepaTopa
AMEKTPOXMPYPIMYECKOTO Y/bTpasBykoBoro GEN11)

* BHuwvaHve! CornacHo dheaepanibHoMy 3aKoHogateniscTey CLLIA, npogaka
3TOr0 WMBLE/IMA MOXET OCYLLIECTB/IATLCA TO/IbKO BPavoM WA M0 MOPYYEHO
Bpajia.

* MyH1MaIbHO MHBA3VIBHbIE MPOLIEAYPLI MOMYT BbINO/THATLCA TO/ILKO JILAMM,
MPOLLEALLIMMA COOTBETCTBYHOLLIEE O0YYeHVe N 3HaKOMbIMA C MHUMESIEHO
VHB3a3VBHBbIMN TEXHOOMUAMM. TTpeXae Yem MpOBOAUTD J00ble MUHVMASIBHO
VHBA3VIBHbE MPOLEAYPbI, U3yunTe MEAVULIMHCKYIO JIUTEPATYPY, KacatoLLyHCs
COOTBETCTBYHOLLWIX METOLO0B W CBSA3aHHbBIX C 3TUM OC/IOXHEHWIA 1 OMACHOCTEN.

o [MaMeTp WHCTPYMEHTOB, paboTatoLLWX M0 MMHUMASBHO WHBA3VBHBIM
TEXHO/OMUSAM, MOXET ObITb PasHbIM Y PasHbIX MPOM3BOAMTES el 060PYL0BaHVS.
Ecnv B npoueaype Ucrosb3ytoTes MAHUMa/bHO VHBA3VIBHbEE HCTPYMEHTBI U
BCMOMOrarte/isHoe 060py/0BaHVie NPOV3BOACTBA PasHbIX KOMIMaHWiA, yoeamTech
B VX COBMECTMMOCTY [I0 HaYas1a MpoLieaypbl.

* Uro6bl MpeoTBpatUTb BOMOXHOE MOPaKEHVE 3/IEKTPUYECK/M TOKOM U
OKOTW KaK Yy MauyeHTa, TaK U Y MeOVLMHCKOrO MepcoHaria, a Takke
MOBPEXIEHVE JAHHOrO YCTPOCTBA U APYTNX MESVULIMHCKMX VHCTPYMEHTOB,
HY>XHO [OCKOHa/IbHOE MOHUMaHVie MPUHUMMOB M METOLOB, UCMO/b3YeMbIX B
Na3epHbIX,  ANEKTPOXVPYPIMYECKUX U Y/IbTPasBYKOBbIX  MPOLIeAypax.
MpoBepbTe  LEMIOCTHOCTL — AIEKTPUYECKON — M30/IALMN - U 3a3eMVTEHVSA.
3aripeLLigeTcs  Morpyarb  MHCTPYMEHTbI B XKMOKOCTb, 33 VICK/THOYEHVIEM
C/lyY4aeB, KOrfa OHM /19 9TOr0 npefHasHadeHbl M HA HUX  UMEETCA
COOTBETCTBYHOLLIAA MOMETKA.

* [poBepsiiiTe COBMECTUMOCTb YCTPOICTBA C rEHePaTOpPOM. YCTPOWCTBO
ClleflyeT WCro/b30BaTh TO/IbKO C reHepatopoM Ethicon Endo-Surgery Gil

(GENII) ¢ nporpamMvHbIM 0becriedeHrieM Bepeun He Hbke 2013 1. Howmep
Bepcvmn MO MOXHO Haimv B pasgenie «System  Information» (CuctemHas
MHAopMaLMsl) B MeHo «Settings» (HacTpoliki) reHepatopa G11 (GENL11).
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Piece is beyond its useful life or that the blade has not been attached
properly, which may result in abnormally high shaft temperatures and
user or patient injury.

* The instruments allow for the coagulation of vessels upto and including
7 mm in diameter, using the Advanced Hemostasis hand control button.
Do not attempt to seal vessels in excess of 7 mm in diameter.

* Blood and tissue buildup between the blade and shaft may result in
abnormally high temperatures at the distal end of the shaft. To prevent
bum injury, remove any visible tissue buildup at the distal end of the
shaft.

« As with all energy sources (Electrosurgery, Laser, or Ultrasound), there
are concerns about the carcinogenic and infectious potential of the by-
products, such as tissue smoke plume and aerosols. Appropriate
measures such as protective eyewear, filtration masks, and effective
smoke evacuation equipment should be used in both open and
laparoscopic procedures.

Do not attempt to bend, sharpen, or otherwise alter the shape of the
blade. Doing so may cause blade failure and user or patient injury.

» To avoid user or patient injury in the event that accidental activation
occurs, the instrument blade, clamp arm, and distal end of the shaft
should not be in contact with the patient, drapes, or flammable materials
while not in use.

» During and following activation in tissue, the instrument blade, clamp
arm, and distal 7 cm of the shaft may be hot. Avoid unintended contact
with tissue, drapes, surgical gowns, at all times.

* Avoid contact with any and all metal or plastic instruments or objects
when the instrument is activated. Contact with staples, clips or other
instruments while the instrument is activated may result in cracked or
broken blades.

» Do not introduce or withdraw the instrument with the jaws open
through a trocar sleeve as this may damage the instrument.

* Care should be taken not to apply pressure between the instrument
blade and tissue pad without having tissue between them. Clamping the
tissue pad against the active blade without tissue on the full length of the
blade will result in higher blade, clamp armand distal shaft temperatures
and can result in possible damage to the instrument. Ifthis occurs, there
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JlononHuTeNbHY0 MHPOPMALWKO MOXHO HaliTV B MOCO6UM MO 3KCrVTyaTaLym
reHeparopa GI1 (GENII).

* YbeguTeCb B Ha/MMUMM 3aracHOro 060pyL0BaHWS, COOTBETCTBYHOLLIETO
MPOBOAVIMOIA NMPOLIEAYPe, Ha C/Tyyald 0TKasa CUCTEMBI.

* OTYET/IMBO C/IbILLHbIA BbICOKUIA 3BOH, UCXOLALLMIA OT JIE3BMS WA PyHHOIO
6/10Ka, He SIBMSETCA HOPMOI 1 CBUAETENLCTBYET O HapYLLIEHNN (yHKLIA Ne3Bus
WM py4HOro 6/10Ka. 3TOT 3BYK MOXET YKasbBaTb Ha MCTeYeHe CpoKa
IKCIVTyaTaLmm py4HOro 6/10Ka WM Ha HenpaBWIbHOE MPUKPErVIEHVe JIE3BYS,
CMIeCTBYEM YEro MOXET CTaTb aHOMa/TbHO BbICOKas TemriepaTypa CTepKHA U
HaHeceHVie TpaBMbl MEAVLVIHCKOMY MepCoHasTy WK MaLyeHTY.

* /HCTPYMEHT MO3BO/ISET MPOBOAUTL KOArynALMIO COCY0B AViaMeTpoM A0 7
MM BK/OHYUTENIBHO C  MCMO/Ib30BaHMEM  KHOMKW - PYYHOro  Yrpas/ieHus
(hyHKLVeli YCOBEPLLEHCTBOBAHHOMO reMocTasa. 3arnpeLgeTcsl Koary/mpoBarb
COCy/ibl [VIaMETPOM CBbiLLE 7 M.

* [MocTerneHHoe HaKOMVIeHVe KPOBA N TKaHe MeXay Jie3BMeM U CTEpXHEM
MOXET MPMBECTY K aHOM&/TbHO BbICOKOW TEMMepaType Ha AVCTa/TlbHOM KOHLIE
CTepXKHSA. [ MpefoTBPaLLEHN TEPMUYECKO TpaBMbl CrieayeT YaaisTh BCe
BUOVIMbIE HAC/IOEHS TKaHel Ha AUCTa/IbHOM KOHLIE CTEPHS.

* Kak ¥ npu wmcrnons3oBaHAM J0ObIX  APYTMX  WCTOYHWMKOB  3HEprin
(371EKTPOXMPYPIMYECKUX, J1a3ePHBbIX WM Y/IbTPa3BYKOBbIX WHCTPYMEHTOB),
BOSHMKaET Mpob/iema NOTeHLWIaSTbHOr0 KaHLIEPOreHHOrO WM UHIPEKLMIOHHOTO
BO3AEMCTBIA MOGOYHbIX NMPOAYKTOB, & UMEHHO - 06/1aKa B3BELLEHHbIX YaCTuLL
LLrericha AbIva 0T TKaHel. Kak rpi 0TKPbITOM, Tak 1 MPU S1iarnapocKoni4eckom
BMeELLIATE/bCTBE CrieflyeT MPUMEHSTb COOTBETCTBYHOLLYIE MePbI 3aLLThI, Takie
KaK 3aLLTa [ /183, PecrivparopbI 1 3deKTVBHbIE CUCTEMbI YAANIEHNS AbIMa.
* 3anpeLgetca crubatb Sie3Bre, TOUMTb €ro WM JioobIM MHbIM 06pasoM
VBMEHSTTb ero (popMy. ST0 MOXET BbBBATL OTKa3 J1E3BYA U MPMBECTU KTpaBMe
Y MEVLIMHCKOIO MepcoHasia Win MaLyeHTa.

* UT00bI 130e)aThb TpaBM Yy MEAULIMHCKOIO MepcoHasia U NaLMEHTOoB B Cly4ae
HerpefHavepPeHHON aKTVBaLWM YCTPOCTBA, J1e3BMe, NMPUXBAT U AUCTa bHbIA
KOHeL, CTEPXKHA He [0/DKHbI COMPUKACATLCA C MaLMEHTOM, XVPYPrdecKUMA
MPOCTBIHAMW WM BOCTVIAMEHSIIOLLYIMACA — MaTepua/iaMi, ke — Korga
YCTPOWCTBO He VCT0/b3YeTCs.

* B npouecce MCMOMb30BaHUA M HEMOCPEACTBEHHO rOC/ie HEro Jiessue
WHCTPYMEHTa, NMPUXBAT M 7 CM CTEPXHSA Ha AVICTa/IbHOM KOHLIE MOMYT CWIbHO
HarpeTbCs. HY B Kakoe Bpemsi He CrieflyeT [OrMycKaTb HenpenHaMepeHHOro
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may be an instrument failure, and the generator touchscreen displays a
troubleshooting message.

« To avoid user or patient injury, do not activate anelectrosurgica! device
in close proximity to the HARMONIC instruments. The aerosols created
by the activation of the HARMONIC instruments in fatty tissue are
potentially flammable.

« Keep the clamp arm open when backcutting or while the blade is active
without tissue between the blade and tissue pad to avoid damage to the
tissue pad and increased blade, clamp arm and distal shaft temperatures.
» The entire exposed blade tip and any exposed blade shaft are active and
will cut/coagulate tissue when the instrument blade is activated. Be
careful to avoid inadvertent contact between all exposed blade surfaces
and surrounding tissue when using the instrument.

* Use only the appropriate Foot Switch, Hand Piece, instruments, and
power cord to ensure that they are compatible with the generator.

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

e Successful hemostasis may require adjunct measures when
HARMONIC instruments are used on solid organs. Due to the difficulty
of visualizing internal structures, proceed slowly and do not attempt to
transect large masses of tissue in one activation. Avoid the division of
large vascular/biliary bundles when using the instrument under these
conditions.

« If activation is unintentionally stopped while sealing, maintain jaw
closure and reactivate.

« Do not use Advanced Hemostasis mode for procedures where energy
application is desired prior to full closure of the jaws (e.g. solid organs).
Energy is not delivered in Advanced Hemostasis mode until the jaws are
completely closed.

* During benchtop testing of vessels >5 mm, the strongest vessel seals
were achieved by allowing the Advanced Hemostasis mode to
completely transect the targeted vessel.

* Prolonged usage of Advanced Hemostasis Mode may cause tissue pad
damage.

* Products manufactured or distributed by companies not authorized by
Ethicon Endo-Surgery may not be compatible with the HARMONIC
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COMPVKOCHOBEHWSA C TKaHAMM YesIoBeKa, XVPYPrUYECKUMM MPOCTbIHAMA U
MEAULWIHCKOI CeL0aeXKa0M.

» Criegute 3a TeM, YTOObl BK/IHOHYEHHOE YCTPOMCTBO He COMpUKAacasioch C
MET/VIMHECKIMA WM TVIaCTUKOBbIMA  MHCTPyMeHTaMK.  KOHTaKT
BK/IOHEHHOO YCTPOIACTBA C APYrIMXA MHCTPYMEHTaMK, CKOOKaMK, 3axK/MaMM
MOXET NPUBECTU K BOSHMKHOBEHMIKO TPELLWH BJIE3BUSIX W K Pa3/IoMy JIE3BUIA.
* 3arpeLLipeTcs BBOAUTL WM VBBMEKATb MHCTPYMEHT C pasBeieHHbIM 3aXBaTOM
Yepe3 HaKOHEYHWK TpoaKapa, Tak Kak 3T0 MOXET MPMBECTU K MOBPEXIEHMIO
VHCTPYMEHTA.

* He crnegyet ¢ ycwvem [1aBUTh J1E3BMEM VHCTPYMEHTA Ha OMOPHYHO KOJIOAKY
Q7151 TKaHW, ECAIM MeXy NIE3BVEM W OMOPHOIA KOSIOAKOA HET TKAHW MaLIyeHTa.
[laBrieHvie aKTVIBHOIO /1e3B1S Ha OMOPHYHO KOJOAKY Y151 TKaHM MPW OTCYTCTBUM
TKaHW MauveHTa MOA /Ie3BMEM MO BCe ero [/IMHe MOXET MpMBECTU K
MOBbILLEHVIIO TeMMepaTypbl SIE3BYS, MPUXBATa U AVCTa/TbHOTO KOHLA CTEPXHS,
YTO, B CBOKO O4epeb, MOXET MOBPeaVTb MHCTPYMEHT. B aToM Crlydae MOXET
MpOV30TM COOlM B paboTe WHCTPYMEHTa, W TOrga Ha CEHCOPHbIA 3KpaH
reHepartopa OyaeT BbIBeEHO COOBLLIEHME O Mpobrieme.

* Bo n3bexaHvie TpaBM Yy MaLiyeHTa U MeaMLMHCKOrO MepcoHana He criesyet
aKTVBMPOBATb  3/IEKTPOXVPYPIUYECKVe  YCTPOCTBA B HEMOCPEACTBEHHOM
6/m30cTV OT MHCTPYMeHToB HARMONIC.

A3p030/1 U3 B3BELLEHHDBIX YaCTVLl, BOHMKAKOLLYE MPW paboTe MHCTPYMEHTOB
HARMONIC B >MpOoBbIX TKaHAX, MOTEHLa/IbHOBOrHEOMAacHbIHO

e lMpn cpesaHM TKaHW B MPOTUBOMOIOKHOM HaMpas/eH i Wi npu
BK/IHOHYEHHOM J1€3BM W OTCYTCTBMM TKaHW MalyeHTa MeXLy Jie3BveM W
OMOPHOM KOJIOAKOM CrieayeT JepaTb NMPUXBAT OTKPbITbIM, UTOObI M30eXaTb
MOBPEXAEHUA OMOPHON KOMOAKA W MOBbILLEHUA TeMriepaTypbl JIe3Bvis,
NpUXBaTa 1 ANCTa/TbHOO KOHLIA CTEPXKHS.

* Bcst OTKpbITasi KOHeUHas YacTb J1E3BMS U BCS OTKPbITaA YaCTb CTEPHSA Je3BMA
ABMAOTCA aKTVBHLIMA W OyyT pesarb/Koary/mpoBaTb TKaHb, Korfa /ie3sue
WHCTPYMEHTa aKTvB/pyeTcs. py UCMob30BaHUN  MHCTPYMEHTa CrieayeT
m3beratb  HeMpPeAHaMEPEHHOr0 KOHTaKTa MeXay BCEMM  OTKPbITbIMA
MOBEPXHOCTAMM JIE3BUS 1 OKPY>KAOLLYIMM TKaHAMM MaLyieHTa.

* //icnonb3yiiTe TOMbKO MOAXOASILLME aKCecCyapbl —HOXHYHO Medasib, PyYHON
O/10K, VHCTPYMEHTbI W LUHYP 3/IEKTPONUTaHUA - 418 06ecriedeHus uxX
COBMECTVIMOCTY C reHepaTopOM.
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system. Use of such products may lead to unanticipated results and
possible injury to the user or patient.

* If during use the generator displays "‘Advanced Features Are Not
Available In This Device™, the following functions of Adaptive Tissue
Technology are no longer available: Regulated Energy Delivery,
Enhanced Audible Feedback and Advanced Hemostasis. As a
consequence, the device vessel sealing indication does not exceed 5 mm.
« Instruments or devices which come into contact with bodily fluids may
require special disposal handling to prevent biological contamination.

* Incidental and prolonged activation against solid surfaces, such as
bone, may result in blade heating and subsequent blade failure, and
should be avoided.

» Dispose of all opened instruments whether used or unused. This device
is packaged and sterilized for single use only.

* Reuse and improper reprocessing or resterilization may compromise
the structural integrity of the device and/or lead to device failure that in
tum may result in patient injury, illness, or death.

* Reuse and improper reprocessing or resterilization of single-use
devices may create a risk of contamination and/or cause infection or
cross-infection, including, but not limited to, the transmission of
infectious diseases. Contamination may lead to injury, illness, or death.

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

o [Mocne wBBMEYeHNT WHCTPYMEHTA WCC/edyiTe TKaHW Ha  MpesMer
CBEPTbIBAHVSA KPOBW. EC/m cBepTbiBaHWMS KDPOBW He HabsnogaeTcs, crefyet
MPYMEHUTL COOTBETCTBYHOLLYIE METO/bI /191 OCTAHOBKM KPOBOTEUEHUS.

* [Mpn ncnons3oBaHUM MHCTPYMeHToB HARMONIC Ha MapeHXUMATO3HbIX
opraHax [/ YCreLUHOM OCTaHOBKM KPOBOTEYEHUS! MOMYT MOHaa00MTHCH
JOMNONHUTENbHBbIE Mepbl. TaK KaK  BU3ya/mMsauysi  BHYTPEHHVX OpraHoB
3aTpyfHeHa, crieflyeT paboTarb Mef/IeHHO M m3berarb pacceqeHns 60/bLLIMX
MacC TKaHW 3a OfVH LWIKN aKkTviBaLyM fie3Bus. VICmonb3ys WHCTPYMEHT B
NOAOBOHbIX YC/OBUSIX, M3beraiiTe paccedeHns 60/bLLIMX MyHKOB KPOBEHOCHBEX
COCY/I0B WM YKe/THHBIX MPOTOKOB.

» Ecrm B nipouecce Koarynsiuym aKtveaups YCTpolicTBa Oblia CrlyuaiiHo
MpeKpalleHa, CriedyeT, [JepXa 3axBaT YCTPOACTBA 3aKpbMbiV, CHOBA
aKTVBMPOBATH €r0.

* He wcrnonb3yiite (OyHKUMIO YCOBEPLLIEHCTBOBAHHOMO FemocTasa [y
MpoLedyp, B KOTOPbIX Heobxoavma nofaya SHeprum Mpu He MOJIHOCTBIO
COMKHYTOM  3axBare  HOXHWL,  (Hanpumep, nMpyM  orepauusx  Ha
MapeHX1MAaTo3HbIX OpraHax). B pexvme ycoBepLLEHCTBOBAHHOIO reMocTasa
rogada 3HepruM He OCYLLECTB/ISETCS, MOKA 3aXBaTl HOXHWL, He COMKHYT
MOSTHOCTBHO.

* [pn “CMbITaHMSX YCTPOIACTBA Ha COCYAaxX AMAMETPOM CBbILLE 5 MM Hamboree
MpOYHasA KoarysisaLyis cCocya Habrnofasiach B CyyastX, Korda cocy/ MosIHOCTBO
pacceKasicsl C MCMosb30BaHVEM PEXWIMA YCOBEPLLIEHCTBOBAHHOIO reMocTasa.

o [ymrenbHas paboTa YCTPOCTBA B PEXVME  YCOBEPLLEHCTBOBAHHOIO
reMocTasa MOXET MPMBECTU K MOBPEXKAEHWIO OMOPHOM KOMOAKN.

* [Mpogykuys, MpOV3BOAVMAS WA PacrpocTpaHsieMas KOMMaHusMY, He
aBTOPM30BaHHbIMA  KOMMaHveid Ethicon Endo-Surgery, MOXeT OKasarbcs
HecoBMecTvMOA ¢ cucTemoii HARMONIC.  Vicnonb3oBaHue  Moao6HOwM
MPOLYKUN  MOXET TMPMBECTU K  HenpeaBULEHHbIM — pesy/ibTaraM;  He
VCK/MOHAETCA  BO3MOXHOCTb  TpaBMbl Yy  MeMLIMHCKOro repcoHasia Wi
raLieHTa.

* Ecrm B npoLecce aKCrvlyatauym MHCTPYMEHTa Ha Avcriiee reHepatopa
nosiensieTcs coobLUeHme tAdvanced Features Are Not Available In This Device
If (dononHuTenbHble (yHKUMM A1 [AHHOrO YCTPOWMCTBA HEAOCTYMHbI),
crefyrolpe  (PyHKUAM  TeXHOMorMM  afanmaumm K TKaHAM  SB/skoTes
HEOCTYMHLIMA: - pery/vpyeMas rojada SHeprum, YCWieHHas 3BYKOBast
obpaTHas CBS3b M YCOBEPLLEHCTBOBaHHbIA remocTas. Bcnencteue 3aToro
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Sterilization
Harmonic instruments for use with Generator Gil, are supplied sterile
and hermetically packaged. The instruments are sterilized by gas

The sterilization process is validated conforming the requirements of EN
1SO 11135-1 (for ETO sterilization of Harmonic instruments) with SAL
IO confirmed.

For single use only. Do not attempt to re-sterilize and re-use the
instrument.

How Supplied

The instruments are supplied sterile for single patient use. Discard the
instrument after use.
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YCTPOICTBO He/lb3s MCMOMb30BaTb [/19 Koary/isiLym COCYA0B ANaMETPOM CBbILLE
5mv

e [I19 WHCTPYMEHTOB W YCTPOWCTB, KOHTaKTUPYHOLLYIX C >KALKOCTAMMA
opraHv/3va, MOryT roTpeboBaTbcA 0cobble MPOoUeaypbl YTWzaLmm 41
MPEAOTBPALLEHNS BMO/IOMYECKOTO 3arpsizHEHIS.

o CrnyualiHaa [ymTeSibHast akTviBaLisi Mpy COMPUKOCHOBEHUN C TBepabIMA
MOBEPXHOCTAMM (TAKMMU KaK KOCTb) MOXET MPUMBECTU K MeperpeBy W
Moc/ieayroLLEeMY OTKa3y /1e3BKs, NO3TOMY MOAOBHOO CrieayeT M3terarb.

o YTWWiBVpyiiTe BCe WCMO/b30BaHHbIE M HEMCMO/b30BaHHbIE UHCTPYMEHTDI,
VIMaKoBKA KOTOPbX Oblia BCKpbMa. [laHHOE YCTPOWCTBO YMakoBaHO W
CTEPWI130BaHO TO/TbKO /151 OGHOPA30BOI0 VCTO/b30BaHMA.

* [OBTOPHOE WCMO/B30BaHVe W HempaBWIbHAs MOBTOpHaA 00paboTka wWin
MOBTOpPHasA CTepwM3aLMst MOryT HapyLLMTb CTPYKTYPHYHO LIENIOCTHOCTb
YCTpolicTBa WWIM MPUBECTU K BbIXOLY €ro M3 CTPoS W, KaK CrefcTeue, K
TPaBMMPOBaHMIO MALWIEHTa, BO3HWKHOBEHUIO 3a00/1EBAHUA U JIETa/IbHOMY
ucxogy.

* [OBTOPHOE WCMO/MB30BaHVE M HemnpaBwibHasi MOBTOpHas obpaboTka win
MOBTOPHasA CTepWIM3aLMA YCTPOCTB O4HOPA30BOr0 WCMO/MbL30BaHNA MOMyT
MPUBECTM K PUCKY KOHTaMMHaLWM  WWIM  MHMLMPOBAHIO  NMG0
MePEKPECTHOMY VH(MLIPOBaHWIO, B TOM YUC/ie, CPeaV MPOYEro, MepeHocy
MHEKUWIOHHbIX — 3a60/1eBaHUA.  KOHTaMMHaLMA  MOXET — MpYBECTU K
NPUYUHEHWIO BPea, BOSHUKHOBEHWIKO 3a60/1eBaHNIA W JIETasIbBHOMY UICXOLY .

Crepunmzaums

VHCTpyMeHTbI MOCTaBMSKOTCA CTEPWIbHBIMA B TEPMETUYHON YTakoBKe U
npefHasHayeHbl /19 OiHOPA30BOro MPUIMEHEHVSI Y OfHOro  rMaLyeHTa
Crepwwisaumss  MpoBOAMTCA  rasoBbM  MeTOgoM  (C NMpYMeHeHViem
ITWIEHOKCUA).

[MpoLecc cTepwmzaLy BaMAMPOBaH B COOTBETCTBMW C TpeboBaHMsIMM EN
ISO 111351 (411 WHCTPYMEHTOB, CTEPWIM3YEMbIX STWIEHOKCMAOM) C
MOLTBEPXKIEHVEM YPOBHA CTEPWILHOCTU (SAL) 10

L[5 04HOPa30BOro MCross308aHVA. [NMOBTOPHAA CTEpWIM3ALIMA 3anpeLLieHa.

KomnnekTaups

VIHCTpYMEeHTbI  MOCTaB/ISETCA  CTEPWIbHBIM W MpefHasHayeHbl 1A
MCMO/b30BaHUA Y OAHOro nauyeHTa. [ocrie UCrob30BaHUA MHCTPYMEHT
creayeT yTWinsnpoBaTh.
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Note: for an explanation of the symbols on the package see the end of [MpymedaHve: PacLLmiypoBKy CUMBO/IOB Ha YMaKOBKe CM. B KOHLIE HCTPYKLIAW.

this 1FU.
Interpretation of symbols

L ]

GE

©

Do not use the instrument with Ultracision
Generator. GENO1/GEN32/GEN04

For use with Gray Hand Piece only

Use Until Date

Lot inm
Stock number

Sterilized by ETO

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

Authorized Representative in the European H =
Community
Single Patient Use

Authorized Representative in the USA UU REP
Temyperature t
Relative Humidity

Open here

See Instructions For Use. (Refer to blue symbol on
outer packaging.)
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MHTepnpeTauma cMMBosIioB

He NpyvMeHsTb AaHHbLIA WMHCTPYMEHT C Y IbTPa3ByKOBbIM
reHepatopom (GENO1/GEN32/GENO4).

/Icrnonb30BaTh TO/bKO C CepbIM PYHHBIM 6/10KOM (PYKOSITKOM
NarapoCOHNYECKOM 151 PYYHOM aKTVBaLWN)

Vcnons3oBarb 4o ...

Kog naprvin

Howmep no Karasiory

CrepwwmisaLysi OKCUOM 3TWieHa (MeTog, CTepwmisaumm —
rasoBbliiA, C MPVMEHEHVIEM TWIEHOKCWAA)

Ana NpUIMEHEHNA TOMbKO KB/ (WMLYPOBaHHBIM

MEAVILMHCKAM TepCcOHasIoM
VrotoBuTesb/data nponsBoacTea

YNO/MHOMOYeHHbIM  npeacTaBuTe/ls B EBponeiickom
coo0LLECTBE
3anpeT Ha NMoBTOPHOE MPUMEHEHVIE

YNO/IHOMOYeHHb I NpeacTaBuTeb B CLUA

TemnepaTypHbI AvianasoH
[JvanasoH BraxHOCTU
OTKpbBaTh 3[1eCh

CM. MHCTPYKUMIO MoMb3oBatesnisi (CM. ro/Ty6oi cuMBOM Ha
BHELLHEl YMaKOBKe)
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The transport individual packaging includes symbols:
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Do not re-sterilize

Do not use if the package is damaged

Attention! For more information see 1FU *

Keep from moisture, store ina dry place

Avoid of exposure direct sunlight. Keep away from _,
sources of heat

Compliance with requirements of European (CE

Directive 93/42/EES

Product passed procedure of declaration of
conformity (D

Unit Quantity

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

He cTepW30BaTh MOBTOPHO

He 1cro/nb3oBaTth NpY NMOBPEXIEHNN YTIAKOBKU

OcTopoxkHo! O6paTUTeCh K MHCTPRYKLMN M0 MPUMEHEHNIO

Bepeus oT Brarv
He ponyckaTb BO3AEVCTBUA CO/THEYHOTO CBETA.

CooTBeTCcTBME  TpeboBaHMAM  EBponelickoii  [vpeKTviBbl
93/42/EEC

MpoaykT npoLLen npouenypy
MOLTBEPXKAEHNSA COOTBETCTBUSA

006513aTe/IbHOM0

Ko/M4ecTBo 3/1eMeHTOB

YKa3bBaeT Ha TO, YTO IEKTPUYECKOE W 3MIEKTPOHHOE
n3aenve (33) He CofepXUT TOKCUYHbBIX MOMacHbIX BELLIECTB
WM  97IEMEHTOB B  KOHUEHTpauyslX,  MpeBbILLBHOLX
MaKCUM/IbHbE  3HAYeHWsi, SIBMSETCA  6e30nacHbIM - 1S
OKPY)KAIOLLE  cpefbl W MOLIKAT  MepepabdoTke
(0™3HaueHve, npuHAToe B Kuralickoli  HapoaHoii
Pecryb/iike /19 OrpaHUYeHUs  COOEPXaHUA  OMacHbIX
BelectB  (ROHS) B afeKTPUYECKUX U 3MIEKTPOHHBLIX

V30eNnsX).

TpaHcropTHast  MHOVBMya/bHasi  YMakoBKA  [OMO/HUTEILHO — COAEPYUT

CNepyoLne CUMBO/Ib I

Keep away from moisture, store ina dry place.

Keep out of sunlight. Keep away from heat.
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Bepeyb OT Briamm

He fionycKaTb BO3AECTBSA COMTHEUHOO CBETA
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/l, Temperature

@ Relative Humidity
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I Temneparypbitt ananazon

@ JINana3on BRGAKHOCTH
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Ethicon 1 s
Endo-suf*eryl Harmonic
Ultrasonic instrument for generator GlI
Harmonic ACE+ Shears with Adaptive Tissue Technologyfor Open and

Endoscopic surgery
(shaft length 23 cm or 36 cm)
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ETHICON ENDOBURGERY,iiC
MHMY

VHCTPYMEHT yNbTPasBYKOBOW 151 reHepaTopa 3/1eKTPOXUPYPrMYecKoro
ynbTpassykosoro GENII
Ho>kHuubl Harmonic ACE+ ¢ TexHonorueid aganTauun K TKaHam ans
OTKPbITbIX M 3HAOCKOMUYECKNX ONepaLuii
(anvHa cTBONa 23 cMm nnmn 36 cm)
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Please read all information carefully.

Failure to properly follow the instructions may lead to serious surgical
CcoNnsequences.

Important: This package insert is designed to provide instructions for use
ofthe Harmonic ACE+ Shears with Adaptive Tissue Technology for Open
and Endoscopic surgery (shaft length 23 cm or 36 cm). It is not a reference
to surgical techniques.

Instructionsfor use

This IFU applies to ultrasonic Instrumentsfor ultrasonic electrosurgical
generator GENI I, with the following modifications:

Harmonic ACE+ Shears with Advanced HAR23
Hemostasis for Open and Endoscopic Surgery,
shaft length 23 cm

Harmonic ACE+ Shears with Advanced
Hemostasis for Open and Endoscopic Surgery,

shaft length 36 cm

HAR36

Ultrasonic Instrumentsfor use with the Generator Gll, will hereinafter be
referred to as «Instrument/Instruments»

Indications

The Instruments are 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 in
general, plastic, pediatric, gynecologic, urologic, thoracic, exposure to
orthopedic structures (such as spine and joint space) and other open and
endoscopic procedures.
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BHMMaTeNIbHO NPOYTUTE BCHO MHhOPMaLVIO.
HeTouHoe CrefoBaHVe  VHCTPYKLMSIM  MOXKET  MPMBECTU K CEPbe3HbIM
OC/IOXKHEHWSIM OrepaTVIBHOMNO BMELLIATE/LCTBA /151 6O/TLHOTO.

BaxHo! B aHHOI MHCTPYKLMM 110 MPUMEHEHIIFO COAEPMKATCA PEKOMEHALIMM 110
1CMO/Ib30BaHMIIO VHCTPYMEHTa  Y/bTPasByKOBOrO  A/1  reHeparopa
3MEKTPOXVPYPrNYECKOro YnbTpasBykosoro GEN11- HoxHuL1 Harmonic ACE+
C TexHosorveld agarmaumv K TKaHAM /19 OTKPbITbIX M 3HAOCKOMNYECKUX
onepaLyii, armHol cTBoa 23,36 cM. 3Ta MHCTPYKLMS He SIBMSIETCS ONMCcaHVeM
XVPYPrYECKUX METOIVIK.

MHCTPYKUNA NO NPUMEHEHNIO

HacTosuwas VHCTPYKMMA  pacnpocTpaHseTca Ha  VIHCTPYMEHTbI
YNbTPa3ByKOBbIE [N reHepaTopa 3M1eKTPOXUPYPrYECKOro YnbTPa3ByKOBOro
GENII, B cnepyroLmx BapmaHTax UCNONHEHNSA:

Ho>kHuukl Harmonic ACE+ ¢ TexHonorueid aganTauum K HAR23
TKaHAM AN OTKPbITbIX 1 3HAOCKOMUYECKMX ONepaumii, AnmHa

cTBOMa 23 CM

Ho>kHuubl Harmonic ACE-" ¢ TexHonorueid aganTauum K HAR36

TKaHAM ANs OTKPbITUAX U 3HA0CKOMMYECKIOC onepauuin, anvHa
cTBONa 36 cm

[Janee no TekCTY VMHCTPYMeHTbI yNbTPa3ByKOBbIE AN reHepaTopa
3NEKTPOXMPYPruYeckoro ynbTpassykosoro GENII, B BapuaHTax UcnonHeHns
MOTyT 0603Ha4YaTbCsA KaK «MHCTPYMEH T bI»/ KMHCTPYMEHT».

Moka3zaHus
VIHCTPYMEHTbI NMpeaHa3HaueHb [I/151 pacceHeHmst MSArKUX TKaHel B Cyuasix, Koraa

TpebyeTc  KOHTPO/lb ~ KPOBOTEYEHVSI U MVHMA/IZALMS  TePMUYECKMX
MOBPEXIEHIA.

HacTosiLLyle MHCTPYMEHTLI MOTYT MCMO/b30BaTLCA KaK B COYETaHWW, Tak U B
KaYecTBe 3aVeHbl AIEKTPOXVIPYPIUYECKUX UHCTPYMEHTOB, /la3epoB U CTa/bHbIX
CKasbreneli B OOLLEH, M/IaCTUYeCKO W AETCKOM  XUpYpPrw, OnepaTviBHON
MVHEKO/IOTWY, YPOJIOrnK, TPYAHOA XVPYPIAW, 1S BbiIENEHWS CTPYKTYP Mpu
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Adverse events and complications
Adverse events linked to any surgical procedure or malfunctions are a
possibility when and after using this device.

The following can be considered as the Adverse Event or Malfunction
which may happen with use of this device.

Significant Malfunctions:
»  Damaged and cracked blade
e Damaged clamp arm
*  Melted and detached tissue pad
» Activation issue
Significant Adverse Events
*  Bum and injury of Surgeon and patient

Tissue damage, hemorrhage, leakage

Ifan Adverse Event or Malfunction happens, appropriate technique or
action should be used.

Device Description
The Instruments are sterile, single patient use instruments consisting ofan
ergonomic grip housing assembly with hand control buttons (MIN for
minimum power level and MAX for maximum power level).

An integrated audible and tactile mechanism in the grip housing indicates
full trigger closure. The instruments have a clamp arm and coated curved
blade that are designed to work through a 5 mm trocar, through a 5 mm
reducer cap in a larger diameter trocar, or through an incision without the
use of a trocar. The instrument shafts can be rotated to facilitate
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OpTONeauyecKUX onepaumnsx (B TOM 4MC/ie Ha MO3BOHOYHMKE U CycTaBax), a
TAKOKE MY OPYrMX  OTKPbMbX M 3HOOCKOTMYECKUX  OMEPaTVBHbIX
BVELLIATE/ILCTBAX.

HexxenaTte/ibHble SIB/IEHNUS U OCTIOKHEHUS

BO3MOXHO MOSIBIEHVE  HeXenaTe/lbHbK  SBMeHAA WM (lyHKUVIOHa TbHbIX
HapyLLEHWI, CBS3aHHbIX C MPOBEAEHUEM XVIPYPTUYECKMX BMELLATENLCTB BO
BPEMSI 11 MOC/TE VCTO/b30BaHYISt IAHHbIX UHCTPYMEHTOB.

CriefytoLLyie SIBMIEHAA MOXHO pPaccMaTpuBaTb B KauecTBe HeGMarompusiTHbIX
COOBLITUIA WA HEVCTIPABHOCTEN, KOTOpble MOTYT MPOU30ATI C UCTIONb30BaHVEM

[AHHbIX UHCTPYMEHTOB.

3HauuTeNbHbE HEVICTPABHOCTUA:

* MoBpeXaEHNA U TPELLYIHBI J1E3BYS1

* [NoBpeXaeHVie NacCUBHOI OpaHLLI

* MnaBreHVie 1 OTCOEVHEHVIE TKAHEBOM MPOK/aLKM
* OLLIMOKM aKTVBaLyM

CepbesHble HeOMAronpUsTHbIE SIBMEHUS

* OXor VI TpaBMa xmpypra v raupeHTa

* MoBpeXaeHNA TKaHel, KPOBOTEYeHVIE, MoATeKaHVe

Ecm  HeGnaronpusitTHoe cobbmie WM COOA  MPOMCXOAUT,  HeobXoAMMO
UCMOMb30BaTb  COOTBETCTBYHOLLME XMPYPrMYECKUE TEXHUKA WM JeiACTBIAS,
HeoOXOoAVIMbIe A9 YCTPaHEH NS STUX SIB/IEHIA.

OnucaHve NHCTPYMeHTa

VIHCTPYMEHTbI MPEACTaBSKOT COO0M 0AHOPa30Bble CTEPWIbHbIE MEAVLIMHCKIME
W30eNns, paccuMTaHHbE Ha UCMO/b30BaHVe TOMbKO /19 OfHOr0 MalyeHTa,
COCTOSILLE M3 KOpriyca SProHOMMYHOM (hopMbl B CO0pe, C KHOMKaMK AiA
pyuHoro ynpaeneHnst (MIN - MUHAMAbHBIA  YpoBeHb MOLLHOCTY, MAX -
MaKCUMA/TbHB ).

BCTPOEHHbIN  ayayo-TaKTWIbHbIA  MexaHU3M B 3PrOHOMUYECKOM  KOprTyce

CUrHa/IM3VPYET O TOM, YTO PbMar CBEAEHS OpaHLL ObU1 MOSTHOCTLHO NMPUBEAEH B

3aKPbIToe MOMOXeHWE. VIHCTPYMEHT COAEpXUT B CBOEM COCTaBe MacCUBHYHO

OpaHLLy 1 fie3Bue, MOKPLITOe 0B0/I0YKON - OHM MpeaHa3HaYakoTes A/19 paboTbl
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visualization and access to targeted tissue. The instruments allow for the
coagulation of vessels up to and including 5 mm in diameter. Adaptive
Tissue Technology provides the ultrasonic generator with the ability to
identify and monitor the instrument during use, which enables the
ultrasonic generator to modulate and decrease its power output as well as
provide audible feedback to the user as appropriate.

Each instrument is shipped with one sterile, single-use, disposable torque
wrench. Use only the gray torque wrench provided with the instrunment.
The torque wrench should not be discarded until the completion of the
surgical case. Do not attempt to sterilize the disposable torque wrench.

Note: Use of HARMONIC torque wrenches other than the one provided
may result in damage to the device.

The instruments are designed for use exclusively with the ultrasonic
Generator G11 (GEN 11) software version X or later. Software revision can
be found under “System Information” in the ultrasonic Generator
“Settings” Menu. Refer to the ultrasonic Generator Operator’s Manual for
more information.

Hlustration and Nomenclature (lllustration 1)
1 Coated Blade (active jaw);

2. Clamp Arm and Tissue Pad,;

3. Shaft;

4. Rotation Knab;

5. MAX Hand Control Button;

6. MIN Hand Control Button;

7. Grip Housing;

8. Trigger;

9. Hand Piece (not included, registration
2011/11397);

certificate number FSZ
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yepe3 Tpoakap AviaMeTpoM 5 MM, Yepe3 KOo/MauoK-TepexXoiHNK AViaveTpoM 5 Mvi
B Tpoakape 6OfbLUEro vamerpa WA Yepe3 paspe3 6e3 MCros30BaHMA
Tpoakapa. CTBOM MHCTPYMEHTA MOXHO Bpalims Ha 360° 4ia yrydileHus
BAOVUMOCTU W [OCTYMa K HY)XHOMY Y4YacTKy TKaHW MauyeHTa. VIHCTpyMeHT
MO3BO/IAET MPOBOAWTL PacceHeHe 1 Koary ALy COCY/i0B AVaMETPOM A0 5 MM
TexHororva afarmaLyv K TKaHAM M03BO/IAET Y/IbTPasByKOBOMY — reHeparopy
Oro3HaBaTb WHCTPYMEHT B MPOLIECCe MPUMEHEHUS M KOHTPO/IMPOBATL €ro
paboTy MOCPEACTBOM  MOAY/ISILMA M YMEHbLLEHVSI BbIXQAHOM MOLLHOCTW, a
TaroKe, Mpu HeOGXOAMMOCTM, NMOAAYM 3BYKOBbIX CUMHa/10B 06PaTHO CBA3V /LYY,
VCTIO/b3YHOLLIEMY VIHCTPYMEHT.

KaXkap MHCTPYMEHT MOCTaB/ISETC C OAHWM CTEPWIbHLIM 3aMKOM paboqeit
YaCTN OfIHOPA30BOr0  MCrosb3oBaHMsA. CriedyeT MCMoMb30BaTb TONbKO Cepbii
3aMOK paboyeli YacTu, MocTaBIseMbIi C UHCTPYMEHTOM. 3aMOK paboyeil YacTu
He CriedyeT YTWIM3VPOBaTh 40 OKOHYaHUS OMepaTVIBHOMO BMeLLaTe/bcTBa. He
MbITAVTECH CTEPUIN30BATL OfHOPA30Bb I 3aMOK paboyeli HacTu.

MpveuaHve.  Vicnonb3oBaHve 3aMKOB  paboueli  YacTy, OT/MYHbIX  OT
MOCTaB/IIEMOr0 B KOMIVIEKTE, MOXET MPMBECTU K MOBPEXIEHNIO VHCTPYMEHTA.

VIHCTPYMeHTbI  MpedHasHaYeHbl  An1A  MPUMEHEHVS  ICKIKOHYUTENIbHO  C
YNbTPasByKoBbIM reHepaTopoM G11 (GENL1) ¢ nporpaMMHbIM 06ecrieHeHrem
BEPCUM He HYke X. Bepcuo nporpamMMHOro o6ecriedeHms CM. B rose «System
Informations» (HdopmaLwms o0 cucTeme) Ha akpaHe «Settings» (HaCTPOIKM)
YNbTPa3BYKOBOro reHepatopa. JOmnofHWTENIbHY0  MHGOPMaLMIO CM. B
PYKOBOZCTBE M0 SKCIVTyaTaLymn ybTPasByKOBOr0 reHeparopa.

WnnrocTpaumm v TepmmHonorus (Puc. 1)
1. J1e3BMe (aKTviBHas GpaHLLIA), MOKPLITOE 060/104KON;
2. [MaccrBHas 6paHLLIa W TKaHeBas MPOKIaIKa;
3. Creon,
4. KorbLp porauyu;
5. KHornka py4dHoro ynpasneHnsa MAX;
6. KHonka py4yHoro ynpasneHa MIN;
7. Kopriyc B c60pe, 3proHOMUYHOM (opMb;
8. PbMar cBefeH1s GpaHLL;
9. JTanapocoHN4ecKasn PyKoATKa (He BXOOUT B KOMIVIEKT MNOCTaBKM, HOMEP
perncTpaLmMoHHoro yaoctoBepHua ®C3 2011/11397);
39



ETHICON ENDO-SURGERY, ac
a consly
10. Torque Wrench.

Materials in contact with a human body:

(3) Shaft- Stainless steel grade UNS S30400

(1) Blade —Titanium alloy grade Ti 6A14V ELI

(1) Blade coating - Fluoropolymer grade Black E2619B
(2) Tissue Pad- Polytetrafluorethylene grade 7A

(2) Clamp Arm - Stainless steel grade UNS S30400

(7) Handle Housing - Polycarbonate grade Calibre 5201-8

Operation conditions for surgical field:
Temperature: from+15 to +27/®@C
Relative humidity:

from 30 to 75%6 (without condensation)

Storage and transport Conditions
Temperature: from -22°C to +60RC
Relative Humidity: from 10 to 80%6 (without condensation)

Store away from direct sunlight, heat or freezing.

Basic specifications

Base specifications HAR23 HAR36
Shaft diameter, mm 5,0 50
Shaft Rotation, ® 360° 360°
Shaft length, cm 23 36
Targeted vessel max. Diameter, 5

mm

Working temperature range of
blades’. "

Overall size (A) x (B) x (C), mm  342x 134x32  /nox 135x 32
Maximum deflection angle of 290

the clamping jaw, ®

Clamp am grip force
(minimum), N

40-300

no less than 10
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10. 3amoK paboueii YacTi.

Martepuasibl, KOHTaKTUPYIOLLIME C OPraHM3MOM Ye/ioBeKa:

(3) CtBon - Hepkaperowas ctarb Mapkt UNS S30400

(1) NesBwe - TuraHoBbI crviaB Ti 6A14V ELI

(1) MokpbITie nesus - dropriosmmep Black E2619B

(2) Mpokriaaka NPYKAMHOM GpaHLLI - ToMTETPaqITOPSTWIEH Mapku 7TA
(2) 3axxvHas pykosTKa- HeprrageroLas ctartb Mapkt UNS S30400

(7) Kopriyc pykositki - MonmkapooHaT Mapkiu Calibre 5201-8

YcnoBuA aKcryatauym 418 onepauyoHHoro nosis:
Temneparypa: ot +15 o +27 @C

OTHocuTesbHAsA B/IaXHOCTb BO3AyXa:

0T 30 A0 75 %6(6e3 KoHAeHcaLWIN)

YCnoBust XpaHeHWs 1 TPaHCMOPTMPOBKM
Temnieparypa: ot -22BRC 0 +60°C
OtHocuTeNbHasA BaxXHOCTb: 0T 10 10 80 % (6e3 KoHAEHCaLN)

XpaHWTb B 3aLLMLLIEHHOM OT BO3AEMCTBYSI MPsIMbIX COMTHEYHBIX JyUeid, Tera 1
3aMOpaKVIBaHIS MECTE.

lNokasaTtesb HAR23 HAR36
[vaveTp cTBO/MA, MVI 50 50
BpavLieHve cTBOSa, © 360° 360°
[nnHa cTBosa, Cm 23 36
MaKcvia/ibHbIA [YiaMeTp LE/IeBOr0 cocya 5
TKaHV [/151 MPOBEAEHNA MaHUMY/ ALK, MM
,g,manasm paboumx Temreparyp sie3sus’, °C 40-300
abapuTHble pasvepbl (A) X (B) X (C), MM 345 % 134%32 470); 2134 X
MakcvvasbHb IV yron OTK/IOHEeHUA 990
MPVKAMHO 6paHLLIX, ©
Cwvina 3axkvva NpYoKkMHOM 6paHLLK, H He meHee 10
[nMHa akTVBHOM 6paHLLK (Ne3Bst), MM 15
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Lenght of active iaw (blade), mm
Position of working parts at their
closing

Sizes for Torque Wrench, mm
Mass of Torque Wiench, g
Requirements to the working
surfaces and edges of medical
instrument

15
""The blade should make contact
along the length of the tissue pad
when the working parts are closed"
50,8 x 68.6 x 25,4
20
Instrument surfaces shall be free of
scratches, nicks, or blemishes

MonokeHWe paboumx uacTed npu KX

Paboure YacTv Ao/mDKHbI

CMbIKaHWM CMbIKATLCS M0 BCEM J/He
PasmvepbI 3avka pabodein HacTu, MM 50,8 x 68,6 x 25,4
Macca 3amKa paboqeli yacTu, 1 20

TpeboBaHMSI K pabo4vM MOBEPXHOCTAM U

Kpasm M/

"epMeTUHHOCTL paboyelt Yact M

LLIEPOXOBATbIE MOBEPXHOCTU,
OCTPbIe YITIbI 1 KPOMKM
OTCYTCTBYOT
pabouvie YacT! repMETUYHB I

YCTOAYMBOCTL ~ paboueil  uyacT K paboume YacTu YCTOMUMBbI K
BV0MIOTYECKM ¥UOKOCTAM BO3LEVCTBMIO KPOB
LLpWHa MHCTPYMEHTa/ILHOMO KaHaria, MM 50 50
Macca, 1 126 138

1- Temneparypa 3aB/CUT OT YC/IOBUIA SKCTUTyaTaLym

2

40 - 120 ° C - Mexay aKTVBHOM M MacCUBHOM OpaHLLaMN HaxXoamTes TKaHb

naLieHTa

Requirements to the tightness Working parts are sealed
(impermeability)of working parts

for devices

Requirements to the stability of  Working parts are resistant to blood
the working part in biologic

fluids

Minimum width of instrument 5,0 5,0
channel, mm

Mass, g 145 157
1- The temperature varies depending upon operating conditions

2
40 - 120 ° C- when patient tissue is between active and passive jaws
100 - 300 ®C - active and passive jaws are closed without tissue

100- 300 ° C - axTvBHasi M MaccyBHas BpaHLLI COMKHY b1 663 TKaHN MeXiy HUMN

Specifications

Class of protection against
electric shock

Type of working part

Orerating mode

Time of establishment of the
operating mode

Max. output power, W

Max. output voltage, V

Max. loop resistance. Ohm
Maximum current, mA

Blade frequency, Hz
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Value
HAR23 HAR36

Class |

Type CF
Continuous duty
Max. 10 sec

35
150
375
400
55500

XapakTepucTuku 3HaueHue
HAR23 HAR36

Knacc 3aLyiTbl OT NopadkeHA Kracc |

3MIEKTPUHECKUM TOKOM

Tvn paboyein Yactn ™n CF

Mpogfo/mkTeNIbHOCTL PaboTh! NPOACDKATESTIbHB I PEXM

Bpems ycTaHOB/eHUA paboqero Makc. 10

pexvva

MakcrviaribHasn BbIXOOHaA 35

MOLLIHOCTb, BT

MakcumvasibHoe BbIXOAHOe 150

HanpsbkeHve, B
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Max, blade amplitude, LT 85,9 91.2

MakcrMasibHOoe /IEKTPNHECKOe 375
COMPOTUB/IEHME 3/IEKTPUYECKOTO

KOHTYpa, Om

MaKcyMaribHbI TOK, MA 400

UacTtoTa fiessus, I 55500

MakcumasibHas amnnTyaa 85,9 91,2
JIE3BUS., MKM

Characteristics of ultrasonic electrosurgical generator GENII for  xanakrepuctiki reHepatopa 37eKTPOXMPYPrUYECKOTO Y/IbTPA3BYKOBOMO

connections of instruments

Class of protection against electric Class |

shock

Type of working part CF type

Input characteristics 100-240 V~, 50/60 Hz, 500
VA

Output characteristics 150 VAC RMS maximum

(unless otherwise specified in

the instrument 1FU)

35 watts continuous (unless

otherwise specified
instrument 1FU)

30-80 kHz (55.5 kHz unless

otherwise specified
instrument 1FU)
Instructions for Use

Verify compatibility of all instruments and accessories prior to using this

instrument (refer to Warnings and Precautions).

The Hand Piece is shipped non-sterile. It must be sterilized prior to each use
according to the instructions for use supplied with the Hand Piece.
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GEN 114151 NOAKMOYEHVS UHCTPYMEHTOB
Knacc saupmbl OT  Kiaccl

MOPaXKEHVSA

AEKTPUYECKNM

TOKOM

Pabouas uvacTb TvnaCF

BxoaHble 100-240B  50/60 'y, 500 BA

XapaKTepUCTVIKN

BbIxoaHble Makc. 150 B nepemeH, Toka, RMS (ecrv gpyroe

XapaKTEPUCTUKN He onpeaesieHo B VIHCTPYKUMM 110 MPUMEHEHIO
WHCTPYMEHTA)

35 BaTT HernpepbIBHOM MOLLIHOCT (eC/v Apyroe

He onpesesieHo B VIHCTPYKUM MO NMPUIMEHEHIO

WHCTPYMEHTa)

30 - 80 KI'y, (55,5 KLY, ecrm fpyroe He yKazaHo

B VIHCTPYKLWMN MO NPUMEHEHWNIO MHCTPYMEHTA)
MHCTpYKUpMA Mo aKcryaTaumm

MpoBepbTe  COBMECTMMOCTb  BCEX  MHCTPYMEHTOB M aKCECCyapoB  TMepef
WCIO/b30BaHVEM [JAHHOMO MHCTPYMeHTa (CM. pasgen MpemynpexxneHns v Mepbl
MPEeOCTOPOXKHOCTY).

JlanapocoHn4ecKast pyKosiTKa ( He BXOAWT B KOMIVIEKT MOCTaBKN) OCTaB/HETCS B
HeCTepwWibHOM — BUfe. Ee  criegyeT  CTepwwsoBaTb  Mepel  KaabM
MCMO/b30BaHMEM B COOTBETCTBUM C  MHCTPYKUMAMA 1O M0/Ib30BaHMIO,
MOCTaB/15IeMbIMA BMECTE C HelA.
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Preventive inspection MpohnakTUYeCKmMin 0OCMOTP

Before use, be sure to check the tool or any other used medical devices for [Mepes NpvMeHeHVieM HeO6X0AMMO 06s3aTe/IbHO MPOBEPSTb VHCTPYMEHT WA

the absence of any defects or damage, e.g., rough surfaces, nicks or soGble Apyrvie UCMONL3yeMble MEAVLIMHCKUE U3OENNS HA OTCYTCTBME KaKMX-

blemishes. 60 Je(PEKTOB WM MOBPEXAEHUIA, HanpuVep, LLEPOXOBATbIX MOBEPXHOCTEN,
OCTPbIX YI/10B WM KPOMOK.

Assembly MopsaoK coopkun

1 Using sterile technique, remove the instrument from the package. To 1 Co6nogas npaBwia acerTyKW, VBBMEKUTE MHCTPYMEHT U3 YTakoBKU. Bo

avoid damage, do not flip the instrument into the sterile field.

While holding the Hand Piece in a vertical orientation, attach the Hand
Piece to the instrument by rotating the instrument onto the Hand Piece
in a clockwise rotation as viewed from the distal end of the instrument
(finger tight only).

Use the torque wrench (already mounted to the shaft) to tighten the
blade onto the Hand Piece. Turn the torque wrench clockwise by
holding only the gray Hand Piece until it clicks twice indicating that
sufficient torque has been applied to secure the blade.

Note: Do not use any other means than the torque wrench to attach or
detach the instrument from the Hand Piece.

Note: Do not torque the instrument by hand without the torque wrench
or damage may occur to the Hand Piece.

Note: Hold only the gray Hand Piece and not the instrument handle
while applying the torque wrench. (lllustration 2).

Close the trigger. Remove the torque wrench by sliding it off of the
shaft. Do not dispose of the torque wrench until the procedure is
completed. The torque wrench is used to remove the instrument from
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136eXKaHVie NOBPEXXIEHV aKKypaTHO MOMECTUTE VHCTPYMEHT B CTEPU/IBHOE
rore.

2 [epXa anapoCOHMYECKYID PYKOSTKY  BEPTUIKA/TbHO,  MPUCOEAnHUTE
NarapoCOHNYECKYHO PYKOATKY K MHCTPYMEHTY, HaB/HY/BasA NHCTPYMEHT Ha
/lanapoCoHMYECKYI0 PYKOSITKY M0 YacoBOM CTpeSike, ec/ivi CMOTPETb OT
JVCTa/TILHOIO KOHLA MHCTPYMEHTA (MCTO/b3yA TOMBKO YCWIVE MaVTbLEB).

3 Vicnonb3ywiTe 3aMOK paboyeit YacTy (MpeasapuTe/ibHO CMOHTMPOBAaHHBLIA Ha
CTBO/TY), U4TOObl 3aTsHYTb /Ie3BME HA  JIANapPOCOHNYECKON PYKOSTTKE.
Y[epviBas TOSbKO CEPYH) /TarapOCOHNYECKYHO PYKOSTTKY, MOBEPHITE 3aMOK
paboyein YacT! Mo YacoBOW CTPe/IKe, Moka He pasfpfyTca ABa LLUEMYKa,
YKasblreatoLLyle Ha [OCTAaTO4HOCTb MPUIOKEHHOIO KPYTALLErO MOMEHTa /15
(wiKcaLn Nie3BUS.

MpuvedaHve. N8 NPUKPEr/IEHUS WHCTPYMEHTa K /1ianapoCOHNYECKON
PYKOSITKE M €ro OTAeeHS OT JlarapOoCOHNYECKON PYKOSTKU He CreayeT
VCMO/Mb30BaTb HUKaKVX APYIWX CPeACTB, KPOMe YKa3aHHOMO 3aMKa paboyeit
yactn. lMpuveuaHve. He cneflyeT CKpy4vBaTb MHCTPYMEHT BPY4HYHO Ge3
3aMKa paboudel uYacTK, TaKk KaK MpU  3TOM MOXKHO MOBPESUTH
JlarapoCOHNYECKYHO PYKOSTTKY.

MprvieyaHye. Mpn Monb30BaHMN 3aMKa paboyelt YacTu CriedyeT JepKaTb
TO/IbKO CEPYHO JlarapOoCOHNYECKas PYKOATKA, HO He PyYKy VHCTPYMEHTa
(PvcyHok 2)

4 3akpoiiTe ppMar cBefeHNs paHLL. CH/MMTE 3aMOK paboyeli YacTu, CABUHYB
ero o cTosly. He ymwmsupyitre 3aMOK pabouein YacTu [0 OKOHYaHUA
npouedypbl.  3aMOK  pabo4eil YaCTy UCTONb3YeTCA /19 OTCOeAVHEHUS
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the Hand Piece following the procedure. (lllustration 3) Dispose of the
torque wrench only after completing the procedure.

Note: Take care to avoid damage to the blade and clamp arm by closing
the trigger while sliding the torque wrench onto or off of the shaft.
Note: Take care to avoid injury from the blade tip while sliding the
torque wrench onto or off of the shaft.

VHCTPYMEHTa OT J1ariapOCOHNYECKOM PYKOATKA M0 OKOHYaHN NMPOLEAYPb|.
(PvicyHok 3) 3amoK paboueil YacTV MOXHO YTWIMBMPOBATL TO/bKO M0
3aBepLLEHVN NMPOLEAYPbI.

MpumvedaHve. TMpymMnTe Mepbl MPefOCTOPOXKHOCTY, YTOObI He MOBPEOUTH
Ne3BVE N MACCVIBHYHO GpaHLLYy, MepeBefisl pbMHar CBeeHNA 6paHLL B 3aKPbIToe
MOSIOKEHVIE MPW CABUIaHMM 3aMKa pabodeld yacTM CO CTBO/ia WM
HaJBMraHn ero Ha CTBo/.

MpvivedaHve. ByabTe OCTOPOXKHbI, YTOObl He HaHeCTU cebe TpaBMmy
KOHUYMKOM f1e3BMS1 MU COBUMaHMN 3aMKa paboyeli YacTy co CTBOMa Wi
HaJBMraHn ero Ha CTBo/.

Operation SKennyartaums

Connect the assembled Hand Piece and instrument to the ultrasonic 1 [MogknmounTe cobpaHHbIE /TANaPOCOHNYECKYHO PYKOATKY W UHCTPYMEHT K

generator and tum the ultrasonic generator power on.
Note: MAX power is set at power level 5 and cannot be adjusted.

Select the desired minimum power level using the INCREASE and 2
DECREASE buttons on the ultrasonic generator touchscreen.

Note: The recommended minimum starting power level is Level 3
(Mlustration 4). For greater tissue cutting speed use a higher ultrasonic
generator power level, and for greater coagulation use a lower
ultrasonic generator power level. The amount of energy delivered to the
tissue and resultant tissue effects are a function of many factors,
including the power level selected, blade characteristics, grip force,
tissue tension, tissue type, pathology, and surgical technique.

For optimal performance and to avoid tissue sticking, clean the
instrument blade, clamp arm, and distal end of the shaft throughout the
procedure by activating the instrument tip in saline. (lllustration 5)
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YNbTPa3ByKOBOMY — TeHepatopy W BKIOYMTE  MEKTpHONUTaHVe
Y/bTPa3BYKOBOIO MreHepaTopa.

MpviveyaHye. MoLLHOCTL YPoBHA MAX COOTBETCTBYET YPOBHIO MOLLIHOCTU
5 1 He perynmpyeTcs.

C nomoLupto KHoroK INCREASE (ysenmuntb) 1 DECREASE (YMeHbLLATE)
HA CEHCOPHOM 3KpaHe VY/bTPasByKOBOrO —reHeparopa YCTaHoOBUTE
HEO6XOAVIMbIA M/HMESTbHBIA YPOBEHD MOLLIHOCTW.

MprveuaHve. PekoMeHOyeMbrA A1 Hadaria MUHUMATbHBIA - YPOBEHb
MOLLIHOCTY - ypoBeHb 3 (PUCyHOK 4). 1151 yBEIMUeHMs CKOPOCTY paspesaHis
TKaHN CriefyeT WCMoNb30BaTb  00/1ee  BbICOKWA  YPOBEHb  MOLLHOCTU
Y/bTPa3ByKOBOIO FeHeparopa, a 4y1s1 YCWIeHNS Koary/isaumm - 601ee HV3KUA
ypoBeHb. KO/MYecTBO 3Heprvw, rofaBaeMoe B TKaHW MaUVeHTa, W
COOTBETCTBYHOLLIEE IEVICTBME Ha TKaHW 3aBMCUT OT MHOMX (JaKTOpOB, B TOM
yncre - BbIGPAHHOTO YPOBHA MOLLHOCTY, XapaKTepUCTUK J1e3Bus, CWbl
XBATKY, HAMpPsDKEHWSI TKaHW, TuMa TKaHW, MaTtosiori 1 XUpypryeckoi
METOIMIKA.

Ona  obecriedeHUst  OMTUMASIBHOM — paboTbl  MHCTPYMeHTa U A/1A

NPeOTBPALLEHVS MPWIAMAHA TKaHe Ha MPOTSDKEHM BCeld MpoLeaypbl
OUULLIGIATE SIE3BVIE UHCTPYMEHTA, MAaCCUBHYHO OpaHLLY 1 AUCTa IbHbIA KOHELY
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Note: Do not touch the instrument to metal while activated. (Illustration
6)

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

If tissue is still visible in the clamp arm, use hemostats to remove

residue, taking care not to actuate the Hand Piece. If desired, the
instrument may be unplugged. (Illustration 7)

The blade is ultrasonically energized when either the foot switch pedal
is depressed or one of the hand control buttons is depressed. Pressing
the left foot pedal of the footswitch or the lower hand control button
(MIN) on the instrument activates the selected minimum power level.
Pressing the right foot pedal of the footswitch or upper hand control
button (MAX) on the instrument activates the maximum power level.
Note: The ultrasonic generator provides an audible tone to indicate
when the instrument blade is active. The ultrasonic generator changes
to a second activation tone when there is little or no tissue between the
instrument tissue pad and blade.

The tone change does not necessarily provide confirmation of tissue
effect. Tissue effects are a function of many factors, including the
ultrasonic generator power level selected, grip force, tissue tension,
tissue type, pathology, and surgical technique, among others. When the
second tone is heard, the operative situation should be assessed and the
intended action upon the tissue completed accordingly, such as through
the gradual application of tension in order to facilitate transection.
Adaptive Tissue Technology determines minimal tissue conditions by
monitoring changes in the thermal condition of the blade. As such,
thermal influences such as cool fluids or tissue touching the underside
or non-clamping surfaces ofthe blade may affect the presence or timing
of the tone change.
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CTBO/IA, aKTVBMPYS KOHEL, VHCTPYMEHTA B (M3MOSIOTVYECKOM  PacTBOpe.
(PvicyHok 5)

MpumedaHve. He criejtyeT KacatbCAd aKTVBUPOBAHHLIM - MHCTPYMEHTOM
MET/VIMHECKMX MPeaMeToB. (PUCYHOK 6)

MpvvedaHve. He criefyeT uUMCTUTb KOHUMK JIe3BUA  abpasviBHbIMA
YMCTALLYIMA BELLECTBAMMN.

EC/m BO3HMKaeT HeO6XOAUMOCTb Ya/ieHVst TKaHel, ero crieflyeT npotviparb
B/labKHbIM Maj/IEBbIM TAMINOHOM.

Ecm TKaHb eLLe BYOHa Ha MacCUBHOWM OpaHLLe, yAa/vTe OCTaTK/ TKaHM C
MOMOLLpHO ~ KPOBOOCTAHAB/IBAIOLLIETO  38)K/IMA, OCTOPOXKHO, YTOObI He
aKTVB/POBATL J1arapOCOHMYECKYHO PYKOATKY. [pn >KeslaHWn B 3TO BPpemd
WHCTPYMEHT MOXKHO OTK/IHOUUTB OT 3/1eKTponuUTaHus. (PUCYHOK 7)

Jle3Bvie MosyyaeT ybTPasByKOBYHO 3HEPIKO, KOrJa HaxaT MepeK/iiodartesb
HOXHOW Mega/in (BXOAUT B KOMIVIEKT rocTaBku IeHepatopa GENII) wm
OfiHA M3 KHOMOK Py4YHOr0 yrpaB/ieHVsl. HaxkaTuvie fIeBOro rnepekroHaress
HOXXHOM Meja/ivi WM HIDKHEA KHOMKM pyyHoro yrpaeneHst (MIN) Ha
KOpryCe WHCTPyMeHTa aKTUBMPYET BbOpaHHbIA MUHVMASbHLIA YPOBEHb
MOLLHOCTW. HaxkaTvie NpaBoro nepeksoHaTesis HOKHOM Nefariv Win BepxHel
KHOMKM pyyHoro yrpas/eHns (MAX) Ha Kopryce MHCTPYMeHTa aKTUBUpYeT
BbIGpaHHb I MaKCVIMa/TbHb I YPOBEHb MOLLIHOCTW.

MpvivevaHve. Korga fie3sue WHCTPYMEHTA aKTVBHO, Y/bTPasByKOBOM
reHepaTop M3aaeT OTHET/IMBO CIbILLMMbIA 3BYKOBOW curHan. Korga mexay
NIe3BVEM N TKaHeBOM MPOK/IafKON OTCYTCTBYET WM MOYTU OTCYTCTBYET
TKaHb, Y/bTPa3BYKOBOW FeHepaTop M3aaeT 3BYKOBOM CUMHan Apyroro TOHa.
V/13MeHeHVie ToOHa He 00513aTeIbHO SIB/SIETCA CBULETEIbCTBOM BO3AEVCTBUA HA
TKaHW. [eiACTBYE Ha TKaHW 3aBUCUT OT MHOTMX (haKTopoB, B TOM 4uc/e -
BbIOPAHHOrO ~ YPOBHA  MOLLHOCTM  Y/IbTPa3ByKOBOTO  MeHepatopa,
XapaKTEPUCTUK JIE3BUSA, CWIbl XBATKW, HamNpsDKEHUA TKaHW, TUMa TKaHW,
MaTosiorMv N XPYPruveckon MeToamkni. ECnn ynbTpasByKOBO reHepaTop
MoJaeT 3BYKOBOV CUrHa/ BTOPOrO TUMA, CrieayeT OLEHWTL OrepaLvioHHYH0
CUTYyaLMIO W 3aBEPLLMTL  3arv/1iaHUpPOBaHHOE BO3AEMCTBME HA  TKaHU
COOTBETCTBYHOLLIVIM 00Pa30M - Harnpyiviep, NOCTENEHHO YBeNMUMBAs JaBIIEHVE
Ha TKaHK, YTO0bI pacceYb UX.

TexHOMorvst afarnalyn K TKaHAM OrpesenisieT MUHUMATbHbE YC/I0BUS
paboTbl C TKaHLHO MOCPEACTBOM OTC/IEXVBAHWS BMEHEHMIA TEMMepaTypHbIX
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The activation tone change is not a substitute for surgical experience
and should always be interpreted within the context of traditional
surgical cues, such as visual or tactile observations, and clinical
experience.
The second activation tone can be turmed off under “Tone Change
ON/OFF” in the ultrasonic Generator *“Settings” Menu.
Note: This will deactivate the second activation tone only; this will not
affect the Adaptive Tissue Technology’s modulation and decrease of
pOWer output.

Note: Scratches on the blade may lead to premature blade failure.
Avoid accidental contact with other instruments during use.

Do not use any means other than the torque wrench to attach or detach
the instrument from the Hand Piece.

Close the clamp arm by closing the trigger, and insert the shaft through
atrocar or incision.

The instrument can be used for dissection, grasping, coagulation, and
cutting between the blade and clamp arm

Note: Optimum instrument performance is achieved with full trigger
closure. An audible and tactile “click” indicates full trigger closure. To
achieve full closure ofthe jaws of the device, squeeze the plastic trigger
until you feel it stop against the plastic handle (plastic to plastic)
(Mustration 8). If full trigger closure is released prior to or during
activation on tissue, an audible and tactile “click” is evident. Increase
grip force until full trigger closure is achieved.

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

MapamveTpoB Je3BYs. PasfiMuHble TemMrepaTypHble BO3AEVCTBUSA - Harprvep,
XOMOAHbIE YXUAKOCTK, COMPUKOCHOBEHWE TKaHEN C HYDKHEN YaCTbtO Ne3BUSt
W C ero He3axBarbIBaIOLLYIMM MOBEPXHOCTAMU MOTYT MOB/STL Ha (JaKT
WM Bpems MofjayM M3MEHEHHOrO 3BYKOBOIMO CUrHa/ia Y/ibTPpasByKOBOMO
reHeparopa.

VBVeHeHNA B TOHe 3BYKOBOIO CUIHa/ia He 3aMeHSIOT OMblIT XMpypra; WX
C/leflyeT VIHTEPPETUPOBATL B KOHTEKCTE TPaAMLIMOHHBLIX XVPYPrUYECKUX
MPU3HAKOB, TaKMX KaK pesy/ibTarbl BU3ya/lbHOTO WM TaKTWILHOTO
Hab/OaeHIA, M OrbITa BpaYa.

3BYKOBOI CVrHa! BTOPOrO TWMa Mpy aKTUBaLMM J1E3BMSI MOXKHO OTK/IHOHUTH
C nomowplo nepeknodarend «Tone Change ON/OFF  (BK/VBbIKI
M3MEHEHVe TOHA) Ha 3KpaHe «Settings» (HACTPOMKM) Y/bTPa3BYKOBOIMO
reHepaTopa.

MpvivevaHve. Mpy 3ToM GyAeT OTKKOYEH TOMbKO 3BYKOBOW CUMHAUT
aKTVBaLWIM BTOPOrO TUna. 3TO He MOB/IMSIET Ha MOY/IAILMIO U CHDKEHVE
BbIXOLHOM MOLLHOCTV TEXHO/TOr Ve afarnTaLn K TKaHsAM.

MpuvedaHve.  LapanvHbi
NPEeXIeBPEMEHHOMY OTKa3y.
[Mpy NONb30BaHMN MHCTPYMEHTA CrieayeT 13berarb C/TyHaliHOro KOHTaKTa C
APYrVIMA VHCTPYMEHTaMI.

3anpeLLgeTcs UCrosb30BaTb Kakve-nbo pyrvie CpeacTsa, KpoMe 3aMka
paboyein YacTi, 41 MPUCOEAMHEHNST MHCTPYMEHTA K JlarapOCOHNYECKON
PYKOSITKE WM OTCOEANHEHNSA OT Hee.

3aKpoiiTe NaccvBHYHO GpaHLLYy, nepeBeas poEbar cBeAeHNS GpaHLLl B 3aKpbIToe
MOJIOXeHVie, W BBEAMTE CTBO/T Yepe3 TpoaKap Wi paspes.

Ha JIE3BUM  MOryT TMpUBECTM K €ro

VIHCTPYMEHT MOXHO WCMO/b30BaTh 1A pacceyeHnst Y Koaryrnsauym TKaH
MeXy /1e3BVEM M MacCUBHON GpaHLLIEIA.

MpymedaHve. s onMTMaIbHOM paboTbl MHCTPYMEHTa pbiHar CBefeHUS
OpaHLL JO/HKEH HaXOAUTLCA B MO/THOCTHHO 3aKPBITOM MOSIOXKEHUN. O TOM, UTO
pbMar CBefieHV s OpaHLLI NPYBEAEH B3aKPbITOE MOJI0XeHVE, CBUAETE/bCTBYET
CMbILMVbIA W OLLYTUMBIA LLENYOK. YT0ObI MOMHOCTBIO 3aKPbITb GPaHLLA
VHCTPYMEHTa, MPYDKMANATe M/1acTMacCoBbIA Pbibar CBefeHNA GpaHLL, MoKa
He MoYyBCTBYETE, YTO OH YMEPCs B M/IaCTUKOBYHO PYUKY (COMPUKOCHOBEHME
M/1aCTUKA C M/1aCTUKOM) (PyicyHOK 8).
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Note: Keep clamp arm open when using the inside bottom of the blade
for backcutting. (lllustration 9)

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

Shaft Rotation

The instrument’s shaft can be rotated to facilitate visualization and
access to target tissue when dissecting, grasping, coagulating, and cutting

Disassembly

1 Tumnthe ultrasonic generator OFF at the power switch.

Close the clamp armand slide the torque wrench over the distal end and
up the shaft until the wrench aligns with the flats on the shaft. Hold by
the Hand Piece only, not the instrument handle, and loosen the
instrument by turning the wrrench counterclockwise. Continue to loosen
by turning the rotation knob manually to completely unscrew the
instrument. Do not untorque the instrument by hand without the torque
wrench or damage may occur to the Hand Piece.

Note: Do not use any other means than the torque wrench to detach the
instrument from the Hand Piece.

Note: Take care to avoid injury from the blade tip while sliding the
torgue wrench onto or off of the shaft.
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Ecrm pbMar cBefeHVst GpaHLL OTMyLLEH 10 WM BO BPeMs aKTUBaLyM Ha
TKaHW, Pa3aacTcs CbMMMMBbIA U OLLY TVMbIA LLEMYOK. B 3TOM criyyae creayeT
YCWIMTb HaX@Tvie Ha pbMar CBefeHUs OpaHLL, MoKa OH He MpUaeET B
MOTHOCTBHO 3aKPBITOE MOSIOXKEHVE.

Mpvivedanvie. Mpr MCNOBL30BAHNN HDKHEA BHYTPEHHE YacTu J1e3Bus 415t
pacceyeHIs BOGPATHOM Hanpas/ieHN CreLyeT AepXaTb NacCyBHYHO GpaHLLY
OTKpPbITON. (PUCYHOK 9)

3aKpoiiTe MacCVBHYHO OpaHLLIYy, MPMBEA PbMar CBEAEHMS GpaHLLI B 3aKPbITOe
MOSIOXKEHVIE, W VI3B/IEKUTE CTBO/ U3 TPOaKapa WK paspesa.

BpalLgHvie CTepyKHS!

CTBOM MHCTPYMEHTa MOXKHO BpaLLipThb Ha 360® A1 Y/yuLLeHWS BAGMMOCTU U
[0CTyNa K Hy>XHOMY YHaCTKy MpI pacceqeHn 1 Koaryisiuyim TKaHen.

JeMoHTaxX

1 T[pvBeouTe BbIKMOHATES b SMEKTPONUTAHNA Y/bTPa3BYKOBOrO reHeparopa B

nonoxeHve OFF (BbIKN).

3aKpoiiTe MacCMBHYHO GpaHLLYy M HaiBUHbTE 3aMOK paboyeli YacT Ha
OVCTabHBIA KOHEL, CTBOSA; CABWralite ero BeepX Mo CTBOJTY, Moka 3aMoK
paboye YacTV He MOPABHSIETCS C hackamy Ha CTBOSe. [MpraepyKvBast TONbKO

CEPYI0 /1arapoCOHMYECKYID PYKOSTKY, HO He PYyuKy WHCTPYMEHTa,
MoBEpHUTE 3aMOK paboqeli yacTv. [MpogorkaiiTe 0cnabnsiTb KpervieHve,

BPYYHyH0 MOBOPAUMBasl PYyYKy BpallEHUst [0 MOSIHOTO OTBUHUMBAHMS
VHCTPYMEHTA. He CrigayeT CKpyumBaTh VHCTPYMEHT BPyuHyo Ge3 3amKa
paboyei YacTy, TaK Kak MpV 3TOM MOXHO MOBPEIVTL J1anapoCoOHNYECKYHO

MprMeYdaHve. 3arnpelLieTca KCMob30BaTb Kakvie-yivibo pyrve CpeacTsa,
KPOME YKa3aHHOro  3aMKa paboyein YacT, [y OTCOEAVHEHISI HCTPYMeHTa
OT J1arnapOCOHNYECKO PYKOSTTKUA.

MprMeyaHie. ByapsTe 0CTOPOXHDI, UTOObI He HaHECTI cebe TPaBMY KOHUMKOM
NIe3BVISA MPU COBUraHMN  3aMika paboyeil YacTv Co CTBO/IA WM HafiBUraHn
ero Ha CTBO/1.
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3 Remove the torque wrench by pulling it straight back over the blade.

4 Dispose of the instrument in an appropriate container

Warnings and Precautions

» ATTENTION! Product modifications are not allowed! (Applicable for all
versions of ultrasonic instruments for the electrosurgical ultrasound
generator GEN 11)

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

* 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 procedure.

» Minimally invasive instruments may vary in diameter from manufacturer
to manufacturer. When minimally invasive instruments and accessories
from different manufacturers are employed together in a procedure, verify
compatibility prior to initiation of the procedure.

* A thorough understanding of the principles and techniques involved in
laser, electrosurgical, and ultrasonic procedures is essential to avoid shock
and bum hazards to both patient and medical personnel and damage to the
device or other medical instruments. Ensure that electrical insulation or
grounding is not compromised. Do not immerse instruments in liquid unless
the instruments are designed and labeled to be immersed.

« Verily compatibility with generators. Use device only with Ethicon Endo-
Surgery Generator Gil (GENII) software version X or later. Software
revision can be found under “System Information” in the Generator GlI

(GEN11) “Settings”” Menu. Refer to the Generator G11(GEN 11) Operator’s
Manual for more information.

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

* Audible high-pitched ringing, resonating from the blade or Hand Piece,
are an abnormal condition and an indicator that the blade or Hand Piece is
not operating properly. The ringing may be an indicator that the Hand Piece
is beyond its useful life or that the blade has not been attached properly.
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3 CHvMMTE 3aMOK paboueid YacTh, CaBVHYB €ro B 0GpaTHOM HarpaB/eHun
Uepes3 Sie3Ble.
BOCIO/1b30BABLLMC

Ywwisvpywite VHCTPYMEHT, 3TOoro

COOTBETCTBYHOLLWIM KOHTENHEPOM.

s

[MpenocTepexkeHNs 1 Mepbl MPELOCTOPOXHOCTA

* BHUIMAHVE! Mogndmkaumnst vzgenma He ponyckaetcs! (MpruveHnvo s
BCEX BAPVAHTOB WCTO/HEHNA VIHCTPYMEHTOB Y/IbTPAa3sBYKOBbIX [y151 reHepaTopa
AMEKTPOXMPYPrNHECKOr0 YribTpasBykoBoro GEN11)

* Brmanve! CorrnacHo defepasibHoMy 3akoHogaressctey CLLA, npogayka aToro
V30ENNA MOXKET OCYLLIECTB/IATHLCA TOMBKO BpadoM Wik M0 NOpyHeHMo Bpada

* MVHMMa/ILHO MHBA3VBHbE MPOLEAYPbI MOTYT BbINO/HATLCA TO/ILKO SIMLAMMA,
MPOLLEALUIMMA  COOTBETCTBYHOLLIEE OOy4eHVe U 3HaKOMbIMU C  MVHVM&/IBHO
VHBa3VBHbIM TEXHO/IOrMSIMM. [10 MPOBeSEHMS /060 MUHVMaIEHO UHBA3VIBHOM
MpoLeaypbl  CreayeT  VyunTb  MEAVLVIHCKYIO JITEpaTypy C  OMMCaHVeM
COOTBETCTBYHOLLIX TEXHOSONMIA, OC/IOXHEHWIA 1 (HaKTOPOB PYICKa.

* [MaveTp WHCTPYMEHTOB, paboTatoLLyX M0 MUHMMESIBHO  VHBA3VBHBIM
TEXHOMOMVSIM, MOXET ObITb PasHbIM Y PasHbIX MPOU3BOAVTENEN 060PYLA0BaHUS.
Ecrm B nipoLgfype MCMo/b3ykoTeA MAHUMAVTLHO VHBa3VIBHBIE MHCTPYMEHTLI U
BCTOMOrare/ibHoe 060py0BaHVie NMPOV3BOACTBA PasHbIX KOMIMaHWI, y6eauTech B
X COBMECTMMOCTY [J0 HaYavia MpoLgaypbl™ YTobbl MpesoTBpaTvTb BO3MOXHOe
MOPadKEHVIE 3MIEKTPUYECKMM TOKOM U OXOMM KaK Yy MauyeHTa, TaK Uy
MELVILIMHCKOI O MepecoHasia, a Takoke NMOBPEXEHYIE [AHHOMO YCTPOUCTBA U APYTX
MEANLMIHCKMX VHCTPYMEHTOB, HY>KHO [JOCKOH&/TbHOE MOHMaHVE MPYHLMMOB W
METOAOB,  WCMOMb3yeMbIX B JIa3epHbIX,  MIEKTPOXUPYPIUYECKUX 1
YbTPa3ByKOBbIX  MpoLeaypax.  [poBepbTe  LIENIOCTHOCTb — /IEKTPUYECKON
VIBO/ALMM U 383eMVTEHMA. 3arPeLLIRETCA MOrPyXaTb MHCTPYMEHTBI BXKMAKOCTD, 33
VICKITOYEHVEM CITyYaeB, KOTa OHW [/151 3TOr0 MpeaHa3HaueHb! 1 Ha HUX UIMEETCA
COOTBETCTBYHOLLIAA MOMETKA.

o [lpoBepbTe COBMECTUMOCTb C  FeHeparopaMu.  YCTPOWCTBO — CriefyeT
1Cro/nbL30BaTh TOMbKO € reHepatopom Ethicon Endo-Surgery Gl (GENU) ¢
MporpamMVHLIM  0BeCTiedeHVieM BepC He Hwke X. Bepcuio mporpavvHoro
obecrieyeHnst cMm. B nose «System Information» (MHopmauma o cucteme) Ha
aKpaHe «Settings» (HacTpoliku) reHepartopa G11 (GENII). JononHuTeibHyro
MHhopMaLMIO CM. B PYKOBOZCTBE M0 aKCruTyaraumn reHepatopa G11(GEN1D).

* YbeguTeCb B Ha/M4MA 3arnacHOro 060py[OBaHUS, COOTBETCTBYHOLLIETO
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which may result in abnormally high shaft temperatures and user or patient
injury.
» The instruments allow for the coagulation of vessels up to and including 5
mm in diameter. Do not attempt to seal vessels in excess of 5 mm in
diameter.
* Blood and tissue buildup between the blade and shaft may result in
abnormally high temperatures at the distal end of the shaft. To prevent bum
injury, remove any visible tissue buildup at the distal end of the shaft.
* As with all energy sources (Electrosurgery, Laser, or Ultrasound), there
are concerns about the carcinogenic and infectious potential of the by-
products, such as tissue smoke plume and aerosols.
2Appropriate measures such as protective eyewear, filtration masks, and
effective smoke evacuation equipment should be used in both open and
laparoscopic procedures.
« Do not attempt to bend, sharpen, or otherwise alter the shape of the blade.
Doing so may cause blade failure and user or patient injury.
» To avoid user or patient injury in the event that accidental activation
occurs, the instrument blade, clamp arm, and distal end of the shaft should
not be in contact with the patient, drapes, or flammable materials while not
in use.
« During and following activation intissue, the instrument blade, clamp arm,
and distal 7 cm of the shaft may be hot. Avoid unintended contact with
tissue, drapes, surgical gowns, at all times.
* Avoid contact with any and all metal or plastic instruments or objects when
the instrument is activated. Contact with staples, clips or other instruments
while the instrument is activated may result in cracked or broken blades.
* Do not introduce or withdraw the instrument with the jaws open through a
trocar sleeve as this may damage the instrument.
» Care should be taken not to apply pressure between the instrument blade
and tissue pad without having tissue between them. Clamping the tissue pad
against the active blade without tissue on the full length of the blade will
result in higher blade, clamp armand distal shaft temperatures and can result
in possible damage to the instrument. If this occurs, there may be an
instrument failure, and the generator touchscreen displays a troubleshooting
message.
» To avoid user or patient injury, do not activate an electrosurgical device in
close proximity to the HARMONIC instruments. The aerosols created by
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MPOBOAVIMOIA MpOLieayPe, Ha CryYaii 0TKasa CUCTEMb.

* OTYET/IMBO C/IbILLHBIA BbICOKWIA 3BOH, VCXOAALLMIA OT JIE3BUS WM PYHHOrO
0/10Ka, He SB/MFETCA HOPMOW M CBUAETE/NLCTBYET O HapyLLEHWW (yHKUMIA J1e3BUS
WM pydHoro 6/0ka. JTOT 3BYK MOXET YKasbBalb Ha WCTeYeHVe Cpoka
IKCIVTyaTaLmm Py4qHOro 6/10Kka WM Ha HenpaBWIbHOE MPUKPETVIEHVE JIE3BUS,
CMefCTBMEM Yero MOXKET CTaTb aHOMa/IbHO BbICOKas Temriepartypa CTepKHS U
HaHeceHVie TpaBMbl MEAVLIHCKOMY MepCcoHasTy WK MaLieHTy.

* [laHHbIe MHCTPYMEHTLI MO3BO/IAKOT KOary/MpoBaTh COCY/b! AMaMETPOM 40 5 MM
BK/TOHMTE/bHO. He MbITaiATech MepeKpbIBaThb COCy/bl AMaveTpom 6osee 5 Mvi

* [NocTerneHHoe HaKorIeHVie KPOBU U TKaHel MEXILy Sie3B/EM U CTEPXHEM MOXET
MPUBECTU K aHOM&/TbHO BbICOKON TeMrepaType Ha AVICTa/IbHOM KOHLIE CTEPXHS.
[N npenoTBpaLLeHns TEPMUYECKO TpaBMbl CriedyeT YasTh BCE BULVMbE
HaC/OEHVS TKaHel Ha AVICTa/IbHOM KOHLIE CTEXKHS.

* Kak »n npy wvcnomb3oBaHAM  JIH0ObIX  APYTMX  UCTOYHMKOB  3HEPrvmv
(371EKTPOXMPYPIMYECKUX, J1A3ePHBIX WM Y/IbTPas3BYyKOBbIX MHCTPYMEHTOB),
BO3HMKaET NpobsieMa MOTeHLWa/TbHOr0 KaHLEPOreHHOr0 WM MHIPEKLIOHHOIO
BO3AEMCTBMSA MOGOYHBIX MPOAYKTOB, @ UMEHHO - 06/1aKa B3BELLEHHbIX YacTuLL 1
va/eita fbiva 0T TKaHe. Kak npy OTKPLITOM, Tak 1 Mpr 1anapocKornmyeckom
BVELLIATE/ILCTBE CriefyeT MPUMEHATL COOTBETCTBYHOLLME MEPbI 3alLyTLI, Takve
KaK 3aLLyITa Y15 17183, Pecrivparopbl 1 3qXheKTVBHbIE CUCTEMbI YAANIEHVIS [bIVia.
* 3anpewigetca crvbarb Jie3Bre, TOYATb €ro WM JikobbIM MHbIM 06pasoMm
VBMEHSITb ero (popMy. 3TO MOXET BbBBATb 0TKA3 J1E3BYSA U MPYBECTU K TPaBME Y
MEAVLIMHCKOTO MepcoHasia Win MauyieHTa.

* Uro6bl 136eXaTb TpaBM Y MEMLIMHCKOrO MepcoHasia v MalyieHToB B Cyyae
HeNpeaHaMEPEHHON aKTVBaLWMA YCTPOIACTBa, fIE3BME, MPUXBAT U AMCTa/bHbIA
KOHeL, CTEpXXHS He [0/DKHbI COMPUKAcaTbCA C MalyieHTOM, XVPYPruyecKyMm
MPOCTLIHAMX WX BOCTVIAMEHSIIOLLYMCS MaTepriariaMi, Jaxke KOrZa yCTPOMCTBO
He VCO/b3YETCS.

* B npouecce wuCronb30BaHUA WM HEMOCPEACTBEHHO TMOC/Ie Hero Jie3suie
VHCTPYMEHTa, MPUXBAaT U 7 CM CTEPXHS Ha AUCTa/IbHOM KOHLE MOTyT CWIbHO
HarpeTees. HM B Kakoe Bpemsi He CriedyeT [OMycKaTb HerpefHaMepeHHOro
COMPUKOCHOBEHWA C TKaHAMM Yesi0BEKA, XMPYPrUYECKUMA TMPOCTBIHAMA 1
MEAVILIMHCKOWM CMeLIOAeX 0.

o Criegute 3a TeMm, YTOObl BK/IOYEHHOE YCTPOMCTBO He COMPUKAcasiocb C
MET/VIMHECK/MN WA TVIACTUKOBBIMA MHCTPYMEHTaMW. KOHTaKT BK/IKOHEHHOTO
YCTPOICTBA C APYTMM MHCTPYMEHTaMW, CKOOKaMI, 3a>KAMaMN MOXKET MPUBECTU
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the activation of the HARMONIC instruments in fatty tissue are potentially
flammable.
* Keep the clamp arm open when backcutting or while the blade is active
without tissue between the blade and tissue pad to avoid damage to the tissue
pad and increased blade, clamp armand distal shaft termperatures.
* The entire exposed blade tip and any exposed blade shaft are active and
will cut/coagulate tissue when the instrument blade is activated. Be careful
to avoid inadvertent contact between all exposed blade surfaces and
surrounding tissue when using the instrument.
* Use only the appropriate Foot Switch, Hand Piece, instruments, and power
cord to ensure that they are compatible with the generator.
 After removing the instrument, examine the tissue for hemostasis. If
hemostasis is not present, appropriate techniques should be used to achieve
hemostasis.
« Successful hemostasis may require adjunct measures when HARMONIC
instruments are used on solid organs. Due to the difficulty of visualizing
internal structures, proceed slowly and do not attempt to transect large
masses of tissue in one activation. Avoid the division of large
vascular/biliary bundles when using the instrument under these conditions.
* 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.
* Instruments or devices which come into contact with bodily fluids may
require special disposal handling to prevent biological contamination.
* Incidental and prolonged activation against solid surfaces, such as bone,
may result in blade heating and subsequent blade failure, and should be
avoided.
* Dispose of all opened instruments whether used or unused. This device is
packaged and sterilized for single use only.
« Reuse and improper reprocessing or resterilization may compromise the
structural integrity of the device and/or lead to device failure that in tum
may result in patient injury, illness, or death.
* Reuse and improper reprocessing or resterilization of single-use devices
may create a risk of contamination and/or cause infection or cross-infection,
including, but not limited to, the transmission of infectious diseases.
Contamination may lead to injury, illness, or death.
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K BO3HUKHOBEHWIO TPELLWH B JIE3BUSAX WM K Pas/ioMy J1Ie3BUN.
* 3anpeLLgeTcs BBOAWTL WM U3B/EKATb MHCTPYMEHT C PasBefeHHbIM 38XBaToM
Yepes HaKOHEUHUK TPoaKapa, TaK Kak 3TO MOXET MPMBECTU K MOBPEXIEHUIO
VHCTPYMEHTA.

* He cnepyeT ¢ ycwvem JaBuUTh Jie3BMEM MHCTPYMEHTA Ha OMOPHYHO KOJIOAKY 1A
TKaHW, €C/I MeXIy JIe3BMEM W OMOPHOM KOJIOAKOA HET TKaHW MauyieHTa.
[JaBreHvie aKTVBHOIO J1E3BYS1 HA OMOPHYHO KOJIOAKY [/151 TKaHM MpW OTCYTCTBAN
TKaH/ MauvieHTa rof, /ie3BMeM M0 BCeM €ero [/IMHe MOXET MpUBECTU K
MOBLUVEHNIO TeMMePaTypb! J1E3BMS, MPMXBATA N AUCTA/ILHOMO KOHLA CTEPXHS,
YTO, B CBOIO OYepeb, MOXET MOBPEATbL MHCTPYMEHT. B aToM criyuae MOXeT
Npou30iiTM CBOA B paboTe MHCTPYMEHTa, WM TOrda Ha CEeHCOPHb[IA 3KpaH
reHepartopa OyAeT BbIBEAEHO COOBLLIEHME O NPOG/eMe.

* Bo m3bexxaHvie TpaBM Y MalyeHTa U MeAVLMHCKOTO MepcoHaia He criefyeT
aKTVB/POBATL  AMEKTPOXVPYPIUYECKME  YCTPOMCTBA B HEMOCPeACTBEHHO
6nm3ocTn OT MHCTPYMeHToB HARMONIC. Aspiazoniv 13 B3BELLEHHBLIX YaCTUL,
BO3HMKatOLLWe npy pabote MHCTpyMeHToB HARMONIC B »XMPOBbK TKaHSIX,
NOTEHLWIa/TbHO OrHEOMNacHb.

* [Mpw cpe3aHM TKaHX B MPOTUBOTOSIOXKHOM Harpas/ieHA WK My BKIIKOHEHHOM
Ne3BM 1 OTCYTCTBUN TKaHW MaLyieHTa MeXy /Ie3BMEM W OMOPHON KOSIOAKOM
CNeayeT [epaTb NPUXBAT OTKPbITbIM, YTOOb! M30eXKaTb MOBPEXAEHNS OTOPHOM
KOJIOAKA W MOBbILLEHVSI TEMMEPATYpPbl JIE3BKS, NMPUXBATa U AVCTa/IbHOrO KOHLA
CTEXHS.

* Bcs1 OTKpbITast KOHeYHasA YaCTb J1e3BMST 1 BCA OTKPbITas YaCTb CTEPXKHS JIe3BUSA
ABMAOTCA aKTUBHLIMA W OyyT pesarTb/Koary/mMpoBaTb TKaHb, KOrfa sie3sue
WHCTPYMeHTa akTueupyeTcs. [py MUCMoMb30BaHWM  MHCTPYMeHTa  CrieayeT
mberatb  HeMpeoHaAMEPEHHOr0  KOHTaKTa  MeXay BCEMU  OTKDPbITbIMMA
MOBEPXHOCTAMM JIE3BUSA Y OKPY>KAFOLLYIMA TKaHAMM MaLyieHTa.

* Vicnosnb3yiiTe TOMbKO MOAXOASLLME aKCecCyapbl - HOXHYHO Mefa/lb, Py4HO
60K, WHCTPYMEHTbl W LUHYP 3MEKTPONUTaHSE - A1 0BeCreyeHust WX
COBMECTVIMOCTU C FeHepaTopoM.

* Mocre v3BneYeHVst HCTPYMEHTA UCCTIELyiTe TKaHN Ha NMPEeAMET CBepTbBaHNA
KpoBU. ECnn cBepTbBaHMA KpPOBM He HAabMQAAeTCs, CredyeT MpYMEHUTb
COOTBETCTBYHOLLYIE METOAb ! /19 OCTAHOBKM KPOBOTEYUEHWS.

e [Mpn wvcnonb3oBaHMM MHCTPYMeHTOB HARMONIC Ha  napeHXMMATO3HbIX
OpraHax A1l YCreLHOM OCTaHOBKY KPOBOTEYEHMSI MOryT  MOHaao0UTLCA
JOMONHUTENbHBbIE  Mepbl.  Tak Kak  BUsya/vizaumsi  BHYTPEHHUX  OpraHoB
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Sterilization

Harmonic instruments for use with Generator Gil, are supplied sterile and
hermetically packaged. The instruments are sterilized by gas

The sterilization process is validated conforming the requirements of EN
ISO 11135-1 (for ETO sterilization of Harmonic instruments) with SAL 10'
®confirmed.

For single use only. Do not attempt to re-sterilize and re-use the instrument.
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3aTpyaHeHa, crefyeT paboTarb MefyIeHHO U 13beraTb pacceHeHnst 60/TbLLIMX Macc
TKaHM 33 OVH LUMKN aKTvBaLymM N1e3BUst. LACNob3yst MHCTPYMEHT B MOL06HLIX
YCIoBYISIX, U3beraiiTe pacceyeHmst 60/IbLLIMX MyYKOB KPOBEHOCHBLIX COCYA0B W
YENMYHbIX MPOTOKOB.

» [pooyKumsi, nNpovsBoAMMAs WM  PacrpocTpaHseMas KOMMaHUsSMK,  He
aBTOpPM30BaHHbIMM  KOMMaHveld Ethicon  Endo-Surgery, MOXeT oOKazaTbest
HecoBvecTuMoli ¢ cucTemon  HARMONIC.  Wcronb3oBaHve  Moao6HoON
MPOLYKLIN MOXET MPYBECTU K HEMPeABUAEHHBIM Pe3y/ibTaraMm; He UCK/IKoHaeTeA
BO3MOXKHOCTb TPaBMbl Y MEAVILIMHCKOTO MepcoHasia Wini naLyieHTa.

* [115 IHCTPYMEHTOB M YCTPOCTB, KOHTAKTUPYHOLLWX C YXAAKOCTSMM OpraHm3Ma,
MOryT MoTPeboBaTLCA 0Cobble MPOLEAYPb! YTWM3aLMA /15 MPeoTBpaLLEHA
6110/10rMYECKON0 3ar PSIBHEHNS,

o CryvaliHaa AuTeNibHast akTvBaLyst MpU COMPUKOCHOBEHWM C TBEpAbIMM
MOBEPXHOCTAMM  (TaKUMM  KaK  KOCTb) MOXET TPMBECTU K MeperpeBy U
roc/iefyroLLEMY OTKa3y /ie3B1sl, MO3TOMY NMOA0OHOr0 CriefyeT m3berarb.

* YTWwmsvpyiiTe BCE WCMO/b30BaHHbE W HEWCTO/b30BaHHbIE VMHCTPYMEHTDI,
YrNakoBKa KOTOpbIX Oblia BCKpbITa. J[laHHOe YCTPOMCTBO YrakoBaHO U
CTEPWIM30BAHO TO/TLKO f/19 OAHOPA30BOI0 MCrO0/b30BaHVS.

* MOBTOPHOE WCMOMBb30BaHWE WM HeMpaBWIbHAA MOBTOPHas 06paboTka Wm
MOBTOPHas CTEPWM3aLMSt MOrYT HapyLMTb CTPYKTYPHYHO LIESIOCTHOCTb
ycTpolicTBa WWM MPYBECTU K BbIXOLY €ro M3 CTpos W, KaK CreacTsue, K
TPaBMMPOBAHUKO MALIMEHTA, BO3HWKHOBEHMIO 3a00/1EBAHWIA N JIETA/TBHOMY
ncxogy.

* [OBTOPHOE WCMOMb30BaHVE WM HeMpaBWIbHaA MOBTOpHas 06paboTka Wi
MOBTOPHas CTepwzaLMA YCTPOCTB OHOPA30BOr0  MCMO/Mb30BaHMS  MOTyT
MPMBECTU K PUCKY KOHTaMUHALWM WWIA MHMLMIPOBAHWIO INGO MePeKpPeCTHOMY
VH(OMLWIPOBAHMKO, B TOM UYMC/ie, CPeaW MPOYero, MepeHocy WHGEKLWIOHHbIX
3aboreBaHNiA.  KOHTaMMHaLWsi MOXET MPMBECTU K MPUYMHEHVIO  BPesa,
BOSHWKHOBEHVIIO 3a00/1€BaHNI WA NIETaSTbHOMY ICXOLY .

Crepunusaums

VHCTpyMeHTbI  MOCTaB/SHOTCA  CTEPWIbHLIMA B FEPMETUYHOA  YIaKkoBKE U
npefHasHadeHbl 11 O4HOPa30BOIMO  MPUMEHEHWSI Yy OAHOMO  MauvieHTa.
CrepwmsaLyst NPOBOAUTCA ras0BbIM METOAOM (C NMPUMEHEHVEM STWIEHOKCULA).
lMpougecc cTepwzaLyn Ba/MoMpoBaH B COOTBETCTBUN C TpebosaHusMM EN 1SO
111351 (0N VHCTPYMEHTOB,  CTEPWIM3YEMbIX  STWIEHOKCMAOM)  C
MOLTBEPXIEHVEM YPOBHA CTepwibHOCTY (SAL) 10

Jna ogHopas3oBoro mcrnosb308aHMA. [MoBTOpHASA CTEpUIM3aLINA 3arpeLLieHa.
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How Supplied

compare

Komnekraums

The instruments are supplied sterile for single patient use. Discard the VHCTPYMEHTbIMOCTABMSETCA CTEPUIbHLIM M NPeaHa3HAYeHb1 4151 UCTIOMNb30BaHMS
instrument after use.
Note: for an explanation of the symbols on the package see the end of this

IFU.

Interpretation of symbols

bl J1

\ EC |rep]

For use with Gray Hand Piece only

Use Until Date

Lot
Stock number

Sterilized by ETO

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

Orpen here

Manufacturer/Date of Manufacture

Authorized  Representative in  the  European
Community
Single Patient Use

Authorized Representative inthe USA
Temperature

Relative Humidity

See Instructions For Use. (Refer to blue symbol on
outer packaging.)
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Yy 0OHOrO rauyeHTa. [ocne  WCMoMb30BaHWS!  MHCTPYMEHT  CriedyeT
YTWIBMPOBATD.
MpyivieyaHVie: PacLLMGhpOBKY CYIMBOIOB Ha YNAKOBKE CM. B KOHLIE MHCTPRYKLWM.

VIHTepnpeTaums ciMBO/I0B
® /Icnonb3oBaTe TOMbKO C CEPbIM  PyuHbIM  G/IOKOM  (PYKOSTTKOMA
NanapOoCOHNYECKOI 151 PYYHO aKTVBaLAA)
Vcrnonb3oears [0 ...

LLLL] Kog naptvn
Homep no Karasiory
CrepwwizaLyia OKCUAOM 3TueHa (METOZ CTepUIVBaLyN —F as0BbliA,
C NPUMEHEHVEM 3TU/IEHOKCUAA)
AN NpyMeHeHVsT TOMbKO  KBa/IMGMLWPOBaHHbIM - MEAVLIVIHCKMM

MepCoHasioM
OTKpbBATH 34eCh

VBrotosuTenb/Jata nporssoaCcTea
GOWP YNOMHOMOYeHHb IV NpeacTaBuTe b B EBPOMeickoM coobLLIECTBE

3anpeT Ha NOBTOPHOE MCTO/b30BaHYe

YNo/HOMOYeHHb I npeacTasuTesb B CLLIA

TemnepaTypHb I Aviana3oH
t
[JvianasoH BniaxxHoCTU
CM. VHCTPYKLMHO MOMb30BaTe1st (CM. Fosly6oii CUMBO/T Ha BHELLHEN
YTIAKOBKE)
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Do not re-sterilize

Do not use if the package is damaged

Attention! For more information see 1FU

Keep from moisture, store in a dry place

Avoid of exposure direct sunlight. Keep away from
sources of heat

CE Compliance with requirements of European Directive
93/42/EES
Product passed procedure of declaration of conformity

© Unit Quantity

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

The transport individual packaging includes symbols:

Keep away from moisture, store ina dry place.

Keep out of sunlight. Keep away from heat.
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He cTepW30BaTbL MOBTOPHO

He 1CMob30BaTb MPY MOBPEXKIEHUN YTIAKOBKA

X OcTopokHo! OBPaTUTECH K MHCTPYKLIM MO MPUMEHEHVIO

Bepeyb 0T Briarv

He fionycKaTb BO3AECTBIS CONHEYHOrO CBeTa

CE CooTBeTCTBYIE TPeboBaHMAM EBponelickoi AvipekTviBbl 93/42/EEC

MpodyKT MpoLlen Npougaypy 06s13aTeNlbHOrO  MOATBEPMIEHUS!
COOTBETCTBYSA
KonmuecTBo arieMeHToB

YKa3bIBaET Ha TO, YTO 3/IEKTPUYECKOE W 3/IEKTPOHHOE WU3Lesve
(B3) He coaePXKUT TOKCUUHBIX M OMacHbIX BELLIECTB WM 3/1EMEHTOB
B KOHLEHTpaLMsX, MPeBbILAIOLLYIX MaKCUMaTTbHbE  3HAYeHWs,
SBNSETCA  6e30MacHbIM [y OKPY)KAIOLLEM  cpedbl 1 MOANEXUT
nepepaboTke (0603HaYeHWe, MpUHATOE B Kumalickoli HapoaHoi
Pecriy6/ivke [/ OrpaHyYeHnst COLEPXKaHWS! OMacHbIX BELLECTB
(ROHS) B 3/1EKTPUYECKIX U 3/IEKTPOHHBLIX U30e/NSX)

TpaHCropTHast  VHAVIBULya/lbHad — YMaKoBKa  [OMOSHUTENIbHO  COLEPMUT

ClleflytoLLyie CYMBOTb:

Bepeys OT Braru
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X Temperature * He nomyckars so3eHiCTEAR CONMEYHOTO CBETA

Temnepatyphiii AHanasoH
@ Relative Humidity ,r

@ JInanazoH WIDKHOCTH
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Ethicon I, .
Endo-Sur9*fy| Harmonic

Ultrasonic instrument for generator G 11
Harmonic Focus Shears +Adaptive Tissue Technologyfor Open Surgery

Please read all information carefully.

Failure to properly follow the instructions may lead to serious surgical
conseguences, such as failure to ligate.

Important: This package insert is designed to provide instructions for use of
the Harmonic FocusShears + Adaptive Tissue Technology. It is not a
reference to ligation techniques.
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VIHCTpYMEHT ynbTpa3ByKOBOW 151 reHepaTopa
ANEKTPOXUPYPrUYECKoro ynbTpasBykoBoro GEN11
Ho>kHuubl Harmonic Focus + ¢ TexHonorveid aganTauun K TKaHsSM
ONA OTKPbITbIX onepau,w‘/’l

Harmonic

BH1MaTeNbHO NpoYTUTE BCHO MHKOPMALIIO.

HeTouHoe cregoBaHVe VHCTPYKUMAM MOXET TMPUBECTU K CEpPbE3HbIM
OC/IOHEHUAM

OrepaTviBHOIO BMELLIATE/LCTBA /19 60/1bHOr0, Harnpuviep K HEBO3MOXHOCTU
00paszoBaHMA

vrarypel

BaxHo! B fgaHHOA WHCTPYKUMM 1O MPUMEHEHWIO  COMEPaTCA
PeKOMEHALIM MO MCTIOMNL30BaHWIO MHCTPYMEHTA Y IbTPa3ByKOBOIMO [y
reHepaTopa /IeKTPOXVPYPrMYeCKoro yristpassykoBoro GEN11- HoxHULb!
Harmonic Focus + ¢ TEXHOMOTWEN agarnmalyn K TKaHIM /i1 OTKPbITbIX
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orepauuii. Ara MHCTPYKUMA MO MPUMEHEHUKO HE SIBMISIETCA oM CaHMEM
METOAMK CO3LaHWVA Sratypbl.
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Instructionsfor use WHCT pyKuus nO NPUMEHEHNIO

This IFU applies to ultrasonic Instrumentsfor the generator GENII, with HacToAwaa  MHCTPyKUMA  pacnpocTpaHseTcs  Ha  VIHCTpymMeHThI
thefollowing modifications:: yNbTpPa3ByKOBble AN51 FeHepaTopa 3NeKTPOXUPYPrMYecKoro ynbTpasByKoBOro
GENII, B cnepyrowmx BapuaHTax UCTMONHEHNSA:

Harmonic Focus+ Shears with Adaptive HAR9F Ho>xHuubl Harmonic Focus + ¢ TexHonorueit agantaumn k- HAR9F
Tissue Technolosv for Open Surgery TKaHAM 4N OTKPbITbIX Onepauii

Ultrasonic Instrumentsfor use with the Generator Gil, will hereinafter [Janee no TekcTy WHCTpyMeHTbl YyAbTpa3ByKoBble ANs reHepaTopa
be referred to as «Instrument/Instruments» aNeKTpoxupyprudeckoro ynbrTpassykosoro GENII, B BapuaHTax UCNONHEHNS
MOTyT 0603HaYaThCs KaK «MHCTPYMEH T bi»/ «UHCTPYMEHT ».

Indications MNokazaHuA

The Instruments are indicated for soft tissue incisions when bleeding  VIHCTPyMeHTbI NpefHasHaueHbl /19 PacCeveHn st MArKUX TKaHein B Cryyasix,

control and minimal thermal injury are desired. Korga TpebyeTcA KOHTPOSb KPOBOTEYEHNS M MAHUMa/IM3aLIMA TEPMNYECKIX
MOBPEXAEHIA.

The instrument can be used as an adjunct to or substitute for [JaHHbIA VHCTPYMEHT MOXKET MPUMEHSTTHCS KaK 3aveHa

electrosurgery, lasers, and steel scalpels in general, otorhinolaryngologic ~ 3MEKTPOXVPYPTUHECKVX VHCTPYMEHTOB, J1asepHbIX W CT/TbHbIX CKabrerieli

(ENT), plastic, pediatric, gynecologic, urologic, exposure to orthopedic ~ W B COYETaHM C HAMA B OGLLIEYA, OTOPUHO/IAPUHIO/IONYECKONA (YXO, FOp/io,

structures (such as spine and joint space) and other open procedures. HOC) WM TVIaCTUYECKON XUpYpriv, MeauaTpuv, rMHEKOMoruK, yposioruv, B
npoLefypax BMeLLATeNbCTBa 19 0OHaKEHUSt OPTOMeAYECKUX CTPYKTYP
(TakMX KaK TMO3BOHOYHMK W CyCTaBbl), a Takoke MPU MHbX OTKPbITbIX
OMepaTVBHbIX BVELLIATE/ILCTBAX.

Adverse events and complications HexkenatenbHble ABEHVS 11 OCIOXKHEHNS
Adverse events linked to any surgical procedure or malfunctions are a BO3MOXXHO MOSIB/IEHVE  HEXENATENIbHBIX  SBMIEHUIA WM (yHKLMOHa bHbIX
possibility when and after using this device. HapyLLEHWIA, CBSA3aHHBIX C MPOBEAEHMEM XUPYPIUHECKMX BMELLATENLCTB BO

Bpewmsi 1 Moc/ie UCTIO/Nb30BaHWS aHHbIX MHCTPYMEHTOB.
The following can be considered as the Adverse Event or Malfunction

which may happen with use of this device. CriepytoLupe SBMeHV MOXXHO PaccMaTPVBATL B KAYECTBE HEO/IaronpusiTHbIX
COBbLITUIA WM HENCNIPABHOCTEN, KOTOPbIE MOIYT MPOV3O0MTY C MUCTO/b30BaHVEM
Significant Malftmctions: [lAHHBIX UHCTPYMEHTOB.
» Damaged and cracked blade
* Damaged clamp arm 3HauuTe/bHbEE HEVICMPABHOCTUA:
 Melted and detached tissue pad * [oBpeXOeHNA U TPELLYHBI NE3BYS
* Activation issue * [NoBpeXaeHVe NaccVBHOM GpaHLLI
57

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



&

ETHICON ENDO-SURGERY, Iic

a”iuon« | [oUton company

* Significant Adverse Events
» Bum and injury of Surgeon and patient
« Tissue damage, hemorrhage, leakage

If an Adverse Event or Malfunction happens, appropriate technique or
action should be used.

Device Description

The Harmonic Focus+ Shears is a sterile, single patient use instrument
consisting of a soft grip scissor handle housing assembly with two hand
controls (MIN for minimum power level and MAX for maximum power
level). The instrument has a curved blade and clamp armwith teflon pad.
The instrument is 9 cm in length with a 16 mm active blade length. The
Harmonic Focus+ Shears instrument allows for the cutting and
coagulation of vessels up to and including 5 mm in diameter.

Each Harmonic Focus+ Shears instrument is packaged with one sterile,
single patient use, disposable Gray Torque Wrench. Use only the Gray
Torgue Wrench with the Harmonic Focus + Shears instrument.

The torque wrench should not be discarded until the completion of the
surgical case. Do not attempt to sterilize the disposable torque wrench.
The two dashes on the instrument are intended to represent relative vessel
size. The MAX button is typically used for smaller vessels where cutting
speed is fastest. The MIN button is typically used inslightly larger vessels
and has reduced cutting speed. It is indicated for vessels up to 5 mm in
size. Adaptive Tissue Technology provides the ultrasonic generator with
the ability to identify and monitor the instrument during use, which
enables the ultrasonic generator to modulate and decrease its power output
as well as provide audible feedback to the user as appropriate.

The Heirmonic Focus+ Shears is designed for use exclusively with the
ultrasonic Generator G il (GENI 1) software version 2013 1 or later and
Harmonic Blue Hand Piece, packaged separately. Software revision can
be found under “System Information” in the ultrasonic Generator
“Settings” Menu. Refer to the ultrasonic Generator Operator’s Manual for
more information.
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* [MnaB/eHve 1 0TCOEANHEHVIE TKAHEBOI MPOKIAAKA
» OLUMOKM aKTUBALM

CepbesHble HeOMaronpUsITHbE SB/EHMA

» OXOr 1 TpaBva Xvpypra v rnauyieHTa

* [NoBpeXaeHNA TKaHel, KpOBOTeYeHIe, MoLATeKaHVe

Ecrm HebnaronpusiTHoe cobbITvie Wi C60iA MPOMCXOANT, HEOOXOAVMO
MCO/b30BaThb COOTBETCTBYHOLLME XVPYPIrNYeCKVe TEXHUKN WM JEACTBYS,
Heo6X0AVIMbIe /151 YCTPaHEHUS 3TUX SB/IEHWIA.

OnucaHne NHCTPYMEHTA

VIHCTPYMeHTbI MPeACTaB/skoT CoB0M CTepWIbHbIA OAHOPA30BbIA MHCTPYVEHT,
paccuMTaHHbIA Ha UCMO/b30BaHVE TOMbKO /151 OAHOMO MalieHTa W COCTOSILLMINA
M3 HOKHULEOOPA3HO PYKOSTTKA B MSAIKOA 060/104Ke, C ABYMSI KHOMKaMm
py4Horo yrpasseHus (MIN 4151 MUH/MaIBHOTO YPOBHSA MOLLIHOCTU 1 MAX [/
MaKCVMa/IbHOTO  YPOBHS  MOLLIHOCTW).  VIHCTPYMEHT 06/1afaeT /iessieM U
MaccMBOli GpaHLLEN C TKAHEBOI MPOKIaAKONA. PaboYas anivHa MHCTPYMEHTa —
9 cm, pabodasn AymHa nessA —16 MM. /IHCTPYMEHT MO3BOJISET pacceKarb U
Koary/mpoBaTh COCy/bl 40 5 MM AVaMETPOM BK/THOHUTESIBHO.

YNaKoBKa KaXK0ro VHCTPYMEHTa COAEPKUT OAH CTEPWIbHBIA CEpbIiA 3aMOK
paboueli YacTy, pacCu TaHHbIA Ha UCMO/b30BaHME /151 OAHONO MaLieHTa 1 He
nog/iexalyii  NMOBTOPHOMY  MCMO/b30BaHWKD. C MHCTPYMEHTaMM  MOXXHO
1Cro/b30BaThb TOMbKO CEPbI 3aMOK paboyeli YacTy. 3aMOK paboyell YacTy He
creflyeT YTWIM3MPOBATb [0 OKOHYaHWA OMepaTuUBHOMO BveLLATeNbCTBa. He
MbITalATECH CTEPW30BATH 0AHOPA30BbIA 3aMOK paboyeli YacTw.

[1Be Haceukn Ha MHCTPYMEHTE MPeACTaBAOT COO0 OTHOCUTEbHBIA pa3Mep
cocyga. Kronka MAX 00bMHO WCMO/MB3YETCA 1A COCYLOB  MeHbLLENo
OVaveTpa, 41 KOTOPbIX CKOPOCTb paspesaHys MaxcviaribHa.  KHonka MIN
06bIMHO UCMOMb3YETCA 19 COCYAOB HECKO/bKO 60/bLUero AvameTpa, A
KOTOPbIX CKOPOCTb pa3pesaHust CHWDKeHa. VIHCTPYMEHT pekoMeHOyeTcs A/
pacceveHs N Koarynisumm Cocy[oB AMaMeTpoM [0 5 mwm. TexHosorus
afanTalyM K TKaHAM TMO3BO/SET Y/IbTPa3BYKOBOMY TeHepaTopy Orio3HaBaTb
WHCTPYMEHT B NpoLecce MPUMEHEHMSI W KOHTPO/MPOBaTbL ero  paboty
MOCPeACTBOM MOZAY AN U YMEHBLLEHVS BbIXOAHOW MOLLHOCTM, & Takoke, Mpu
HeoOXOAMMOCTY, MOJAYM  3BYKOBbIX CUIHa/I0B  00paTHOM CBSi3W  JILY,
NCMO/L3YHOLLIEMY VHCTPYMEHT.
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Refer to the Instructions for Use of the Harmonic Blue Hand Piece
(registration certificate number FSZ 2011/11397) and Test Tip
(TTBLUE) (no medical device) for instructions regarding the Hand Piece.

Illustration and Nomenclature (lllustration 1)
1 Torgue Wrench

2. Blade (active jaw)

3 Clamp Arm and Tissue Pad

4. Handle Housing

5 Finger Rings

6. MIN Hand Control (proximal)

7. MAX Hand Control (distal)

8. Hand Piece (not included, registration certificate number FSZ
2011/11397)

Materials in contact with a human body:

(2) Blade - Titanium alloy Ti 6A14V ELI;

(3) Clamp arm- Aluminum alloy grade 7075

(3) Tissue Pad- Polytetrafluorethylene grade 7A

(4) Handle Housing - Polycarbonate grade Calibre 5201-8

Operation conditions for surgical field:
Temperature; from+15 to +27°C
Relative humidity:

from 30 to 75%o (without condensation)
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VHCTpYMEHT COBMECTUM TO/IbKO C Y/IbTPasByKOBbIM reHepartopom Gl1
(GENII)  (pervctpaumoHHoe —ypocToBepeHue PC3  2012/11599) ¢
MporpaMvHbIM -~ 0GecrieveHeM  Bepcu He Hke 2013 1 n  rony6on
NarapoCOHNYECKO PYKOSTTKOW, MOCTaB/sIeMO B OTAE/bHOM YMakoBKE U He
BXOJSLLIEV B KOMIVIEKT rnocTaBk/. Homep Bepcumn MO MOXHO HaliTv B pasgerie
System  Information  («CuctemHas  uHopMaUys»)  MeHO  Settings
(«HacTpoiiki») Y/NbTPa3ByKOBOIO reHeparopa. JononHuTeNbHY0
VHPOPMaLMIO MOXHO HaliT B MOCOGMN MO SKCIUTyaTaLyn YribTpasByKOBOro
reHeparopa.

VIHCTPYKLMM MO MCMOMb30BaHEO /TarapOCOHNHECKOM PYKOSTKU MOXKHO HalATU
B VIHCTPYKUMSIX MO MCMOMNb30BaHUKO FOTy00lA /TarapoCOHNYECKON PYKOSTTKA
Harmonic (HoMep percTpaUMoHHOro yaoctoBepHus dC3 2011/11397) u
MPOBEPOYHOr0  HakoHeuHnka (TTBLUE) (He sBiseTcd  MEOVLMHCKUM
W30enviem).

WnmocTpauyv n TepMmmuHonorus (PUcyHok 1)

3amMoK paboyeit YacTu

Jle3Bue (aKTvBHas! BpaHLLIa)

IMaccyBHas GpaHLLIa M TKaHeBast MPOKaaKa

Kopnyc pykosaTku

KorbLa 19 narbLes

KHorka py4uHoro yrnpagreHst MIN (npoKcvaribHbIA)

KHonka py4Horo yrnpasneHnst MAX (oucTarbHblit)
JlanapocoHnyeckas pyKoSITKa (He BXOAMT B KOMIVIEKT MOCTaBKM,,
HOMep permcTpaLmoHHoro yaoctosepHua d©C3 2011/11397)

N PRWDN

Martepuasibl, KOHTaKTVPYHOLLME C OPraHn3MOM YesioBeKa:
(2) Nessvie - TuTaHoBbI Crvias Mapku Ti 6AI4V ELI

(3) MaccviBHasA 6paHLLa- AMIOMHVEBBIA CriaB Mapku 7075
(3) TraHeBasi MpoKriagKa- MonnTeTpaTopsTWIEH Mapki 7A
(4) Kopnyc pykositkv—F lormkapboHaT mMapku Calibre 5201-8

YcnoBus aKcnsyataumm Ans onepauyioHHOro Hoss:
Temneparypa: ot +15 go +27 ®C

OTHOCUTESIbHasA B/IXHOCTb BO3ayXa:

ot 30 Ao 75 %(6e3 KoHaeHcaLWN)
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Storage and transportation Conditions

Temperature: from-22°C to +60°C

ETHICON ENDO-SURGERY, I11c

Relative Humidity: from 10 to 80% (without condensation)

Store away from direct sunlight, heat or freezing.

Base specifications

Specifications

Clamp armgrip force, N

Tareeted vessel max. diameter, nm
Overall sizes (Ax Bx Cx D), m
Working temperature range of
blades', °C "

Maximum deflection angle of the
clamping iaw, °

Length! of active jaw, mm

Position of working parts at their
closing

Sizes for Torque Wrench, mm
Meass of Torque Wrench, g

Requirements to the working surfaces
and edges of medical instrurment

Requirements  to  the  tightness
(impermeability)of working parts for
devices

Requirements to the stability of the
working part in biologic fluids

Mass, g

Value

Not less 10.9

5

192 x 15,2x94x28,2
40-300

2?70

16

The blade should make
contact along the length ofthe
tissue pad when the working
parts are closed

53,3 x76,2x 27,9

27

Instrument surfaces shall be
free of scratches, nicks, or
blemishes

Woridng parts are sealed

Working parts are resistant to
blood
54

1- The temperature varies depending upon operating conditions

2

40 - 120 ° C- when patient tissue is between active and passive jaws
100 - 300 ®C - active and passive jaws are closed without tissue
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YCNnoBUSA XpaHeHVA U TPaHCNOPTUPOBKN
Temnieparypa: o1 -22 °C fo +60 °C

OtHocuTebHast BNaxkHOCTL: 0T 10 A0 80% (663 KoHAEHCaLM)

XpaHUTb B 3aLLMLLIEHHOM OT BO3AEMCTBYS MPsIMbIX CONHEYHbIX JTydeld, Teria v

3aMopaXKMBaHA MECTE.

OCHOBHble TEXHUYECKME XapaKTepUCTUKM
XapakTepucTrKun
Cwna 3a0k1Ma NPYKAMHOA 6paHLLIY, H
MakcuMabHbIA - IMaMeTP  LIENeBOr0  y4yacTKa
TKaHW, 15 MPOBEAEHNA MaHUMY IALMM, MM
"abaputHble pasvepbl (A x B x C x D), Mv
[yanasoH paboumx Temreparyp fessus’, °C»

MaKcMMa/TbHBIA Yro/T OTKIIOHEHNS MPVDKMHO
6paHLLK, °
[/MHa aKTviBHOM 6paHLLK, MM

MonoXKeHe PaBoUMIX YacTeli Mpy VX CMbIKAHM

3HaueHne
He meHee 10.9

5

192 X 15,2x94x28,2
40 - 300

2T

16

Paboume HacTy I0/DKHbI
CMbIKATLCS MO BCEM

[/WHe
Pa3vepbI 3aMKa paboyeit YacT, Mv 53,3 X76,2 X27,9
Macca 3amMKa paboueii YacTu, 1 27
TpeboBaHMSA K paboumm MOBEPXHOCTSM M Kpasivi LLepoxoBaTbie
MA MOBEPXHOCTW, OCTPbIe

YI/bl Y KPOMKA
OTCYTCTBYIOT
MepMeTUYHOCTL paboyeit Yact M/ pabouve Yacm
repveTUYHbI
YCTONUMBOCTb paboyeli YacTi K G1OMIorMUECKM pa60li|/|e yacmm
HUOKOCTAM YCTONUMBbI K
BO3LEVCTBUIO KPOBY
Macca, r 54
1 Temneparypa 3aB/CUT OT YC/IOBUIA SKCTUTyaTaLymn
2.
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40 - 120 ° C - mexXay aKTVBHOM W MacCYBHOM GpaHLLIAMA HaxoauTcsl TKaHb

naLyieHTa
100 - 300 ° C - aKTvBHasA W naccviBHas GpaHLLIM COMKHYTbI 6e3 TKaHN Mexy
HAMA
Specifications Value XapaKTepucTuKu 3HaueHue
Class of protection against Class | Knacc 3aLumThbl OT MOPaYKeHWsT A/IeKTpUYeCKM  Kriacc |
electric shock TOKOM
Type of working pert Type CF
Operating mode Continuous duty Tvin paboueit YacTu ™n CF
Time of establishment of the Max. 10 sec .
operating mode Mpoao/PKTENBHOCTL PaboTh! NPOLO/DKATENbHBIA
Meax. output power, W 35 peXkim
Max. output voltage, V 150
Max. loop resistance. Ohm 375 Bpemsi yCTaHOB/IEHVS paboYero pexxvmMa Makc. 10
Maximum current, mA 400
Blade frequency, Hz 55500 MekcvvarbHas BbXOHasA MOLLHOCTb, BT 35
Max. blade amplitude, pm 73 MakcyMaribHOe BbIXOAHOE HanpsbkeHve, B 150
MakcrMaribHOE 3/1eKTPUYECKOe 375
COMPOTVB/IEHVIE 3/IEKTPUYECKOIO KOHTYpa. Om
MakcumaribHb I TOK, MA 400
YacTtoTa fiessus, 'y, 55500
MakcymaribHas aMrinTya SIe3Bus, MKV 73

Characteristics of ultrasonic electrosui®ical generator GENII for XapaKTepuUCTUKW reHeparTopa 3/1eKTPOXUPYPryecKoro yabTpassyKoBOro
connections of instruments

Class of protection against Class | Knacc saumrbl o7  Kracc |

electric shock nopaeHA

Type ofworking part CF type :giomMpmqecmM

Input characteristics 100-240V  50/60 Hz, 500 VA. Patouas Tvina CE
BxogHble 100-240 B  50/60 'y, 500 BA
XapaKTepUCTUKA
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Output characteristics 150 VAC RMS maximum (unless

otherwise specified in the instrument
IFU)

35 watts continuous (unless otherwise
specified in the instrument 1FU)

30-80 kHz (55.5 kHz unless otherwise
specified in the instrument 1FU)

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

The Hand Piece and Test Tip (no medical devices) packaged separately
are shipped non-sterile and must be sterilized per the insert instructions
prior to each use

Preventive inspection

Before use be sure to check the tool or any other used medical devices for
the absence of any defects or damage, e.g., rough surfaces, nicks or
blemishes.

Assembly
1 Using aseptic technigue, remove the instrument fromthe package. To
avoid damage, do not flip the instrument into the sterile field

2 While holding the Hand Piece, attach the instrument by rotating it
onto the Hand Piece in a clockwise rotation as viewed from the distal
end of the instrument (finger tight only) (Illustration 2).

3 Use the Gray Torque Whrench to tighten the instrument onto the Hand
Piece. Turn the wrench clockwise while holding the Hand Piece until
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BbxogHble
XapaKTepUCTVKUA

Makc. 150 B nepemeH, Toka, RMS (ecim
[pyroe He ornpegesieHo B VIHCTpyKUuM 1o
MPUMEHEHWIO UHCTPYMEHTA)

35 BarT HenpepbIBHOMA MOLLHOCTL  (eC/n
[pyroe He ornpegenieHo B VIHCTpyKUumM 1o
NPUMEHEHUIO HCTPYMEHTA)

30 - 80 Ky (555 K'Y, ecm apyroe He
YKazaHo B VIHCTpPYKUMM MO NPUMEHEHWIO

VHCTPYMEHTA)

MHCTpyKUmn no sKcnayaTaumm

MpoBepbTe  COBMECTUMOCTb  BCEX  MHCTPYMEHTOB M aKCecCyapoB  Mepser
MCMOMBb30BaHNEM  MHCTPyMeHTa (CM.  pasoen  «[pefynpeXxaeHnst 1 Mepbl
NPEAOCTOPOXHOCTUY).

JlanapocoHMyecKast PyKosITKa W MPOBEPOUHbIA  HAKOHEYHVK (He SIBNseTcs
MEOVLHCKUM  M3[e/IieM)  MOCTaB/skOTCd B OTAE/bHOM  YMAKOBKe
HECTEPWIbHBIMI, U HE BXOAAT B KOMIVIEKT MOCTaBKN MHCTPYMEHTA, U JO/DKHbI
nepes KakibM  WCMOMb30BaHVEM  MPOXOMTL  CTEPWIM3ALIMIO - COr/IacHO
VHCTPYKLMSM JIICTOBKW-BK/TabILLEA.

MpothrnakTUYECKW 0OCMOTP

Meper, NpMMEHeHVEM HEOOXOAMMO 06s13aTe/IbHO MPOBEPSTL UHCTPYMEHT Wi
MoGble Apyruve VCrosb3yemble MEAVLMHCKME UBLENNA Ha OTCYTCTBUE KaKMX-
60 AetheKTOB W MOBPEXAEHMIA, HaNpMVIEP, LLEPOXOBATbIX MOBEPXHOCTEM,
OCTPbIX YI/I0B W KPOMOK.

Mopsfok c6opKu

1 Cobnogasi MpaBWia acerTUK, M3B/IEKUTE MHCTPYMEHT M3 YIaKoBKU. Bo
M30eXaHe MOBPEXKAEHWA aKKypaTHO [MOMECTUTE WHCTPYMEHT B
CTepWILHOE More.

2 [MpyoepxviBast  NaNapOCOHNYECKYHO  PYKOSTKY, MPUKPenuTe K Hel
WHCTPYMEHT, HaBEpHyB VIHCTPYMEHT Ha J1arnapOCOHNYECKYIO PYKOSITKY
(BpaLLATL CrieyeT Mo YacoBOA CTPESIKe, eC/iM CMOTPETL C AVCTa/IbHOMo
KOHLA MHCTPYMEHTa; 3aTArvBarh CrieayeT BpyUHyto) (CM. puc.2).

3 Vcnonb3ynte cepbii 3aMOK  paboyeli YacTv A1 NpYICoeaMHEHS
WHCTPYMEHTa K /1arnapoCOHNYECKO PyKOsTKe. [MoBopaumBalite 3aMOK
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it clicks twice, indicating that sufficient torque has been applied to
secure the instrument (lllustration 3). To ensure properly assembly,
do not grip the instrument handle while applying torque with the
Torgue Wrench.

Caution: Do not torgue the instrument by hand or damage may occur
to the Hand Piece. Do not use any means other than the Torque
Wirench to attach or detach the instrument from the Hand Piece.

Remove the Torque Wirench from the instrument. Do not discard the
disposable Torque Wrench until the completion of the surgical case.
The Torque Wrench is used for removal of the instrument from the
Hand Piece following the procedure (Illustration 4). In the event the
Torque Wrench falls out of the sterile field, replace with a sterile
Gray Torque Wrench. Do not re-sterilize the disposable Torque
Wrench.

Caution: Take care to avoid dam”e to the shears when removing the
Torque Wrench from the instrument.

The second activation tone can be turned off under the “Settings”
Menu on the ultrasonic generator Gl (GENII). See ultrasonic
Generator Operator’s Manual for more information.

This will deactivate the second activation tone only; this will not
affect the Adaptive Tissue Technology’s modulation and decrease of

pOWer output.

Operation
Refer to a compatible ultrasonic Generatorllser Manual for hand piece
attachment and system operation instructions.

1 Connect the assembled Hand Piece and instrument to the ultrasonic
generator and tum the ultrasonic generator power on. Do not tum the
ultrasonic generator power on before the Hand Piece and instrument
are connected to the ultrasonic generator.
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5

pabouyein YacT MO YaCOBOM CTPE/SKe, MPUIEPKVBAs fAarapOCOHNYECKYHO
PYKOSITKY, MOKa He pa3facTcsl [BOMHOM LLEMYOK, CBMAETENbCTBYIOLLMIA O
TOM, YTO [/191 3aKPErVIeHUs S1Ie3BUS BbUT0 MPUIOXKEHO JOCTATOHHOE YCWne
(prc.3). Ona npaBWILHOTO 3aKPervIeHUs! WHCTPYMeHTa He Crieayet
COKAMATbL PYYKYy WHCTPYMeHTa BO Bpemsl MPUMEHEHUS BPaLLAOLLEro
YCWMSI 3aMKOM paboYein YacTu.

BHumaHve! He criegyeT KpyTUTb WHCTPYMEHT BpY4YHYHO 6e3 3amka
paboyeli UacTy, Tak Kak Mpr 3TOM MOXHO MOBPeUTH JlariaproCOHNYECKYHO
PYKOSITKY. 3arnpeLLipeTcs  MUCMo/b30BaTb  Kakuve-bo [pyrve Cpeacrsa,
KpOMe 3aMKa p>eboue YacTW, A MPUCOEOVHEHWSI WHCTPyMeHTa K
NanapoCOHNYECKOM PYKOSTTKE 1 OTCOEAVIHEHNIS OT Hee.

OrtcoeanHMTe 3aMOK paboudeld YacTy 0T MHCTPyMeHTa. 3aMOK paboqeit
YacTu He CrefyeT YTWIM3MPOBaTb A0 OKOHYaHUS  OMepaTuBHOMO
BMELLIATE/LCTBA. 3aMOK paboyeil YacTi UCMOMb3YeTCs /1A OTCOEAVHEHVSE
VHCTPYMeHTa OT /1arapOCOHNYECKOA PYKOSTTKIA 10 OKOHYaHUM MPOLIEaYpb!
(pnc.4). Ecnm 3amMOK paboyeli YacTy BbINageT 3a MP>eaebl CTEPWILHOM
Monsi, 3aMEHUTE ero CTePWIbHbIM CepbIM 3aMKOM p)abouein Yact. He
MbITalATeCh MOBTOPHO CTEPWIM30BATL OAHOPa30Bb I 3aMOK paboYel YacTut.
BHuMaHve! Mpy 0TcoeayHeHMM 3avKa paboudeli YacTu 0T MHCTPYMeHTa
OyabTe OCTOPOXKHbI, YTOObI He MOBPEUTL MHCTPYMEHT.

BTopoii  3BYKOBOM  CUMrHa1 — akivBaLym  MOXHO  OTK/IHOMUTD,
BOCMO/b30BaBLLMCL MeHH0  Settings  («HacTpoliki») - yibTpasByKOBOIrO
reHeparopa. JorosHMTeIbHYH MHGOpMALIO MOXKHO HalATV B MOCOGMM M0
IKCIUTyaTaLyn yrisTPasByKOBOIO MreHeparTopa.

3Ta HacTpolika TObKO OTK/IHOHaET MoJady 3BYKOBOIO CUMHa/Ia; OHa He
B/ISIET Ha NPOBELEHVIe MOSY LN 1 YMEHbLLEHWS BbIXOAHOW MOLLHOCTH,
KOTOPbe SIB/MAOTCA YACTBHO TEXHOOMM 3AarTaLyv K TKaHAM.

Skcnnyartaums

3a VIHCTPYKUMSIMA 10 MPUCOEAVHEHWIO 1arNapOCOHNYECKON PyKOSTKUA WU 110
IKCIVlyaraLym  CUCTeMbl  00paTUTEC K CMPaBOYHMKY  M0/1b30BaTeS1s
COBMECTVIMbIM C Y/bTPa3BYKOBbIM FeHepaTopoM

1

MoakroUMTe COGPaHHbIE TAMaPOCOHMYECKYHO PYKOSTTKY U UHCTPYMEHT K
YNbTPasByKOBOMY FeHEpaTopy M BK/HOHMTE 3/IEKTONUTaHVE FeHepaTopa
3anpeLLIRETCA BKIIHOMATH 3/IEKTPONMTaHYIE Y/IbTPA3BYKOBOIO FeHepaTopaio
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Select the desired variable or minimum power level using the

INCREASE and DECREASE buttons on the ultrasonic generator.
. Minimum starting power level defaults to power level 3
(Mustration 5). For greater tissue cutting speed use a higher
ultrasonic generator power level, and for greater coagulation use a
lower ultrasonic generator power level. The amount of energy
delivered to the tissue and resultant tissue effects are a function of
many factors, including the power level selected, blade
characteristics, grip force, tissue tension, tissue type, pathology,
and surgical technique.

. MAX power is set at power level 5and cannot be adjusted.

3 The Harmonic Focus+ Shears instrument may be operated with either
the foot switch or hand control. For foot switch or hand control
function, refer to acompatible, ultrasonic Generator User Manual for
further detail and setup and operation instructions.

For optimal performance, clean the instrument blade and clamp arm
throughout the procedure by activating the instrument tip in sterile
saline (lllustration 6). The instrument can be wiped with a sterile
moist gauze sponge to remove tissue, if necessary.

WARNING: Do not touch the instrument to metal while activated
(Hustration 7). See Warnings and Precautions.

5 Iftissue is still visible in the clamp arm, use hemostats to remove 5
residue (Illustration 8).
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MOLAK/MHOYEHMS  1AMaPOCOHMHECKOM
Y/bTPa3BYKOBOMY FeHepaTopy.

C nomowpto kHomok INCREASE 1 DECREASE Ha CeHCOpHOM aKpaHe
YNbTPa3ByKOBOIO eHepaTopa YCTaHOBUTE HeOOXOAVIMbIA TMepeMeHHb I
Wi MH/NMI&/TbHb I YPOBEHD MOLLIHOCTA.
e [lo ymMoM4aHWIO YCTaHOR/IEH MUHMMAbHBIA Haua/bHbIA YPOBEHD
MOLLIHOCTI, paBHbIA 3 (puc.5). [ns yBenMUeHNs CKOPOCTY paspesaHis
TKaHW CrieayeT WCro/b30BaTh 00/ee BbICOKUM YPOBEHb MOLLHOCTU
YNbTPa3ByKOBOIO MeHeparopa, a /i YCWIeHVs Koarynsum - 6onee
H/3KWA  ypoBeHb., KOMMYeCTBO 3Heprvn, MojaBaemMoe B TKaHU
MaLyieHTa, 1 COOTBETCTBYHOLLIEE IEICTBIME HA TKaH 3aBUCUT OT MHOIX
(baKTOpPOB, B TOM 4uC/le - BbIOPAHHONO YPOBHA  MOLLIHOCTH,
XaPaKTEPVICTVIK JIE3BVIS, CWTbI XBATKM, HANPSDKEHVIA TKaHW, TUMa TKaHW,
NaTo/Iorn N XUPYPryecKori METOAUKA.
e MoLLHoCTb ypoBHA MAX COOTBETCTBYET YPOBHHO MOLLHOCTU 5 1
He pery/impyeTcs.
VIHCTPYyMEHTOM MOXXHO YMpas/ifiTb C MOMOLLHO HOXXHOTO MepeK/IoHaTess
(BX0OMT B KOMIVIeKT roctaBku [eHepatopa GENII) wwm anemeHToB
YNpaB/eHns  flarapoCoHNYECKON PYKOATKW. 38 VHCTPYKUMSMA - 110
UCMOMb30BaHMIO HOXHOMO  MEPEK/IioaTeNIi 1 3/1eMEHTOB  YIpaB/ieHUs
JlarapoCOHNYECKO PYKOSITKI, @ Takoke 38 MHCTPYKLVISIMA 10 HaCTPOViIKe 1
JKCIUTyaTaLpmm 06paTUTeCh K CMPaBOYHIMKY M0/1b30BAaTe/15 COBMECTVIMBIM C

YNbTPa3BYyKOBbIM FEHEPATOPOM.

PYKOSITKW UM MHCTPyMeHTa K

Ona  obecriedeHNss  OMTUMASIBHOM  PaboTbl  WMHCTPYMEHTa W /1S
NPenoTBPALLIEHNS MPWIMNAHUS TKAHEA Ha NMPOTSDKEHWN BCeld NMPOLEaYyPbI
OUULLIGIATE /1e3BME VHCTPYMEHTA U MACCVBHYHO GpaHLLYy, aKTVBUPYS KOHELL
WHCTPYMEHTa B CTEPWILHOM (OM3MOMOMMYeckom pactsope (puvc.6). Ecm
BOSHMKAET HEOOXOAUMOCTb YAa/IleHUs] TKaHel, WHCTPYMEHT  CrieayeT
MPOTUPATL CTEPWIbHBIM B/iaXkHBIM MapsieBbIM TamrioHoM. OCTOPOXXHO!
He cneplyeT KacarbCsi aKTMB/POBaHHBIM MHCTPYMEHTOM METa/VIMHECKUX
npeavetos  (puc.7). Cm.  pasgen  «IpedynpeXxaeHns U Mepbl
MPEesOCTOPOXKHOCTIA.

Ecnm Ha naccBHOl GpaHLLe BCe eLLE BATHLI TKaHW, UCMOMb3yiTe 4 UX
yAarieHNs1 KPOBOOCTaHAB/BAKOLLIIN 3a>KM (pic. 8).
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Disassembly
1 Tum the ultrasonic generator OFF at the power switch.

2 Close the clamp armand place the Gray Torque Wrench over
the distal end of the instrument.

3 While holding the Hand Piece, loosen the instrument by
tuming the Torque Wiench counterclockwise. Continue to
loosen by tuming the instrument manually to completely
unscrew it fromthe Handp iece.

4 Remove the Torque Wiench from the instrument. Dispose of
the instrument and the Torque Wrench in an appropriate
container.

Warnings and Precautions

all versions of ultrasonic instruments for the electrosurgical ultrasound
generator GEN11)

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

« 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 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 bum hazards to both patient and medical personnel and
damage to the device or other medical instruments. Ensure that
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naLyieHTa Mexay /ie3BvieM U TKaHeBOV MPOKMaAKoN CriefyeT JepkaTb
OpaHLLM OTKPbITbIMY, YTOObI U30EXKaTL MOBPEXLEHISA OMOPHOIA KOMOAKM U
MOBbILLEHUS TeMriepaTypbl /Ie3BYSl, TKaHEBOW MPOKIaAK/ 1 AUCTa/IbHOMO
KOHLLa /Ie3BUSA.

JemMoHTaxXK

1 TMpvBeauTe BbIKMKOHATE b AIEKTPONUTaHMA Y/IbTPa3BYKOBOIO reHeparopa
B ronoxeHvie OFF.

2 3aKpoiiTe NacvBHYO 6paHLLY 1 MoMecTUTe Cepbli 3aMOK paboyein YacTu
Ha VICTa/bHbIA KOHELL MHCTPYMeHTa.

3 TMpuoepxBast anapoCOHNYECKYHO PYKOSITKY, OCMabbTe WHCTPYMEHT,
roBopauMBasi 3aMOK pabouyeli 4YacT  MPOTVB  YacOBON  CTPESKA.
MpogomxaliTe 0cnabnATb KpervieHre, BpyUHYHO MoBopaqmBasi HCTPYMEHT
[0 MO/THOMO OTBUHHYMBAHMSA OT J1aMNaPOCOHNYECKON PYKOSTTKY.

4 OTcoeaMHUTE 3aMOK pabdoyeli YacT OT MHCTPYMeHTa. Y TwsupyiTe

VHCTPYMEHT M 3aMOK paboyeli YacTi, BOCMO/b30BaBLLMChL /11 3TOr0
COOTBETCTBYHOLLIIM KOHTEAHEPOM.

MpeaynpexaeHnst 1 Mepbl NPeA0CTOPOXHOCTA
« ATTENTION! Product modifications are not allowed! (Applicable for < BHVIMAHVE! Mogmdwmkauwms mnerms He goryckaetca! (MprmveHrvo Ania

BCEX BapWAHTOB WCTMOMHEHUA  MHCTPYMEHTOB Y bTPasByKOBbIX [/
reHepaTopa aMeKTPOXUPYPIrMYECKOro ybTpasBykoBoro GEN11)

* BHuwvaHve! CornacHo (hefepasibHoMy 3akoHofateniscty CLLIA, npogaka

3TOro M3AENMNA MOXKET OCYLLIECTB/IATLCA TO/TbKO BpayomM Wi Mo MNopyyeHUO
Bpa4a.

* MH/MAIBHO VHBA3VBHBEE MPOLIEAYPbI MOMYT BbINOSHATHCS TOSBKO SALIAMA,

NPOLLEALLMMA COOTBETCTBYHOLLIEE 0BYUEHWNE 1 3HAKOMBIMA C MUHVIMA/IbHO
MHBa3VBHbIMM  TexHosorwsimk.  [Mpexkae 4YemM  MPOBOAUTL  JOOble
Ma/IOVHBa3VBHbEE  MPOLIEAYPbl,  VBYYUTE  MEAULIHCKYHO  JIATEpaTypy,
KacaloLLIyHOCs1 COOTBETCTBYHOLLMX METO/O0B W CBS3aHHBIX C 3TVIM OC/IOKHEHWIA
11 OMAcHOCTEMN.

° |/|HCprMeI-I'I'bI, pa60Tal-0LLM€ M0 MVMHUM&/TbHO MHBASMBHbLIM TEXHO/10I NAM,

MOryT 6bITb pasHbIMA Y PasHbIX MPOV3BOAVITENEN 0bopyaoBaHus. Ecim B
MpoLiefype  MCMOMb3yHTCA  MUHAM&/IBHO  VHBa3VBHbE  MHCTPYMEHTBI U
BCriOMOrate/isHoe  060pyfoBaHVe  MPOM3BOACTBA  PasHbX  KOMIMaHW,
y6eauTeCh B MX COBMECTUMOCTM 10 Ha4a/1a MpoLEaypbl.
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The blade is ultrasonically energized when either the foot switch 6

pedal is depressed or one of the hand controls is depressed.

*Pressing either the left foot pedal of the foot switch or the proximal
hand control (MIN) on the instrument activates the selected minimum
power level.

*Pressing either the right foot pedal of the foot switch or distal hand
control (MAX) on the instrument activates the maximum power level.
*The ultrasonic generator provides an audible tone to indicate when
the instrument blade is active.

*The ultrasonic generator changes to a second activation tone as
Adaptive Tissue Technology regulates the delivery of energy.
*Thermal influences such as fluids or minimal to no tissue in the jaws
may affect the presence or timing of the tone change.

*The tone change does not provide confirmation of tissue effect.
When the second tone is heard, the situation should be assessed and
the intended surgical action completed, such as gradual application of
tension to facilitate transection.

*The secondary activation tone change is not a substitute for surgical
experience.

WARNING: Avoid accidental contact with other Instrurments during
use. Scratches on the blade may lead to premature blade failure. See
Warnings and Precautions.

Close the clamp armand insert the instrument through the incision.
Use the Harmonic Focus+ Shears for dissection, grasping,
coagulation, and cutting between the blade and clamp arm Use the
top of the blade with the clamp armopen if using for backcutting.
WARNING: Keep the clamp armopen when backcuttir™ or while the
blade is active, without tissue between the blade and tissue pad, to
avoid damage to the tissue pad.
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JlesBve  MonyyaeT  Y/bTPasBYKOBYKO — 3HEPIUIO,  KOrfa  Haxkar
repeK/ovaTe/lb  HOKHOM Mejayii WM OfiHA W3  KHOMOK  Py4HOro
YMpaB/eHVIs.

*Haxkatvie S1IeBOro NepeksIoHaTesst HOKHOM NMefa/in WA HVDKHEN KHOMKA
pyuHoro ynpaeneHnss (MIN) Ha Kopryce WMHCTpYMeHTa aKTVBUPYeT
BbI6paHHb I MAH/MA/TbHB I YPOBEH MOLLIHOCTM.

*HaxaTvie NpaBoro MepeksoHaTesil HOKHOM Mefa/iv Wi AUCTa/IbHOM
KHOMKN  pyyHoro ynpasreHnst (MAX) Ha  Kopriyce WHCTPYMEHTa
aKTUBVPYET BbIopaHHbI MaKCVIMaSTbHb I YPOBEHb MOLLIHOCT.

*Kora nie3Brie HCTPYMeHTa aKTUBHO, Y/bTPa3BYKOBOW reHeparop U3aaeT
OTYET/IMBO C/IbILLMMb I 3BYKOBOW CUMHaYN.

* YNbTpasByKOBOW reHepaTop NEPEK/OHaETCA Ha BTOPOIA aKTVBaLWIOHHb I
3BYKOBOI CUrHaY1, KOra rnogada aHeprm perysivpyeTcsi B COOTBETCTBUM C
TEXHO/OTVIEN afiarTaLv K TKaHAM.

*Ha Ha/muve M MOMEHT V3MEHEHVSI 3BYKOBOTO CUTHa/ia  B/MSHOT
pa3/IMYHbE TEPMUYECKVIE BOSLEMCTBIS, Takvie KaK Ha/IMUME YXUOKOCTU Y
Masioe KO/IMYECTBO WM OTCYTCTBYE TKaHW B 3aXBare MHCTPYMeHTa.
*/I3MeHeHVie TOHa He 06513aTe/TbHO SIB/ISETCS CBUAETE/ICTBOM BO3AEVICTBIA
Ha TKaHW. ECnn ynbTpasByKOBOW reHepatop MofaeT 3BYKOBOW CUMMHaU
BTOPOr0 TUNM, C/IeAyeT OLIEHNTL OMepaLiMoHHYHO CUTYaLMIO 1 38BEPLLUTL
3arViaHMpoBaHHOE — XUPYPrUYecKoe — BO3AEMCTBME  HA  TKaHU
COOTBETCTBYIOLLWIM 00pa3soM - Harpviviep, MOCTENeHHO  YBe/MuMBas
[JABrIeHVie Ha TKaHW, YToObI pacceyb VX,

*Ha/mue BTOPOro axTVBaLMOHHOMO 3BYKOBOMO CUTHaa CIYXUT /151
VH(OPMALOHHBIX LIEMeld 1 He 3aMeHsIET OrbIT Bpaya, MPOBOLALLErO
orepaLyito.

OCTOPOXXHO! TMpy Mo/nb30BaHAN MHCTPYMEHTOM CriedyeT msberarb
C/ly4aliHOTO KOHTaKTa C APYrIMN MHCTPYMeHTaMW.  LiaparniHb! Ha fiessim

MOMyT TMPMBECTU K €ro MpexaeBpemMeHHOMy OTKasy. Cm.  pasgen
«[peaynpexXaeHist U Mepb NPeOCTOPOXKHOCTIA.

3aKpoiiTe MaccMBHYHO OpaHLLy W BBefWTe WHCTPYMEHT Yepes paspes.
Vicronb3yiiTe MHCTPYMEHT /19 PACCeYEHMA N KoaryrisiLyim TKaHN MeXay
Ne3BVIEM W MPUXBATOM. BepXHHOH YaCTb /13811 NP OTKPbLITON NacCcBHOM
OpaHLle  MOXHO  UCro/Mb30BaTb [ paccedyeHnss TKaHA B
MPOTUBOMO/IOXHOM Harpas/eH .

OCTOPOXXHO! TMp  pacceyeHMM TKaHW B MPOTUBOMO/IOKHOM
HarpaBMeH M WX NP BK/IKOYEHHOM J1E3BAM N OTCYTCTBUM  TKaHM
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electrical insulation or grounding is not compromised. Do not immerse
instruments in liquid unless the instruments are designed and labeled to
be immersed.

« Verify compatibility with generators. Harmonic Foos<SH Shears are
compatible only with Ethicon Endo-Surgery Generator G11 (GEN11)
software version 2013 _| or later. Software revision can be found under
“System Information” in the Generator Gil (GENII) “Settings”
Menu. Refer to the Generator Gil (GENU) Operator’s Manual for
more information.

« Audible high-pitched ringing, resonating from the blade or Hand Piece,
are an abnormal condition and an indicator that the blade or Hand Piece
is not operating properly. The ringing 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 shaft temperatures and
user or patient injury.

« Incase of system failure, ensure the availability of the appropriate back-
up equipment relevant to the specific procedure.

« Blood and tissue buildup between the blade and shaft may result in
abnormally high temperatures at the distal end of the shaft. To prevent
bum injury, remove any visible tissue buildup at the distal end of the
shaft.

* As with all energy sources (Eleclrosurgery, 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.
« Do not attempt to bend, sharpen, or otherwise alter the shape of the
blade. Doing so may cause blade failure and user or patient injury.
» To avoid user or patient injury in the event that accidental activation
occurs, the instrument blade, clamp arm, and distal end of the shaft
should not be in contact with the patient, drapes, or flammable
materials while not in use.
» During and following activation in tissue, the instrument blade and
clamp arm may become hot. Avoid unintended contact with tissue,
drapes, surgical gowns, or other unintended sites at all times.
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* YUT06bI NPeaoTBpaTUTb BO3MOXKHOE MOPAKEHWE 3MIEKTPUYECKM TOKOM U
OKOMM KaK Y MalyeHTa, TaK W Yy MEeJVLIMHCKOIO MepcoHasia, a Takke
MOBPEXAEHIE JAHHOMO YCTPOWCTBA W APYTUX MEAVLIMHCKUX MHCTPYMEHTOB,
HY>XHO [IOCKOHA/TbHOE MOHMMaHMe NMPUHLUMMOB 1 METOLO0B, VCMOMb3yeMbIX B
NasepHbIX,  AMEKTPOXVIPYPIMYECKUX U Y/IbTPa3BYKOBbLIX  MPOLEeaypax.
MpoBepbTe  LEIOCTHOCTL  3/IEKTPUYECKOA V301U U 3a3eM/IEHUS.
3anpeLLipeTca  norpyarb MHCTPYMEHTbI B XWAKOCTb, 32 WCK/HOHEHVEM
C/lyYaeB, KOrja OHWM [ 3TOr0 MpegHasHadeHbl M HA HUX MIMEETCA
COOTBETCTBYHOLLIAS MOMETKA.

* [MpoBepbTe COBMECTUMOCTb YCTPOWCTBA C reHepaTopoM.  HoXHMUbI
Harmonic FoousfSH coBMECTUMbI TO/IbKO C FeHepaTopoM MPoM3BoACTBa
Ethicon Endo-Surgery GIlI (GENII) ¢ nporpamvHbIM 06ecreqeHem
Bepcumn He Hoke 2013 1. Homep Bepcun MO MOXHO HaiiTy B pasgesie System
Information («CucTeMHass MHGopMaLis») MeHK0 Settings («HacTpoiKii»)
reHepatopa G11(GENL1). JononHuTenbHyH MHOopMaLO MOXHO HaliT B
Nocooum Mo sKcrvTyaTauym reHepatopa G11(GEN1D).

* OTYET/IMBO C/bILLHBIA BbICOKUIA 3BOH, UCXOAALLMIA OT JIE3BUS WA PYYHOIO
0/10Ka, He SBMSETCA HOPMOA N CBULETENIbCTBYET O HapyLLEHUN (DyHKLMIA
NIe3BUA WA PYYHOrO 6/10Ka. 3TOT 3BYK MOXET YKasbiBaTb Ha UCTEYeHue
CPOKa 3KCIUTyaTaLym Py4HOro 6/10Ka Wi Ha HenpaBibHOE MPUKPErvIeHVe
Ne3BVISi, CrIeCTBYEM Yero MOXET CTaTb aHOMa/TbHO BbICOKas TeMriepartypa
CTEPXKHS W HAHECEHVIe TPaBMbl MEAVLIMHCKOMY MEPCOHaUTY WM MaLVeHTY.

* YbeauTeCb B Ha/M4MM 3ariacHoOro 060pyLOBaHUs!, COOTBETCTBYHOLLEIO
MPOBOAVIMON MPOLieAype, Ha Crly4aii 0TKasa CUCTEMbL.

* [ocTeneHHoe HaKOrVIeHVE KPOBM M TKaHE MeXKy JIe3BMEM W CTEPXKHEM
MOXET MPMBECTU KaHOMa/IbHO BbICOKOM TemrepaType Ha AVCTa/lbHOM KOHLE
CTePXKHA. [/19 NpeoTBpaLLEHNS TEPMAYECKO TpaBMbI CrIeLYeT YAasTh BCe
BULVIMbIE HAC/IOEHSA TKaHe Ha AUCTa/TbHOM KOHLIE CTEXHS.

* Kak ® Mpy uCronb3oBaHM H0ObIX APYrUX WCTOYHUKOB 3HEpPTiu
(3M1eKTPOXVIPYPINYECKUX, JTa3ePHBIX WK Y/bTPa3BYKOBbIX UHCTPYMEHTOB),
BO3HMKaET  npobsieva  MOTEHUM&TbHOTO  KAHLIEPOreHHOTO WK
VH(EKLIMOHHOMO BO3AEICTBMS MOGOYHLIX MPOAYKTOB, & UMEHHO - 0b/iaka
B3BELLEHHbIX YaCTUL, W LLIefdha bIvia OT TKaHel. Kak Mpu OTKPbITOM, Tak 1
Mpy  NanapocKOMMYECKOM  BMeLLATESIbCTBe  CriedyeT  MpUMeHSTb

COOTBETCTBYHOLLIE MEPbI3ALLMTBI, TaKMe KakK 3aLLyTa [y 7183, PeCcrivpaTopbl
1 apeKTVBHbIE CUCTEMbI YasIeHUS bV,
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« Incidental and prolonged activation against solid surfaces, such as
bone, may result in blade heating and subsequent blade failure, and
should be avoided.

* Avoid contact with any and all metal or plastic instruments or objects
when the instrument is activated. Contact with staples, clips, or other
instruments while the instrument is activated may result in cracked or
broken blades, which may be identified by generator solid tone or
instrurment error.

» Scratches on the blade may lead to premature blade failure.

* Care should be taken not to apply pressure between the instrument
blade and tissue pad without having tissue between them. Clamping the
tissue pad against the active blade without tissue on the full length of
the blade will result in higher blade, clamp arm and distal shaft
temperatures and can result in possible damage to the instrument. Ifthis
happens, there may be a system failure signaled by a continuous tone
or alert screen when either of the foot pedals or hand control buttons is
depressed.

* Keep thejaws of the device open when backcutting or while the blade
is active without tissue between the blade and tissue pad to avoid
damage to the tissue pad and increased blade, clamp arm, and distal
shaft temperatures.

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

« The entire exposed blade tip and any exposed blade shaft is active and
will cut/coagulate tissue when the Harmonic Focus®+ Shears blade is
activated. Be careful to avoid inadvertent contact between all exposed
blade surfaces and surrounding tissue when using the Harmonic Focus
+ instrument.

* Use only the Harmonic Foot Switch, and the Blue Hand Piece, with
the Focus + instrument to ensure compatibility with the Generator.

* After removing the instrument, examine the tissue for hemostasis. If
hemostasis is not present, appropriate techniques should be used to
achieve hemostasis.
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* 3anpeLLgetca crubartb fie3Bue, TOUATL ero WM iobbIM VMHBbIM 06pasoM
VBVEHATb ero oopMy. 3TO MOXET BbBBATb OTKa3 JIE3BUA U MPUBECTU K
TpaBMe Y MEAVILIMHCKOTO MepcoHasia Wi MaLyieHTa.

* UT00b1 M36eKaThb TPaBM Y MEAULIMHCKOIO NepcoHara v NauyeHToB BC/Ty4ae
HerpefHaMePeHHOI aKTUBALWIM YCTPOVCTBA, J1e3BUe, MPMXBAT U AVCTa/bHbIA
KOHeL|, CTEXHSA He O/DKHbI CONMPUKAcaTLCA C MaLyieHTOM, XUPYPrtyecKMm
MPOCTBHAMA WA BOCTVIAMEHSIIOLLWMMACA ~ MaTepria/iaMy,  [ake Korga
YCTPOIACTBO He UCTO/Ib3YeTCs.

m B npougcce 1Cronb30BaHUA M HEMOCPEACTBEHHO MOC/e Hero Jiessue
VHCTPYMEHTa M MPMXBAT MOIYT CWIbHO HarpeTbCs. H B Kakoe Bpems He
crefyeT [OMycKaTb HenpeaHaMepPeHHOrO COMPUKOCHOBEHUST C TKaHAMA
YerioBeka, XPYPruyYecK/MM MPOCTbIHAMK, MEAVILMHCKOM CrEeLOAeXaon u
MOObIMM  IPYTMA - MPeSMeTaMM U ydacTKaMK, KOTOpbE [J19 3TOro He
MNpefHasHaYeHb .

* CryyaliHast JymTe/ibHas aKTUBaLW NP COMPUKOCHOBEHUM C TBepPAbIMA
MOBEPXHOCTAMA  (TaKMN KaK KOCTb) MOXET MPUBECTU K MeperpeBy U
MoC/IeayrOLLEMY OTKa3y JIe3BMS, MO3TOMY Mogo6HOro CrieayeT vsberarb.

» Criegyte 3a TeM, YTOObl BK/OYEHHOE YCTPOWCTBO HE COMPMKAcasiochb C
METVIMHECKIMA WM [VIaCTVKOBbIMA  MHCTPYyMeHTaMW.  KOHTaKT
BK/IFOYEHHOr0  YCTPOCTBA € APYIYMU  WMHCTPYMEHTaMK, CKOOKaMu,
3DKMMaMM MOXET MPYBECTU K BOSHMKHOBEHMIO TPELLYH B JIe3BUSIX WM K
pas/ioMy JIe3BUI, Ha/Muve Yero MOXHO OMpPefeMTb MO HernpepbIBHOMY
3BYKOBOMY CUrHayly reHeparopa WM ero COOOLUEHMIO 06  OLLmbKe
VHCTPYMEHTA.

* LiapanuHbi Ha /1e38M1 MOTYT MPUBECTU KEro NMPeXKaeBpeMeHHOMY OTKa3y.
He crieayeT ¢ ycwem [aBUTH Sie3BMEM UHCTPYMEHTA Ha OMOPHYHO KOJIOLKY
[191 TKaHW, €C/IN MEXTY JIE3BUEM M OMOPHOM KOSIOAKOA HET TKaHM NaLyeHTa.
[aBneHvie aKTVBHOTO Jie3BMS HA OMOPHYH0 KOMOAKY A1 TKaHW Mpy
OTCYTCTBMM TKaHM MalyieHTa Mof Jie3BMeM MO BCel ero [/IMHe MOXET
MPUBECTU K MOBbILLEHMIO TEMIepaTypbl J1e3BMs, Mpuxeara v AVUCTasIbHOro
KOHLIA CTEPXKHS, YTO, B CBOKO O4epelb, MOXET MOBPeUTL UHCTPYMEHT. Ecrin
3TO C/YUUTCS, 06 OTKa3e CUCTEMbI COOBLLT HernpepbIBHBIA 3BYKOBOA CUMHaV
reHepaTopa WM 3KpaH C COOOLLEHMEM O HEVCNPaBHOCTU MPU HaxaTun
HOXHOM Mefaii WM KHOMOK YrpaB/ieHns pydHoro 61oka. Mpn cpesaHum
TKaHX B MPOTVIBOMO/IONHOM Harnpas/ieH Win Mp BKIFOUEHHOM J1e38UM U
OTCYTCTBUM TKaHN NaLyieHTa MeXay Sie3B/eM 1 OMOPHO KOMOAKON crieyeT
JepKaTb 3aXBaT MHCTPYMEHTA OTKPbITbIM, UTOObI M30eXaTb MOBPEeXIeHNS
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» The sealing performance of this instrument has not been assessed on
artherosclerotic vessels. Exercise caution when transecting these
vessels as they may not seal properly.
* Minimum starting power level defaults to power level 3.
» Successftil hemostasis may require adjunct measures when Harmonic
Shears instruments are used on solid organs. Due to the
difficulty of visualizing internal structures, proceed slowly and do not
attempt to transect large masses of tissue in one activation. Avoid the
division of large vascular/biliary bundles when using the Harmonic
Focus®+ Shears instrument under these conditions.
* Products manufactured or distributed by companies not authorized by
Ethicon Endo-Surgery may not be compatible with the Harmonic
FocusiSH Shears instrument. Use of such products may lead to
unanticipated results and pdblbe injury to the user or patient.
* Do not torgue the instrument by hand or damage may occur to the
Hand Piece. Do not use any means other than the Torque Wrench to
attach or detach the instrument from the Hand Piece.
« Take care to avoid damage to the shears when removing the Torque
Wirench from the instrument.
* Do not clean the instrument with abrasives.
« Instruments or devices, which come into contact with bodily fluids,
may require special disposal handling to prevent biological
contamination.
« Dispose of all opened instruments whether used or unused. This
device is packaged and sterilized for single use only.
* Reuse and improper reprocessing or resterilization may compromise the
structural integrity of the device and/or lead to device failure that in tum
may result in patient injury, illness, or death.
* Reuse and improper reprocessing or resterilization of single-use devices
may create a risk of contamination and/or cause infection or
crossinfection, including, but not limited to, the transmission of infectious
diseases. Contamination may lead to injury, illness, or death.
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OMOPHOM KOMOAKXA W TMOBbILLEHVSI TeMriepatypbl /1e3sUs, npuxeata W
JVCTa/TbHOrO KOHLA CTEMHS.

Bo ubexxaHve TpaBM y MauyieHTa U MeaULIMHCKOrO MepcoHasia He creayeT
aKTVBMPOBaTL 3/IEKTPOXUPYPIrMYECKMe YCTPOCTBA B HEMOCPEACTBEHHOM
6/M30CTU OT MHCTPYMEHTOB Harmonic. A3po30/v 13 B3BELLEHHbIX YacTuL,
BOSHMKAIOLLYE NP1 paboTe MHCTPYMEHTOB Harmonic B >KMPOBbIX TKaHSIX,
MOTEHLMALHO OrHEOmacHb.

Bcs 0TKpbITas KOHeUHasA YaCTb J1e3BYS U BCS OTKPbITast YacTb CTEPYKHSA J1e3BUA
AB/AOTCHA aKTVIBHbIMM 1 OyyT pesarb/Koary/MpoBaTb TKaHb, KOrja fiessyie
MHCTPyMeHTa Harmonic Focus®+ axTueupoBaHo. [Mpn MCMosb3oBaHUA
MHCTPYMeHTa Harmonic Focus + criefyeT usberarb Herp>eaHaVepeHHOro
KOHTaKTa MEeXIy BCEMA OTKPbITbIMA  MOBEPXHOCTAMM  JIe3BUS U
OKPY>KAHOLLYIMM TKaHAMM MaLvieHTa.

UTtobbl rapaHTpoBaTb COBMECTUMOCTb C EHepaTopoM, WCMOMb3ynTe C
VHCTPyMeHTaMN Focus + TOMbKO HOXHYHO Mefasib Harmonic v TosbKo
ros1y60i py4Ho 6/10K.

[Mocrie V3B/eYeHNA MHCTPYMEHTA UCC/IeLYITe TKaHW Ha MpeiMeT CBePThIBaHA
KpoBY. EC/M cBepTbiBaHUA KPOBY He HabsIioaeTcs, CrieflyeT MpUMEHUTb
COOTBETCTBYIOLLIVIE METOAbI /11 OCTAHOBKY KPOBOTEYEHVIS.

OueHKa 30pheKTVBHOCTU Koarynauum JaHHbIM MHCTPYMEHTOM COCYAOB C
aTepoCKNIEPOTUHECKMA  MOPaXKeHUAMM  He  mpoBogwiack.  CobrropaiiTe
OCTOPOXKHOCTb MPU PacceveHn TakuX COCYZOB, MOCKO/IbKY OHM MOryT
38KPbBATLCA HE MOHOCTBIO.

Mo yMOMHaHUIO YCTaHOB/IEH MAHVIVIa/bHB I HaYabHbIA YPOBEHb MOLLIHOCTY,
PaBHbIA 3.

Mpn UCNoMb30BaHMN  HOXHWL, Harmonic Focus®+ Ha MapeHXUMAaTO3HbIX
opraHax MoryT MOHafobUTLCA [OMOSHUTEbHbEE Mepbl A/19  YCreLLHOM
OCTAHOBK/ KPOBOTEYEHVS. Tak KaK BVByaymsauymsi BHYTPEHHUX OpraHoB
3aTpyiHeHa, crieflyeT paboTarb Mef/IeHHO Y 13berarb pacceyeHrs 60bLLIMX
MacC TKaHW 3a OMH LMKN aKtvBaLym fie3BUs. VICnonb3ys HOXHMLBI
Harmonic Focus®+ B Nogo6HbIX YC/I0BUSIX, M3beraiiTe pacceHeHns 60/TbLLIMX
My4YKOB KPOBEHOCHBLIX COCY0B Y XeMUYHbIX MPOTOKOB.

Mpooykunsa, NpoV3BOAVIMAA WM PacrpocTpaHsieMas KOMMaHVsaMK, He
aBTOPV30BaHHLIMM  KOMIMaHveli Ethicon Endo-Surgery, MOoXeT okasarscs
HECOBMECTUMO C  HOXHMUAMM  Harmonic  Focus®+.  Vicrnonb3oBaHie
MOZOGHOM MPOLAYKLMIN MOXET MPMBECTU K HeMNpeaBUAEHHLIM pesy/isTaraw;
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Sterilization

Harmonic instruments for use with Generator G 11, are supplied sterile
and hermetically packaged. The instruments are sterilized by gas

The sterilization process is validated conforming the requirements of EN
ISO 11135-1 (for ETO sterilization of Harmonic instruments) with SAL
IO™confirmed.

For single use only. Do not attempt to re-sterilize and re-use the
instrurent.
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HEe VICK/TOHaeTCA BO3MOXKHOCTb TPaBMbl Y MEAULWIHCKOrO MepKIoHaiia Win
rnaLyieHTa.

* He crefyeT CKpyuMBaTb WHCTPYMEHT BPYYHYHO 6e3 AVHAMOMETPUYECKOTO
K/tOHa, Tak Kak Mpy 3TOM MOXKHO MOBPEUTL PyYHOM 6/10K. 3arpeLugeTcs
VCTOMb30BaTL KaKye-/bo Apyrvie CPeacTsa, KpoMe AMHAMOMETPUYECKOTO
KMo4a, 19 MPUCOEOMHEHUSI MHCTPYMEHTa K pydHOMy O/I0Ky U
OTCOEAVHEHVIS OT Hero.

* [Mpn OTCOEANHEHWN OMHAMOMETPUYECKOrO K/koHa OT MHCTpYMeHTa OyabTe
OCTOPOXXHb!, YTOObI He MOBPEAVTH HOXKHULIbL.

* He cnegyeT uicTUTL UHCTPYMEHT abpasvBHLIMA YVCTALLYIMA BELLIECTBaMMN.

* A9 WHCTPYMEHTOB W YCTPOICTB, KOHTAKTUPYIOLLYIX C MWULKOCTAMA
opraHv3va, MOryT MoTpeboBaTbCA 0cobble MPOLEdypbl YTW3aLMA [y1
MPELOTBPALLIEHNSA BMOIOMYECKOr0 3arPsI3HEHMS.

* YTWWiMpYiiTe BCE WUCMO/b30BaHHbEE W HEMCTIONb30BaHHbIE UHCTPYMEHTDI,
YMaKoBKa KOTOpbX Oblia BCKpbMfa. [laHHOe YCTPOICTBO YrakoBaHO U
CTEpPWIM30BaHO TO/TbKO /151 OGHOPA30BOI0 VICM0/b30BaHUSA.

* [MoBTOPHOE KCMOMBb30BaHKE W HempaBIbHAs MOBTOpHas 06paboTka Wi
MOBTOPHasA CTepWIM3aLMst MOMYT HapyLMTb CTPYKTYPHYHO LESIOCTHOCTb
YCTPOMCTBa WM MPUBECTU K BbIXOMY €ro U3 CTPosi W, Kak CrieacTeue, K
TPaBMMPOBaHUIO MALIMEHTA, BO3HMKHOBEHWIO 3a00/1EBaHWIA U NETaslbHOMY
mcxogy.

* [OBTOPHOE MCMOMb30BaHME W HenpaBWibHasA MOBTOpHas 06paboTka Wm

MOBTOPHasA CTepuIM3aLMA YCTPOCTB O4HOPa30BOr0 MCMO/b30BaHUA MOryT

MEMBECTM K PUCKY KOHTaMMHaUWM WWIM  MHGMLMPOBaHMIO  SIMGO

MepPeKPECTHOMY MH(MLVPOBaHMIO, B TOM YMC/IE, CPeaV MPOYero, repeHocy

WMHIPEKUMOHHLIX  3a60/1eBaHMA. -~ KOHTaMMHALWA  MOXET  MpUBECTM K

MPULMHEHIIO BPeaa, BOSHUKHOBEHMIKO 3a00/1eBaHWIA WK NIETa/TbHOMY VICXOLY.

Crepunusaups

VIHCTpYyMeHTbI MOCTaB/AKOTCH  CTEPWIbHLIMA B FEPMETUYHON  YMakoBKe U

npefHasHadeHbl 19 OAHOPa30BOTO MPUMEHEHWA Y  OAHOMO  MaLyieHTa.

Crepwwisaupa  MpoBOAMTCA  rasoBbM — METOZOM  (C MPUMEHEHVEM

3TWIEHOKCUR).

lMpougece cTepumM3aLm Ba/IOMPOBAH B COOTBETCTBUM C TpeboBaHuaMM EN

ISO 111351 (I8 VHCTPYMEHTOB, CTEPWIM3YEMbIX STWU/IEHOKCUAOM) C

MOATBEPXKAEHMEM YPOBHS CTEPWILHOCTY (SAL) 10*

Jna ogHopasoBoro mcrnoss3oBaHyA. [MoBTOpHasA CTEpWIM3aLINA 3arpeLLieHa.
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How Supplied

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

instrument after use.

Note: for an explanation of the symbols on the package see the end of this

IFU.

Interpretation of symbols

By

| EC| rEN

USA REP

Do not use the instrument with
GENO1/GEN32/GEN04 ultrasonic Generator

For use with Blue Hand Piece only.

Use Until Date

Lot

Stock number
Sterilized by ETO

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

Manufacturer

Authorized Representative in  the
Community

Single Patient Use

European

Authorized Representative inthe USA
Temperature
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Komnneto-aums
VIHCTpyVeHTbI

MNOCTaB/1IAETCA

CTEPWIbHBIM 1M MpeHasHaYeHbl sl

WCMOMb30BaHUA Yy OAHOrO MauvieHTa. [locrie MCMo/b30BaHUA  MHCTPYMEHT
cneflyeT yTWIM3VPOBATD.

MpymeyaHve: PacLmdpoBKy CMMBO/IOB Ha YTMAKOBKE CM. B KOHLIE HCTPYKLMM.
MHTepnpeTaLmsa cCmMBO/IoB

nuw

DO®

USA REP

NPUVEHSTTb  JaHHBbIA  MHCTPYMEHT € FeHepaTopoM
UltraCision® (GENOL/GEN32/GEN04).

VIHCTPYMeHT npenHa3HaueH A1s1 CTo/b30BaHs TO/bKO C
rosly60ii NanapoCOHNYECKOI PyKOSTTKOM (PYKOSTTKOA
NarnapoCOHMYECKO 06/1erYeHHOIN).

Wcrons3oBarb 0 ...

Koga napmn
Homep o karasiory

Crepwizauma oOKCUIoM sTwieHa (MeTog, CTepuivaLym -
ra30BbiA, C NPMMEHEHVIEM STUIEHOKCAQ)

ana MPUMEHEHNST  TOJTbKO KBa/MGMLIPOBaHHL M
MeAVLMHCKVIM TMePCOHasIoM

VBrotoButesb

YNONHOMOYeHHb I
COOOLLIECTBE
3anpeT Ha NOBTOPHOE MPUMEHEHVE

npeactaBuTeNlb B EBponeiickom

YronHoMOoYeHHb I NpeacTasuTeb B CLLIA

TemnepaTypHbIi ayanasoH
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©

CE

aoripery
Relative Humidity
See Instructions For Use. (Refer to blue symbol on ©
outer packaging.)

Do not re-sterilize

Do not use if the package is damaged

Attention! For more information see 1FU X
Keep from moisture, store in a dry place

Avoid of exposure direct sunlight. Keep away from
sources of heal

Compliance with requirements of European CE
Directive 93/42/EES

Product passed procedure of declaration of O
conformity
Unit i
Quantity ©
Dispose of properly
{9

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

CM. VHCTPYKLMHO MO/b3oBaTtenst (CM. ro/ty6oi cvmMBON Ha
BHELLIHE YaKOBKe)

He cTepmvnn30BaTh MOBTOPHO

He 1cnonb3oBaTh Npyi NMOBPEXKAEHNN YTIAKOBKY

OcTopokHO! OBPATUTEC K MHCTRYKLAV MO MPVMEHEHVIO

Bepeys oT BriaMm

He fonycKaTb BO3AeliCTBYASI CONHEYHOTO CBETA

CooTBeTCTBME TpeboBaHVsIM  EBpONeicKoin  MpeKTuBbl
93/42/[EEC

lMpogyKT npoLLen npoLeaypy 0bs13aTe/IbHO0
MOATBEXKAEHNS COOTBETCTBYS

KO0/IM4ecTBO 3/1eMeHTOB

YTWIBMPOBATb Haf/IeXaLLYIM 06a30M

YKaszbBaET Ha TO, YTO 3/IEKTPUYECKOE W 3/IEKTPOHHOE
m3aenve (A0) CoaepXKUT TOKCUYHBbIE M OMacHbIe BELLECTBA
WM  7EMEHTbI B KOHLEHTpaLWsX,  MPeBbILLAOLLYIX
MaKCUMasibHbe  3HaueHVss.  HasBaHuA U cofepkaHve
TOKCUYHBIX M OMacHbIX BELLECTB WM 3/IEMEHTOB YKasaHbl B
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in the Chinese product instruction manual. The PYKOBOACTBE MO 3KCrUlyaTauyv V3Oe/na Ha KUTACKOM
number “5” in the symbol refers to the environment- Bblke. Yucno «5» B 0003HAYEHMN OTHOCUTCH K CPOKY
friendly use period; after their environment-friendly 6e30MacHOro /il OKPY>KAOLLIEA Cpedbl MCMO/b30BaHVST;
use period expires, they shall be put into the rMoc/ie UCTeYeHVs1 CpoKa 6e30MacHoro A1 OKPY>KatoLLEN
recycling system (People’s Republic of China Cpedbl UCro/b30BaHMA OHW [O/DKHbI ObITb MOMELLEHBI B
symbol for Restriction of Hazardous Substances cucTeMy  ytwwmsauym - (0603HaudeHve,  MpUHATOoE B
(RoHS) in electrical and electronic products) Kuraiickoli  HapogHoin  Pecriybnmke i orpaHyyeHmns

CofepaHus ornacHbIX BellecTB (RoHS) B aneKTpryeckux 1
AMEKTPOHHbIX U3LESMAX)

The transport individual packaging includes symbols: TpaHcropTHas  MHIVBULGYa/IbHAA  YMakoBKa  [OMO/THUTESIbHO  COAEPMUT
CMefytoLLie CUMBOSTb:

Keep away from moisture, store in a dry place.
Bepeyb oT Briarm

Keep out of sunlight. Keep away from heat.
He ponyckaTb BO3AEVCTBUSA CO/THEYHOrO CBETa

Temperature
| I TemnepaTypbi AnanasoH

Relative Humidity
JvianasoH BriaxHOCTH
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Endo-sure «ry | Hermonic . ETHICON ENEX%?URGERY’E‘C
Ultrasonic instrument for generator G 11 VIHCTPYMEHT yNbTPasByKOBOW 151 FeHepaTopa a/1IeKTPOXMPYPIrMYeCcKoro
Harmonic Focus Long Shears + Adaptive Tissue Technology for ynbTpa3sykoBoro GEM 1
Open Sui®ery Ho>kHuupbl Harmonic Focus” finHHbIe C TexHoNnorvel aganTtaunm K

TKaHAM O14 OTKPbITbIX OI'IepaLl'I/IVI

Please read all information carefully. MpouTnTe BCIO MHhOPMALMIO BHUMATESTBHO.
Failure to properly follow the instructions may lead to serious surgical Hecob/ogeHVe MHCTPYKUMIA MOXET MPYBECTU K CEPbE3HBIM OCTIOKHEHWSIM
consequences, such as failure to ligate. XVPYPrUYecKoro BMeLLIBTE/IbCTBa, TaKUM KaK HerosHas Simrarypa cocya.

Important: This package insert is designed to provide instructions for use

of the Harmonic Focus Long Shears + Adaptive Tissue Technology. Itis BaxHo! [aHHas VHCTPYKUMA MO MPUMEHEHWIO COAEPXKUT PEKOMEHAALMM Mo

not a reference to ligation techniques. 1CM0MbL30BaHNIO MHCTpymeHTa  yNbTPasBYKOBOMO /11 reHeparopa
AMEKTPOXMPYPryeckoro  yrbtpassykosoro GENII - HoxHmubsl Harmonic
Focus+ [A/MHHbIE C TEXHOMOMMEM  aparmauyv K TKaHAM J/19 OTKPbITbX
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Instructionsfor use

This IFU applies to ultrasonic Instrumentsfor the generator GENIL1
with thefollowing modifications:

Harmonic Focust+ Long Shears with HAR17F
Adaptive Tissue Technology for Open

Surgery

Ultrasonic Instrumentsfor use with the Generator Gil, will hereinafter
he referred to as «Instrument/Instruments»

Indications

The Harmonic Focus Long Shears + Adaptive Tissue Technology are
indicated for soft tissue incisions when bleeding control and minimal
thermal injury are desired. The instrument can be used as an adjunct to or
substitute for electrosurgery, lasers, and steel scalpels in general,
otorhinolaryngologic (ENT), plastic, pediatric, gynecologic, urologic,
exposure to orthopedic structures (such as spine andjoint space) and other
open procedures.

Adverse events and complications
Adverse events linked to any surgical procedure or malfunctions are a
possibility when and after using this device.

The following can be considered as the Adverse Event or Malfunction
which may happen with use of this device.

Significant Malfunctions:
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orepaumii. OHa He SB/MSETCA CNPaBOYHBLIM MOCOOMEM C OMUCaHVe METOOMK
CO3aHUA /raTypbl.

NHCT PYKUMS NO MPUMEHEHWIO

HacTosawas WHCTPYKUMA  pacnpocTpaHaeTcs Ha  VIHCTpPYMeHTbI
YNbTPa3BYyKOBble [/ reHepaTopa 3/1eKTPOXUPYPruyeckoro ynbTpasByKoBOro
GENII, B cnefyrowmx BapmaHTax UCMONHEHNA:

Ho>kHuubl Harmonic Focus+ anMHHble ¢ TexHonornein HARI7F
ajanTauum K TKaHAM Ans OTKPbITbIX onepauuii

[Jlanee no TeKCTy VIHCTPYMEHTbI yNbTPpa3ByKoBble 418 reHepaTopa
aneKTpoxupypruyeckoro ynbTpassykosoro GENII, B BapuaHTax ucnonHeHuns
MOTyT 0603HaYaThCA KaK «MHCTPYMEHT bi»/ «MHCTPYMEHT».

MokasaHusa

|/|HCprM€HTbI npeaHasHa4veHb! 019 PacCeYEHNA MANKUX TKaHel B Cydasix,
Korga Tpe6yeTc;| KOHTPO/Ib  KPOBOTEYEHUA W MUHUMaUIAZALINA TEPMUNYECKUX
MOBPEXAEHMIN.

ﬂ.aHHbIIﬁ MHCTPYMEHT MOXKET MPUMEHATLCA KaK 3aMeHa /IEKTPOXUPYPINHECKINX
NHCTPYMEHTOB, J1a3ePHbIX U CTa/TbHbIX CKa/bMerie Win B COMETAaHMN C HAMA B
OﬁLlJ,EVI, OTOpMHOHapMHFOHOFMHeCKOVI (yxo, roprsio, HOC) N TV1aCTUHECKOM
Xpypru, neguatTpun, rmHEKON0rn, yposorin, B NPOoLEOypPax BVELLATENILCTBA
oA 06HaKEHUA oprToneanNyeCKNX CTPYKTyp (TaKI/IX KaK TO3BOHOYHUK WU
CYCT aBbI), aTakke MNpU MHBbIX OTKPbLITLIX OMNePaTBHbIX BMELLIATESILCTBAX.

HexenartenbHble ABNEHNA N OCIOXHEHUA

BO3MOXXHO MOsIB/IeHVE  HEeXenaTe/lbHbIX  SBMEHA WM (yHKUMOHa bHBIX
HapyLLEHW, CBA3aHHbIX C MPOBEAEHNEM XMPYPIUYECKUX BMELLATELCTB BO
BPEMS 11 OC/Ie VCTIONb30BaHMSA JaHHLIX VHCTPYMEHTOB.

CrenyroLpe sIBNEHS MOXHO pacCMaTpriBaTb B KaueCTBe HeO/aromnpusiTHbIX
COOLITUIA WM HEUCTIPABHOCTEN, KOTOPbe MOTYT MPOM30MATU C MCTIO/b30BaHVEM
JAHHBIX NHCTPYMEHTOB.
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Damaged and cracked blade
Damaged clamp arm
Melted and detached tissue pad
Activation issue
Significant Adverse Events

¢ Bumand injury of Surgeon and patient
Tissue damage, hemorrhage, leakage

Ifan Adverse Event or Malfunction happens, appropriate technique or
action should be used.

Device Description

The HARMONIC FOCUS+ Long Shears is a sterile, single patient use
instrument consisting of a soft grip scissor handle housing assembly with
two hand controls (MIN for minimum power level and MAX for
maximum power level). The instrument has a curved blade and clamp
arm with teflon pad. Measured from the blade tip to the MAX hand
control power button, the instrument is 17 cm in length with a 16 mm
active blade length. The Harmonic Focus+ Long Shears instrument
allows for the cutting and coagulation of vessels up to and including 5
mm in diameter.

Each HARMONIC FOCUS+ Long Shears instrument is packaged with
one sterile, single patient use, dispwsable purple torque wrench. Use only
the purple torque wrench with the HARMONIC FOCUS+ Long Shears
instrument. The torque wrench should not be discarded until the
completion of the suigical case. Do not attempt to sterilize the disposable
torque wrench.

The two dashes on the instrument are intended to represent relative vessel
size. The MAX button is typically used for smaller vessels where

cutting speed is fastest. The MIN button E 3 is typically used in slightly
larger vessels and has reduced cutting speed. Itis indicated for vessels up
to 5 mminsize. Adaptive Tissue Technology provides the generator with
the ability to identify and monitor the instrument during use, which
enables the generator to modulate and decrease its power output as well
as provide audible feedback to the user as appropriate.
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3HauuTe/bHbIE HEVCNPaBHOCTUA:

* [oBPeXEHMA Y TPELLYHBI SE3BUA

* MoBpexaeHe NaccBHOM GpaHLLI

* [1aB/ieHvie 1 OTCOEAVHEHVE TKaHEBOM MPOK/IaKN
* OLLIMOKM aKTVBaLWn

CepbesHble HeOMaronpUATHbIE SB/EHVIA

» Oxor v TpaBMa Xvpypra v naLyieHrta

* [NoBpeXaeHNA TKaHel, KPOBOTeYeHVe, MOLTeKaHVe

Ecm  HeGnaronpusitHoe cobbmvie WM CO0M  MPOMCXOAWT, HeobXoammo
UCMO/L30BaTL  COOTBETCTBYIOLLME XUPYPITUYECKVE TEXHUKN WM [elCTBUS,
HeobXoAUMble [y/19 YCTPaHEHNS 3TVX SIBMEHIA.

OnvcaHve NHCTPYMeHTa

VIHCTPYMEHTbI MPEACTaB/SOT COO0A CTEPUIbHBIA OIHOPA30BbIA MHCTPYMEHT,
paccuuTaHHbIA Ha 1CM0/b30BaHME TO/bKO A1 OAHOMO MaLyieHTa U COCTOSLLIN
V3 PYKOSTTKA 191 [EPXaHVSE HOXHMLL B MSTKO 000/104Ke, C [ABYMSA KHOMKaMM
ynpagnenns: MIN (MHAMYM) 418 MUHAMABHOTO YPOBHA MOLLHOCTU W
MAX (MAKCIMYM) o151 MakcMasibHOro YPOBHST MOLLHOCTU.  VIHCTpYMeHT
00/1aaeT 3aKPyr/ieHHbIM  /1e3BMEM WM MacCUBHOM GpaHLLe € TKaHeBOW
MPOK/IaAKoNA. PaboYast AyivHa MHCTPYMeHTa - 17 cv, pabodast AriHa niessus —I16
MM. VIHCTPYMEHT MO3BO/ISET PaccekaTb U Koary/mpoBaTh COCy/bl AVaMETPOM [0
5 MM BK/IHOHUTESTLHO.

YraKkoBKa KaXKoro UHCTPYMEHTa COAEKUT OAVH CTePWIbHbIA (VOMETOBL I
3aMOK paboyeli YaCTuy, paccumTaHHbI Ha CToMNb30BaHWe 15 OAHOIO MauyeHTa
N He MOL/IeKaLLMIA NOBTOPHOMY WCMOMb30BaHN0. C MHCTPYMEHTOM MOXHO
Cro/b30BaTh TO/bKO (MOSIETOBbIN 3aMOK paboyeil YacTy. 3aMOoK paboqein YacTu
He CrieflyeT YTWIM3VPOBATb [0 OKOHYaHUA OMepaTuUBHOIO BMeLLaTe/scTBa. He
MbITalATeCh CTEPWIM30BATL OAHOPA30Bb I 3aMOK paboyelt YacTu.

[lBe Haceyk/ Ha VHCTPYMeHTe MPeACTaB/IsoT CO00M OTHOCUTESbHBLIA pasvep
cocyga. Kronka MAX (MAKCMYM) G-B06bIMHO MCTIOfNb3YETCA 19 COCY 0B
MeHbLLIEr0 IMaMeTpa, /151 KOTOPbIX CKOPOCTb PaspesaHnsa MakcvaribHa. KHomnka
MIN (MVHMYM) L=J06bIMHO MCMOMb3YETCA 19 COCYAOB HECKOSbKO
60/bLLero AviaMeTpa, A1 KOTOPbIX CKOPOCTb Paspe3aHms CHYbKeHa. VIHCTpYMeHT
PEKOMeHyeTCS [ PACCEYEHVST 1 Koary/isiuym COCy0B AViaMeTPoM [0 5 M.
TexHomorva  afarmalym K TKaHAM  MO3BO/IAET  FeHepaTopy  Oro3HaBarb
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The Harmonic Focus+ Shears is designed for use exclusively with the WHCTpPyMeHT B npoLecce MPUMEHEHW M KOHTPO/MPOBaTb ero  paboty
Generator G11(GENI 1) software version 2013 1 or later and Harmonic  NocpeacTBOM MOZY/IALMA Y YMEHbLLEHUS BbIXOAHOM MOLLIHOCTY, & Takoke, Mpn
Blue Hand Piece, packaged separately. Software revision can be found HeobxogvMMoCTK, oYM  3BYKOBbIX CMIHa/I0B  OOpaTHOM  CBS3M Ly,
under “System Information” in the Generator G11 (GENI 1) “Settings”  MCMO/Ib3yHOLLEMY YCTPOIACTBO.
Menu. Refer to the Generator G11 (GEN 11) Operator’s Manual for more  IHCTPYMEHT COBMECTMM TO/bKO € reHepartopom G11 (GENL1) ¢ nporpamMvHbIM
information. obecrieyeHViem Bepcv He Hwke 2013 1 v rony6oii  lanapoCOHMYECKON
PYKOSTTKOI Harmonic, nocTaBnsieMbIM B OTAEbHOM YaKOBKe U He BXOASLLEN B
KOMIVIEKT MOCTaBKW MHCTPYMeHTa. Homep Bepcum MO MOXHO HaiiTv B pasaerie
Refer to the Instructions for Use of the Harmonic Blue Hand Piece and System  Information  («CuctemHass  uHJopMauyisi») B MeHO  Settings
Test Tip (TTBLUE) (no medical device) for instructions regarding the («HacTpoiikn») reHepatopa G11 (GENII). [ononHUTeNbHYI0 MHGOpMaLmo
hand piece. MOXHO HalT B Moco6um No sKcrvyataumn reHepatopa G11 (GENLY).
VIHCTPYKLWM MO CMO/b30BaHUID N1aMNapOCOHNYECKON PYKOSITKM MOXKHO HaiAT/ B
JOKyMeHTe «/IHCTPYKUM MO MCTO/b30BaHUKD  TO/Ty00i  1anapOCOHNYECKOM
pykositkv HARMONIC 1 npoBepo4Horo HakoHeuHvKa (T TBLUE) (He senseTcs
MELVILMHCKUM V3LESIVEM).

Illustration and Nomenclature (Illustration 1) VnnrocTpaumm v TepmmHonorns (PucyHok 1)
1 Torque Wrench 1 3amoK paboyet Yactu
2. Blade (active jaw) 2. Jle3Bve (aKTviBHasA 6paHLLa)
3. Clamp Armand Tissue Pad 3. TMaccvBHast GpaHLLa M TKaHeBas MPoK/aaKa
4. Handle Housing 4. Kopriyc pyKosiTku
5. Finger Rings 5. Konbla gnsa nansLes
6. Finger Ring Rests 6. Yropbl Ha KOMbLIaX 15 MavibLEB
7. MIN Hand Control (proximal) 7. KHonka pyyHoro yripagneHyst MIN (NpoKcvasibHbI)
8. MAX Hand Control (distal) 8. KHonka py4Horo ynpasneHus MAX (acTasibHbIA)
9. Hand Piece (not included, registration certificate number FSZ 9. JlarapocoHM4ecKan pyKosiTKa (He BXOAUT B KOMIVIEKT MOCTaBKY,
2011/11397) HOMep pervcTpaLmoHHOro yaoctosepHua PC3 2011/11397)
M aterials in contact with a human body: Marteprasibl, KOHTaKTUPYHOLLIME C OPraHN3MOM Ye.loBeKa:
(2) Blade - Titanium alloy grade Ti 6A14V ELI (2) Ne3Bwe - TuTaHoBbIM Crvias Mapku Ti 6A14V ELI
(3) Clamp arm-Aluminum alloy grade 7075 (3) MaccviBHas GpaHLLa —ANMOMVHMEBBIN CriaB Mapku 7075
(3) Tissue Pad- Polytetrafluorethylene grade 7A (3) TaHeBasa NpokragKa - MomTeTpaTopaTWieH Mapkn 7A
(4) Handle Housing - Polycarbonate grade Calibre 5201-8 (4) Kopryc pykosTku - Monmkap6oHat Mapku Calibre 5201-8
Operation conditions for surgical field: Ycnosusa aKcrnyataumm 41 onepaumoHHOro noss:
Temperature: from +15 to +27°C Temneparypa: ot +15 go +27 °C
Relative humidity: OTHocuTe/IbHAA BIIAXKHOCTL BO3AYXa:

7
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from 30 to 15% (without condensation)
Storage and transportation Conditions

Temperature: from-22°C to -i-60°C
Relative Humidity: from 10 to 80%6 (without condensation)

Store away from direct sunlight, heat or freezing.

Basic speciflcations

Specifications Value
Clamp armgrip force, N no less 13,7
Targeted vessel max. diameter, mm 5

Overall sizes (A x Bx Cx D), mm 275x 16x70x28

Working temperature range of 40-300

blades', °C™

Maximum deflection angle of the 27°

clamping iaw, °

Length of active jaw, nm 16

Position of working parts at their The blade should make

closing contact along the length of
the tissue pad when the
working parts are closed

Sizes for Torque Wrench, nm 10,67x45,7x27,9
Mass of Torque Wrench, g 35

Instrunment surfaces shall be
free of scratches, nicks, or
blemishes
Working parts are sealed

Requirements to the working surfaces
and edges of medical instrument

Requirements to the tightness
(impermeability)of working parts for
devices
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ot 30 5o 75 %(6e3 KoHAeHcaLmm)

YCnoBusa XpaHeHUsi U TPaHCTOPTPOBKM
Temnieparypa: o1 -22 “C go +60 °C

OtHocuTesbHasA BraxxHOCTL: 0T 10 0 80% (6e3 KoHAeHcaLmm)

XpaHTb B 3aLLMLLIEHHOM OT BO3AEMCTBYA MPsiMbIX COMHEYHBIX JTydeid, Tersa 1

3amMopaBaHUA MECTE.
OCHOBHbIe TEXHUYECKUE XapaKTepUCTUKN

XapaKTepucTUKn
Cwna 3axknvia NPYPKAMHON 6paHLLIK, H

MakcumaribHbIA AyiaveTp LIENeBOr0 cocyfa TKaHw,
[/ MPOBELEHVS MAHWMY ALK, MV

abapuTHbE pasvepbl (A X B x C x D), v
[nana3oH paboumx Temneparyp fessus’, °C»

MakcuMarbHbIiA  YrosT  OTK/IOHEHUST  MPYDKAMHOM
6paHLLK, °
[JnHa aKTVBHO OpaHLLIM, MMV

IMosodKeHVie PaBboUmx YacTeli Mpy KX CVibIKaHN

Pasvepb| 3aMKa paboqein YacTi, Mv
Macca 3amKa paboqein Yactu, ©
TpeboBaHMsI K pabo4mM MOBEPXHOCTAM M Kpasivi M

epMeTUHOCTL paboyeli Yact M/

3HaueHne
He meHee 13,7

5

275 X16x70x28
40-300

27°

16

Paboure yactm
[I0/DKHbI CMbIKATHCA
Mo BCEW A/nHe

10,67x45,7x27,9

35

LLEPOXOBATbE
MOBEPXHOCTH,
OCTpble YI/bl U
KDOMKM
OTCYTCTBYHOT
pabouve yactn

repMeTUYHb I
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Requirements to the stability of the Working parts are resistant to YCTOMUMBOCTb paboYeil YacT K G1OMOrMuecK M pabouve yacmm
working part in biologic fluids blood YXUIOKOCTAM YCTON4VBbI K
Mass, g 70 BO3AEICTBMIO KPOBY
Macca, 1 70
1 -The temperature varies depending upon operating conditions .
2 1 TemnepaTypa 3aB/CUT OT YC/IOBUIA 3KCTVTyaTaLym
40 - 120 ®C—when patient tissue is between active and passive jaws 2- . .
100 - 300 @C - active and passive Jaws are closed without tissue 40 - 120 C —wmexay aKTVBHOW W MaccvBHOV GpaHLLIBMI HaXOIMTCS TKaHb
raLvieHTa
100 - 300 ° C - aKTvBHasA 1 MaccvBHasA OpaHLLIM COMKHYTbI 6e3 TKaH/ Mexay
HAVA
Specifications Value XapakTepucTnkm 3HauyeHVe
Class of protection against Class | Knacc 3aLLyTb1 0T NMopavkeHWs 3MeKTPUYECKUM  Krace 1
electric shock ;_OKOM 60ues o=
Type of working part Type CF VIn Paboten HacTut mn o
Operating mode Continuous duty Mpoao/PKATENBHOCTL PaboTbl MPOLO/DKATESTbHBIA
Time of establishment of the Max. 10sec PEKAM
operating mode Bpemst ycTaHOB/IeHUS paboyero pexviva Makc. 10
Mex. output power. W 59 MakcrviaribHasA BbIXOAHaA MOLLHOCTb, BT 35
I\/bx' output voltagé v 85 MakcmvianbHOe BbIXOAHOE HarpshkeHve, B 150
I\/bx. loop resistance’ ohm 10 MakcrviasibHOe 3MIeKTpUYeECKoe 375
I\/Iaximum current mA 400 COMPOTUB/IEHVE 3IEKTPMUHECKOIO KOHTYpa. Om
Blade frequency, Hz 55500 Makc/varsHs 1 TﬁK’ MA ggg 0
Max. blade amplitude, uT 73 iacTOTa NessAs, T
MakcrvaribHaa aMrIvTyaa f1e3Burs, MKV 73
Characteristics of ultrasonic electrosurgical generator GENII for XapaKTepuCTUKWN reHepaTopa 3/1eKTPOX1PYPIrMYeCKOro Y/bTpasByKOBOro
connections of instruments GENII gna nofkito4eHs NHCTPYMEHTOB
Class of protection Class | Kriacc 3alupmbl OT nopaxeHnss  Krace 1
against electric shock JEKTPNHECKVM TOKOM
Type ofworkingpart ~ CFtype Paboqas HacTb Tvna CF
Input characteristics ~ 100-240V  50/60 Hz, 500 VA BXopHble XapaKTeprcTIKA 100-240B  50/60 I'y, 500 BA

Output characteristics 150 VAC RMS maximum (unless
otherwise specified in the instrument 1FU)
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35 watts continuous (unless otherwise

specified in the instrument 1FU)

30-80 kHz (55.5 kHz unless otherwise
specified in the instrument 1FU)

Instructions for Use

Verify compatibility of all instruments and accessories prior to using the

instrument (refer to Warnings and Precautions).

The hand piece and test tip (no medical device), packaged separately, are
shipped non-sterile and must be sterilized per the insert instructions prior

to each use.

Preventive inspection

Before use be sure to check the tool or any other used medical devices for
the absence of any defects or damage, e.g., rough surfaces, nicks or

blemishes.

Assembly

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

BbIX0aHbIE XapaKTepUCTUKA Makc. 150 B nepemeH, Toka, RMS (ecrm
[pyroe He onpeaenieHo B VHCTpyKuyn Mo
MPUMEHEHNIO MHCTPYMEHTA)
35 BarT HenpepbIBHOM MOLLIHOCTW (EC/
[pyroe He onpegeneHo B VIHCTpyKuvmn o
MPVIMEHEHVIO UHCTPYMEHTA)
30 - 80 Ky (555 Ky, ecrm apyroe He
YKa3aHO B VIHCTpYKUMM MO MPUMEHEHUIO
VHCTPYMeHTa)

MHCTpyKLUUK no aKcr/yaTaumm

lMpoBepbTe  COBMECTUMOCTb BCEX WHCTPYMEHTOB M aKCECCyapoB  Mepef
VCMO/Mb30BaHVEM MHCTPYMEHTA (CM.  pasgen  «[IpedyrpeskieHmMs 1 Mepbl
MPEAOCTOPOXKHOCTIA).

JlanapocoH/YecKas PYKOSTTKA U MPOBEPOYHbIA  HAKOHEUHUK (He  SIB/SIETCS
MEIVLMHCKVIM  M3e/eM)  MOCTAB/SKOTCSl B OTAENIbHOM  YTIAKOBKE
HECTEPWIbHBIM, 11 He BXOOSAT B KOMIVIEKT MOCTaBKM MHCTPYMEHTA, 1 [I0/DKHb
rnepes KaKIbM  VCTOMb30BaHMEM  MPOXOMTH  CTEPWIM3ALWIO  COr/IacHO

VHCTPYKLIMSIM JIICTOBKV-BK/Iab ILLIA.

MpodmnaKTUYeCKuin oCcMOTP

Mepen, MpyiMeHeHVEM HEO0OX0AVMO 00sA3aTeNIbHO MPOBEPSATL MHCTPYMEHT W
Mobble [pyrvie UCrosb3yeMble MEOVILMHCKME M3LE/MS HA OTCYTCTBME KaKMX-
NM60 [etheKTOB WM MOBPEXIEHUI, HArPUMED, LLEPOXOBATLIX MOBEPXHOCTEN,
OCTPbIX YI/10B WM KPOMOK.

HopsinoK c6opku

1 Cobntogasi npaBwia acerTUKK, UBBEKUTE MHCTPYMEHT 13 YMakoBKW. Bo
m3beXx@aHve MOBPEXIEHUA He CcrefyeT cOpacbiBaTb VHCTPYMEHT B
CTEpPWLHOE More.

While holding the hand piece, attach the instrument by rotating it 2  MpuoepKBas  NanapoCOHNYECKYHO  PYKOATKY, MPUKPeNATe K - Het

onto the hand piece in a clockwise rotation as viewed fi-omthe distal

end of the instrument (finger tight only) (lllustration 2).
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WHCTPYMEHT, HaBEpHYB WHCTPYMEHT Ha J1anapOCOHMYECKYHO [PYKOSTTKY
(BpaLLpTb CriefyeT MO YacoBOW CTPeSKe, eC/ CMOTPETb C AUCT/IbHOMO
KOHLA MHCTPYMEHTA; 3aTArvBaThb CrieflyeT BPyUHytO) (CM. puc.2).
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3 Use the purple torque wrench to tighten the Instrumentontothehand 3 cronb3yiiTe (o1o/eToBbIA 3aMOK paboyeil YacTv /11 MPUCOeaVHEHNS

piece. Tum the wrench clockwise while holding the hand piece until
it clicks twice, indicating that sufficient torque has been applied to
secure the instrument (Illustration 3). In the event that the torque
wrench must be re-positioned on the instrument, ensure that the
torque wrench is re-positioned correctly, as shown in Hlustration 3.
When properly aligned, the short side of the torque wrench should be
aligned with the instrument hand controls, handle housing, and the
Hand Piece, and the “Dispose of Properly’” icon on the torque wrench
should be on top. To ensure properly assembly, do not grip the
instrument handle while applying torque with the Torque Wrench.
Caution: Do not torque the instrument by hand or damage may occur
to the hand piece. Do not use any means other than the torque wrench
to attach or detach the instrument from the hand piece.

Remove the torque wrench from the instrument. Do not discard the
disposable torque wrench until the completion of the surgical case.
The torque wrench is used for removal of the instrument from the
hand piece following the procedure (Illustration 4). In the event the
torque wrench frills out of the sterile field, replace with a sterile,
purple torque wrench. Do not re-sterilize the disposable torque
wrench.

Caution: Take care to avoid damage to the shears when removing the
torque wrench from the instrument.

The second activation tone can be turned off under the *“Settings”
Menu on the G11 generator. See Generator G11(GEN11) Operator’s
Manual for more information.

This will deactivate the second activation tone only; this will not
affect the Adaptive Tissue Technology’s modulation and decrease of

pOWVEr outpUL.
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WHCTPYMeHTa K J1arnapOCOHNYECKON PyKOsTTKe. [MoBopauvBaiiTe 3aMoK
paboueli YacTn MO YacoBOW CTPE/IKE, MPUOEPKMBAA  JlanapOCOHNYECKYHO
PYKOSITKY, MoKa He pasfacTca ABOVHOM LLEMYOK, CBUAETE/ILCTBYHOLLYN O
TOM, YTO /151 3aKPErVIEHV S S1e3BYS ObUI0 NMPUIOXKEHO AOCTATOYHOE Yeune
(pnc.3). Ec/mM BOBHUKAET HEOGXOAMMOCTb M3MEHWUTL MOJIOXEHME 3aMKa
paboyeli YaCTM Ha WHCTPYMeHTe, YbeauTeCb B MPaBWILHOCTU HOBOMO
MOSIOXeHUA 3amKa paboyeil YacTu(nokasaHo Ha puc.3). Mpu nNpasibHOM
B3aV/IMHOM MOSIOXEHMM 3aMka paboyeli YacT U MHCTPYMeHTa KOpHOTKas
CTOPOHa 3aMKa paboueli YacT A0/mKHa ObIb MapasviesibHa 3MEMEHTaM
PyH{HOIT) YPaBNEHVSt MHCTRYMEHTa, KOPMYCY PyYKA 1 lanapOCOHNYECKON
PYKOSITKE, & 3HAYOK «YTWIM3VPOBaTL HaL/IexalyiM 06pa3oM» Ha 3amKe
paboyeli YaCTv [O/DKeH ObITb Ha BepxHei CTOpoHe. [nsi npaBWibHOMO
3AKPErVIEHNs1 UHCTPYMEHTA He CeAyeT COKMATb PyuKy MHCTPYMEHTa BO
BpeMs MPWIOXEHUSA BPALLIGHOLLIErO YCWVS 3aMKOM paboyelt YacTw.
BHumaHve! He crneayeT KpyTUTb UHCTPYMEHT BPYUHYHO 6e3 3amKa paboueli
YacTu, TakK KaK Mpyi 3TOM MOXHO MOBPEUTL TarapOCOHNYECKYHO PYKOSTTKY.
3anpeLgeTcst UCronb30BaTb Kakuve-mbo apyrvie CPeacTsa, Kpove 3avika
pabouein YacT, 411 MPUCOEAVHEHN UHCTPYMEHTA K J1arnapOCOHNHECKOIA
PYKOSITKE Y1 OTCOEAMNHEHIS OT HEro.

OTcoeamHMTE 3aMOK Pabdoyeit HYacTu OT MHCTPYMeHTa. 3aMOK paboyeli YacTu
He criefyeT YTWIM3MPOBaTb [0 OKOHYaHUA OMepaTyBHOMO BVELLIATE/ILCTBA.
3aMoK paboyeit YacTy UCMOMb3YETCH Y1 OTCOEAVHEHNA UHCTPYMeHTa OT
NanapoCOHNYECKOM PyKOSITKM M0 OKOHYaHWM Mnpoueaypbl (pyc.d). Ecm
3aMOK pabouyeli YacT BbIMageT 3a Mpeaesbl CTEPWILHONO MO/s, 3aMeHUTe
ero CTepwibHbIM (HMOMETOBbIM 3aMKOM paboueil YacTi. He nbmaiitech
MOBTOPHO CTEPWIM30BATL OAHOPA30Bb IV 3aMOK paboyeli HacTu.

BHumaHve! Mpy oTcoeanHeHMN 3avka paboueli YacTu OT UHCTPYMEHTa
OyfbTe OCTOPOXKHbI, YTOObI He MOBPEAUTH MHCTPYMEHT.

BTopoli  3ByKOBOM  CUrHa1  akTvBaUMM  MOXHO  OTK/IHOMYUTD,
BOCMO/b30BaBLLMCL MeHIO  Settings  («HacTpolikn») reHepatopa G11.
JononHuTeNbHyt0  MHOPMALMIO  MOXHO  HailTu B Mocobun 1o
aKcrutyaraumm reHepatopa G11(GEN1L).
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Operation
Refer to a compatible Harmonic Generator User Manual for
hand piece attachment and system operation instructions.

1 Connect the assembled hand piece and instrument to the
generator and tum the generator power on. Do not tum the
generator power on before the hand piece and instrument are
connected to the generator.

2 Select the desired variable or minimum power level using the
INCREASE and DECREASE buttons on the generator.

*Minimum starting power level defaults to power
level 3 (lllustration 5). For greater tissue cutting
speed use a higher generator power level, and for
greater coagulation use a lower generator power
level. The amount of energy delivered to the tissue
and resultant tissue effects are a function of many
factors, including the power level selected, blade
characteristics, grip force, tissue tension, tissue type,
pathology, and surgical technique.
*MAX power is set at power level 5 and cannot be adjusted.

The HARMONIC FOCUS+ Long Shears instrument may be
operated with either the foot switch or hand control. For foot
switch or hand control function, refer to a compatible
Harmonic Generator User Manual for further detail and
setup and operation instructions.
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3Ta HacTpoiika TO/bKO OTK/KOYaeT Mofady 3BYKOBOMO CUrHasia; OHa He
B/MSIET HA MPOBEEHVE MOAYSILWM W YMEHbLLEHWSI BbIXOHO MOLLIHOCTW,
KOTOpbe SIB/ISIKITCS YaCTbHO TEXHOOMMN afarTaLyiv K TKaHSIM.

Skcnnyaraums

3a VHCTPYKUMAMA NO MPUCOEAVNHEHNIO  IANAPOCOHNYECKOM PYKOSITKA 1 10
IKCIUyaTauyMm  CUCTEMbI  00paTUTECh K CMPaBOYHUKY  M0/1b30BaTes1
COBMECTMMOIO reHepaTopa.

1 Togknmounte  COOPaHHYHD  JlanapOCOHUYECKYI0  PYKOATKY 1

VHCTPYMEHT K reHepaTopy Y1 BKITHOUMTE 3/IEKTPOMNMUTaHVE MreHepaTopa.
3anpellipeTcA  BKKOMATL  YEKTPONMTaHWE  reHeparopa [0
NOAK/MHOYEHNST  JIarnapOCOHUYECKON PYKOSITKA U MHCTPYMEHTa K
reHeparopy.

C nomoLLto kHormok INCREASE 1 DECREASE  Ha ceHcopHOM
3KpaHe reHepaTopa yCTaHoBUTE HEOOXOAUMbIA MepeMeHHbIA
MUHUM&/TbHB I YPOBEHD MOLLIHOCTM.

* Mo ymMON4aHMIO YCTaHOB/IEH MUHMMI&TIbHBIA HaYa/TbHbIA YPOBEHb
MOLLIHOCTW, paBHbI 3 (puc.5). [ yBe/M4eH/st CKOPOCTU
paspe3aHuisl TKaHN CriedyeT VCMo/b30BaTb 060/1ee BbICOKUIA YPOBEHD
MOLLIHOCTW FeHepaTopa, a [y1s YCWIeHNA Koary/isaum - 6osiee
HVBKWIA YpoBeHb. KO/MYeCTBO 3HEPIrvv, MofaBaeMoe B TKaHM
rnaLyleHTa, 1 COOTBETCTBYIOLLIEE [IECTBIME Ha TKaHW 3aBUCUT OT
MHOIVIX (haKTOPOB, BTOM YNC/Ie — BbIOPaHHOIO YPOBHSA
MOLLIHOCTW, XapaKTepuCTVIK JIE3BVS, CWbI XBATKY, HAMPSDKEHWA
TKaHW, TUNa TKaHW, NMaTosionn 1 Xvpyprityeckoin METOOVKI.

* MoLHocTb ypoeHa MAX (MAKCIIMYM) coOTBETCTBYET YPOBHIO
MOLLIHOCTW 5 1 He peryrmpyeTcs.

VIHCTPYMEHTOM  MOXKHO YMPaB/SITh C MOMOLLIbH0 HOKHOTO MepeKroHaTesst
(BXOOMT B KOMIVIEKT MOCTaBKW [eHepaTopa) Wi 3/IEMEHTOB YTPaB/eHUs
NaNapOCOHNYECKON PYKOSTKA.  VIHCTPYKLMM 10 ICMOMb30BaHM0 HOXHOO
MEPEKKOHATE/TA M 3/IEMEHTOB YINPaB/IEHNS1 TarapOCOHNYECKON PyKOSTTKY, &
TaKKe VHCTPYKLVIN M0 HaCTPOIKE W 3KCIVTyaTalLym CYCTeMbI MOXKHO HaliT B
PYKOBOACTBE M0/1b30BATe/1H COBMECTVMOIO FeHepaTopa.
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For optimal performance, clean the instrument blade and
clamp arm throughout the procedure by activating the
instrument tip in sterile saline (Illustration 6). The instrument
can be wiped with a sterile moist gauze sponge to remove
tissue, if necessary.

WARNING: Do not touch the instrument to metal while
activated (lllustration 7). See Warnings and Precautiors.

5 Iftissue is still visible inthe clamp arm, use hemostats to remove
residue (Illustration 8).

6 The blade is ultrasonically energized when either the foot switch
pedal is depressed or one of the hand controls is depressed.

* Pressing either the left foot pedal of the foot switch or the
proximal hand control (MIN) on the instrument activates the
selected minimum power level.

* Pressing either the right foot pedal of the foot switch or distal
hand control (MAX) on the instrument activates the
maximum power level.

» The generator provides an audible tone to indicate when the
instrument blade is active.

» The generator changes to a second activation tone as
Adaptive Tissue Technology regulates the delivery of
energy.

* Thermal influences such as fluids or minimal to no tissue in
thejaws may affect the presence or timing ofthe tone change.

* The tone change does not provide confirmation of tissue
effect. When the second tone is heard, the situation should be
assessed and the intended surgical action completed, such as
gradual application oftension to facilitate transection.

» The secondary activation tone change is not a substitute for
surgical experience. WARNING; Avoid accidental contact
with other instruments during use. Scratches on the blade
may lead to premature blade failure.
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Ona  obecriedeHMss  OMTUMAMbHOM — PaboTbl  MHCTPYMEHTa U /A
NPELOTBPALLEHVS MPWIMMaHWS TKaHe Ha MPOTSDKEHM BCeld MpoLeaypb!
OUVILLIIATE /Ie3BME MHCTPYMEHTA 1 MaCCVBHYHO GpaHLLIY, aKTUBMPYS KOHeL,
WHCTPYMEHTA B CTEPWIbHOM (HM3M0MorMyeckoM pacteope (puc.6). Ecrim
BO3HVKAET HEOOXOAMMOCTb  YAa/ileHWUst TKaHel, WHCTPYMEHT criedyeT
npotvpaTb  CTepWIbHbIM  BKHbM  Map/eBbM  TAMIMOHOM.
OCTOPOXXHO! He crnefyeT KacarbCa aKTVBUPOBAaHHLIM VHCTPYMEHTOM
MET/VIMYECKUX MPeaMeToB (puc.7). Cm. pasgen «[peaynpexxaeHus H
Mepbl MPeLOCTOPOXXHOCTU.

Ecm Ha naccviBHast GpaHLLIe BCe eLLEe BAHBI TKaHW, UCTIONb3yITe 41s UX
YAANEHVS KPOBOOCTaHAR/MBAOLLAM 3aM (piic. 8).

J1e3Bue nosyyaeT y/bTpasByKOBYHO SHEPTUIO, KOrfia HaXKAT MepeKrodareslb
HOXKHOW Mefia/n WY OfHa 113 KHOMOK PYYHOTO YIpaB/ieHs.

» Haxkatvie f1eBOro nepek/iiodarTesii HOXKHOM Mefaii Wi H/DKHENR
KHOMKN py4HOro ympasfeHns MIN Ha Kopryce WHCTpyMeHTa
aKTVBMPYET BbIOPaHHbIA MAHM/ IbHbIA YPOBEHb MOLLIHOCTW.

* Haoxatve npaBoro repex/todaresil  HOXKHOM  Mefayii - Wi
JUCTaNbHOM  KHOMKW  PyYHOro  ynpasreHnss MAX Ha  Kopriyce
VHCTPYMEHTa aKTVBVPYET BbOpaHHbIA MaKCVVIaSbHbIA  YPOBEHb
MOLLIHOCTW.

* Korpa ne3sre NHCTPyMeHTa aKTVIBHO, FeHepaTop M3A3ET OTHET/IMBO
CbILLMIbIA 3BYKOBOW CUTHAU.

* eHepaTop MepeK/ito4aeTcs Ha BTOPO aKTUBALWOHHBIA 3BYKOBOI
CUrHav1, Korfa rogada 3Heprun perysivipyeTcss B COOTBETCTBUW C
TEXHO/IOTVIEN aJarTaLyn K TKaHSM.

* Ha Ha/4ve M MOMEHT M3MeHeHUs! 3BYKOBOTO CUrHasia B/ISIHOT
pasMuHbe TEPMUYECKME BO3LEMCTBUS, Takve KaK Ha/muve
MUOKOCTU 1 Masioe KOJIMYECTBO WM OTCYTCTBME TKaHW B 3axBare
VHCTPYMEHTA.

* /BVeHeHVe TOHa He 00s3aTe/IbHO SIB/ISETCA  CBULETE/IbCTBOM
BO3JEVCTBYS Ha TKaHW. ECn reHepaTop NOJaeT 3BYKOBOWN CUrHa
BTOPOro TWUMa, CriedyeT OLEHUTb OMepaLyioHHy0 CUTyaLuio U
38BEPLLMTL  3arVIaHPOBAHHOE  XMPYPrUYeckoe BO3AENCTBME HA
TKaHV COOTBETCTBYIOLLWIM 00pa3OM — Harpyivep, MOCTerNeHHO
YBE/IMUMBAA [IABMIEHVE HA TKaHW, YTOObI pacceyb V.
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Close the clamp arm and insert the instrument through the
incision. Use the HARMONIC FOCUS+ Long Shears for
dissection, grasping, coagulation, and cutting between the
blade and clamp arm Use the top of the blade with the jaws
open if using for backcutting.

Caution: Do not use finger ring rests to extend reach during
procedure, as this could result in poor vessel sealing and
unstable positioning of the instrument (Illustration 9).
WARNING: Keep the jaws of the device open when
backcutting or while the blade is active without tissue
between the blade and tissue pad, to avoid damage to the
tissue pad. and increased blade, clamp arm, and distal shaft
temperatures.

Disassembly
1 Tumthe generator OFF at the power switch.

Close the clamp armand place the purple torque wrench
over the distal end of the instrument.

While holding the hand piece, loosen the instrument by
tuming the torque wrench counterclockwise. Continue to
loosen by turning the instrument manually to completely
unscrew it from the hand piece.
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VI3MeHeHVie BTOPOTO aKTUBALIYIOHHOMO 3BYKOBOIO CUFHA/A C/Ty>KUT
AN VHOPMALWIOHHBIXUENE M He 3aMeHsieT OMbIT  Bpaua,
MPOBOZSILLENO OrepaLIyiio.

3aKpoiiTe MaccvBHYr0 GpaHLLy W BBeAMTE WHCTPYMEHT Yepe3 paspes.
VIcnonb3yiTe MHCTPYMEHT /19 PacceHeHUst N KOoarymisuym TKaHA MeXxay
NIe3BMEM UM MACCVIBHOM GpaHLLel. BepxHIO YacTb /1e38MA MPU OTKPbITON
MaccvBHOM OpaHLLe MOXHO WCMOMb30BaTh /11 CpesaHUst TKaHW B
MPOTUBOMO/IOKHOM HarpaB/ieHNM.

BHUMAHVIE! He vicnonb3ayiATe ynopbl Ha KorbLgX /15 MasbLes, YTo0bI
[OTAHYTLCA MofgUTbLLE BO BPeMs OrepaLin, Tak KaK 3TO MOMKET MPYBECTU K

HEMo/IHOM ~ Koary/isiyi  COCYfl0B M HEYCTOMYMBOCTM  MOSIOMEHMS
WHCTPYMeHTa (puc.9).
OCTOPOXHO! TIMpn paccedeHMM TKaHW B MPOTVBOMO/IOKHOM

Hanpas/ieHM WK NP BKIFOYEHHOM JIE3BUN 1 OTCYTCTBUM TKaHW MaLyieHTa
MeXay Jie3B/eM U TKaHeBOW MPOK/MaLKON CrieflyeT [ep¥arb MacCuBHYHO
OpaHLLYy OTKPbITOW, YTOObI M30EXKaTb MOBP>EXIEHA TKAHEBOI MPOKIaaKA 1
MOBbILLEHMA TemrepaTypbl /ie3BKs, MacCvBHOM OpaHLLM M AUCTa/IbHOMO
KOHLIA CTEXKHSA.

OCTOPOXHO! TMpy Momns30BaHAN  MHCTPYMeHTaM  CrieflyeT um3berarb
C/lyYaliHOTO KOHTaKTa C APYrMMM MHCTPYMeHTamK. LiapanivHbl Ha fessum

MOTYT MPMBECTU KEro Np>exkaeBpREVMEHHOMY OTKA3y.

JeMoHTaxK

1 TMpveemvte BbIKMOHATENL 3EKTPOMUATAHUA TeHepaTopa B MO/IoXeHVe
BbKI/1

2 3aKpoiiTe NaccvBHYHO OpaHLLY Y MOMeCTUTE (WIO/IETOBbIM 3aMOK paboyeit
YaCTV Ha JUCTa/bHbIA KOHEL, MHCTPYMEHTA.

3 MMpyoepivBast  NanapOCOHMYECKYHO PYKOSITKY, 0C/1abbTe  MHCTPYMEHT,

noBopaqvBasi  3aMOK paboueli  uYacTu  MPOTMB  YacoBOM  CTPESIKW.
MpopomkaiiTe 0Ca6MATL KpervieHvie, BpyUHYO MoBOpaYmMBast MHCTPYMEHT
[0 MO/THOrO OTBVHYMBAHIS OT J1ANapOCOHNYECKON PyKOSITKU.
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4 Remove the torgue wrench from the instrument. Dispose of
the instrument and the torque wrench in an appropriate
container.

Warnings and Precautions

o ATTENTION! Product modifications are not allowed!
(Applicable for all versions of ultrasonic instruments for the
electrosurgical ultrasound generator GEN 11)

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

o 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 procedure.

 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 bum hazards to both patient and
medical personnel and damage to the device or other medical
instruments. Ensure that electrical insulation or grounding is not
compromised. Do not immerse instruments in liquid unless the
instruments are designed and labeled to be immersed.

* Verify compatibility with generators. HAI"ONIC FOCUS+
Long Shears are compatible only with

Ethicon Endo-Surgery Generator Gl 1 (GEN 11) software version
2013 1 or later. Software revision can be found under ““System
Information” in the Generator GII (GENU) “Settings” Menu.
Refer to the Generator Gl 1 (GENI 1) Operator’s Manual for more
information.

« Audible high-pitched ringing, resonating from the blade or Hand
Piece, are an abnormal condition and an indicator that the blade or
hand piece is not operating properly. The ringing may be an
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4 OTcoeguHUTE 3aMOK pabo4eil YaCT OT WHCTPYMEHTa.  YTWsvpywviTe
VHCTPYMEHT W 3aMOK pabouyeil YacTWi, BOCMO/b30BaBLLMCL /11 3TOMO
COOTBETCTBYHOLLYIM KOHTE/HEPOM.

MpeaynpeXxaeHns 1 Mepbl NPeLOCTOPOXKHOCTA

* BHIMAHVIE! Moandwikaups wsaennst He gonyckaetcs! (MpyuveHnMo ans
BCEX BAPVIAHTOB VICMOSHEHWSA UHCTPYMEHTOB Y/bTPasBYKOBbLIX [/15 reHeparopa
AMEKTPOXMPYPINHECKOro yribTpassykosoro GEN11)

e BHumaHve! CornacHo hefieparibHOMY 3aKoHogateniscTey CLLIA, npogaka
3TOT0 WMBLEMNA MOXKET OCYLLECTB/IATLCA TO/IbKO BPAYoM WM MO MOPYYeHo
Bpadia.

e OnepaTv/BHbE BMELLATENILCTBA MOMYT  BbINO/HATECA  TO/IbKO  JIALAMM,
NPOLLEALLMM COOTBETCTBYHOLLIEE 06YUeHMEe U 3HAKOMbIMUA C XMPYPrAYECKMA
TexHoorsaMn. Mpexae Yem MpoBOAUTL JH0Oble OMepaTVBHbIE BMELLIATE/HCTBA,
M3yuuTe MESVILMHCKYIO SIMTEPATYpPY, KaCatOLLYHOCA COOTBETCTBYHOLLX METOL0B
1 CBSA3aHHbIX C 3TVIM OC/IOKHEHWIA 1 OMaCHOCTEN.

*/IHCTPYMEHTbI, paboTatoLLyie M0 XUPYPrUYeCKUM TEXHOIOMMAM, MOryT ObITb
pasHbMA Yy pasHbIX NPOU3BOAMTENEA 0bopyaoBaHMA. Ecim B npoueaype
UCMO/b3YHOTCA MUHMABHO MHBA3VIBHbEE WHCTPYMEHTbLI M BCMOMOraTe/lbHoe
obopyaoBaHMe  MPOM3BOACTBA  PasHbIX — KOMMaHWi, ybeguTecb B UX
COBMECTUMOCTM [J0 Hauasa MpoLieaypbl.

* UT00b1 NpefoTBpaTTb BO3MOXHOE MOPaXKeHWE AMEKTPUYECKM TOKOM U OXKOrv
KK Y MauyeHTa, TakK Uy MEAMLVHCKOrO MepcoHasia, a Takoke MoBpeXieHvie
[AHHOr0 VHCTpYMeHTa W [OPYrnx MeOULMHCKUX WHCTPYMEHTOB, HYXXHO
[IOCKOHa/15HOE MOHMMaHVe MPUHLIAMNOB U METOLOB, UCMO/b3YeMbIX B NIa3epHbIX,
AMEKTPOXVIPYPIMYECKX M Y/IbTPasByKOBbIX  nhpoueztypax.  [MpoeepbTe
LIENIOCTHOCTb 3/IEKTPUYECKO V301N Y1 3a3eMI1eHUS. 3arpeLLigeTcst Morpyxarb
WHCTPYMEHTbI B YXUOKOCTb, 38 UCK/IKOHEHVEM C/TyYaeB, KOrfa OHW /1A 3TOro
MprooHasHaYeHb1 M Ha HUX UIMEETCS COOTBETCTBYHOLLIAS MOMETKA.

¢ [IpoBepbTe COBMECTUMOCTb WCHTPYMEHTA C TeHeparopoM. IHCTpyMeHT
COBMECTVM TO/IbKO C FeHepaTopoM npomssoacTea Ethicon Endo-Surgery Gl
(GEN 11) ¢ nporpaMvHbIM 0becriedeHvieM Bepeu He Hke 2013 1. Howmep
Bepcvm MO MOXHO Haitu B pasgene System  Information («CuctemHas
MHAopMaLs») B MeHto Settings («HacTpoiikuy) reHepatopa G11 (GENII).
J0ononHUTENbHYHO MHAOPMaLMI0 MOXKHO HalAiT B MOCOOMM MO 3KCrUTyaTaLym
reHeparopa G 11 (GEN11).
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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 shaft temperatures and user or patient injury.

« Incase of system failure, ensure the availability ofthe appropriate
back-up equipment relevant to the specific procedure.

* Blood and tissue buildup between the blade and shaft may result
in abnormally high temperatures at the distal end of the shaft. To
prevent bum injury, remove any visible tissue buildup at the distal
end of the shaft.

« As with all energy sources (Electrosurgery, Laser, or Ultrasound),
there are concerns about the carcinogenic and infectious potential
of the by-products, such as tissue smoke plume and aerosols.
Appropriate measures such as protective eyewear, filtration masks,
and effective smoke evacuation equipment should be used in both
open and laparoscopic procedures.

« Do not attempt to bend, sharpen, or otherwise alter the shape of
the blade. Doing so may cause blade failure and user or patient
injury.

« To avoid user or patient injury in the event that accidental
activation occurs, the instrument blade, clamp arm and distal end
of the shaft should not be in contact with the patient, drap>es, or
flammable materials while not in use.

» During and following activation in tissue, the instrument blade,
clamp arm, and distal portion of the shaft may become hot. Avoid
unintended contact with tissue, drapes, sui”ical gowns, or other
unintended sites at all times.

* Incidental and prolonged activation against solid surfaces, such
as bone, may result in blade heating and subsequent blade failure,
and should be avoided.

« Avoid contact with any and all metal or plastic instruments or
objects when the instrument is activated. Contact with staples,
clips, or other instruments while the instrument is activated may
result in cracked or broken blades, which may be identified by
generator solid tone or instrument error.

» Avoid accidental contact with other instruments during use.
Scratches on the blade may lead to premature blade failure.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

* OMYe/MBO C/bILMMbIA BbICOKUIA 3BOH, MWCXOOSLLUMIA OT JIE3BMST WK
NanapoCoOHNYECKOA PYKOSTTKI, He SIB/SETC HOPMOM U CBUAETENLCTBYET O
HapyLLEHM (OYHKLWIA NE3BUST WX JTAMapOCOHNYECKOA PYKOSITKW. TOT 3BYK
MOXET YKa3biBaTb Ha MCTEYEHVe CPOKa 3KCrUlyaTalym  iarnapoCOHNYECKOA
PYKOSITKU WM Ha HeMpaBWILHOE MPUKPErVIEHVe N1e3BUs, CMEACTBYEM Yero
MOXET CTaTb aHOMa/TbHO BbICOKasi TeMIepaTypa CTEPKHS U HaHeCeHVie TpaBMbl
MELVLWIHCKOMY MePCOHaUTy W MaLWeHTy.

o YbeguTecb B Ha/MYM  3arnacHOro 000pYy[OBaHWS, COOTBETCTBYHOLLETO
NPOBOAMMON NPOLIEAyPe, Ha C/lyYaii 0TKasa CUCTEMbI.

* [locTerneHHoe HaKor/IeHVe KPOBW M TKaHe MeXXzy SIE3BYEM U CTEPXKHEM MOXET
MPUBECTU K aHOM&/IbHO BbICOKOM TEMIepaType Ha AUCTa/TbHOM KOHLIE CTEXKHS.
[ns NpenoTBpaLlLEHV st TEPMUYECKO TPaBMbl CrieayeT YaaisTh BCe BUAVMbIE
HaC/OEHVISt TKaHel Ha VICTa/IbHOM KOHLIE CTEXKHS.

* Kak ¥ npy MCMob30BaHUM  MIKOObIX  APYrMX  WCTOYHUKOB  3HEpPriu
(3M1EKTPOXVIPYPINYECKUX, JTa3ePHbIX WM Y/IbTPasByKOBbIX MHCTPYMEHTOB),
BO3HMKAET Mpo6/iema NnoTeHLMa/IbHOro KaHLEpOreHHOro

WM MHIPEKLWIOHHOTO BO3AEICTBMA MOBOUHBLIX MPOAYKTOB, @ MMEHHO - obriaka
B3BELLEHHbIX YacTUL, M Lnelidia AbIMa 0T TKaHei. Kak npu OTKPbITOM, Tak 1 npy
/lanapoCKOMMYECKOM BMELLIATESILCTBE C/IeflyeT MPUMEHSTL COOTBETCTBYHOLLVE
MePbl 3aLLThl, Takvie KaK 3allmTa A1 [71as3, pecrmparopbl U adeKTUBHbE
CUCTEMb! YIa/ieHUs ibIvia.

* 3anpelLipeTca crvbaTtb fie3Brie, TOUATb €ro WM JIKObIM uivem 00PA3OM
VBVEHSTb ero (hiopMy. HapyLLieHvie 3TOro npaBwia MOXET MPYBECTU K OTKasy
NIe3BUA VI TpaBMaM Yy MEAULIIHCKOTO MepcoHasia WM MaLyeHTa.

* UT00bI 130eXKaTh TPaBM Y MEAMLUMHCKOIO MepcoHasia U NaLVeHToB B CrlyYae
HernpeaHaMepeHHOM aKTViBaLyM MHCTPYMEHTa, Jie3BMe, MaccuBHast GpaHLLa m
OVCT/IbHbIM  KOHEL, CTBO/la He [JO/DKHbl  COMPUKacaTbCd € MalyeHToM,
XVPYPrUYECKMA TPOCTBIHAMA 1 BOCTVIAMEHSIFOLLMIMACST MaTepriariamK, [axke
KOTJa HCTPYMEHT He UCTO/b3YETCS.

* B npougecce UCMoMb30BaHNA W HEMOCPEACTBEHHO TOC/e Hero Jiessuie
VHCTPYMEHTa U MaccBHas GpaHLLIa MOryT CWIbHO HarpeThest. Hu B Kakoe Bpems
He CriefyeT [OrMycKaTb HerpeaHaMepPeHHOro COMPUKOCHOBEHUA C TKaHAMM
YerioBeka, XVIPYPryHECKIMA  MPOCTLIHAMY, MEAULWIHCKOM CMeLoaeXaon u
MOObIMA - IpYTVMM - MPEAMETAMA U YUaCTKaMK, KOTOpbE /11 3TOr0  He
npeaHasHaYeHb .
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e Care should be taken not to apply pressure between the
instrument blade and tissue pad without having tissue between
them. Clamping the tissue pad against the active blade without
tissue on the full length of the blade will result in higher blade,
clamp armand distal shaft temperatures and can result in possible
damage to the instrument. 1fthis happens, there may be a system
failure signaled by a continuous tone or alert screen when either of
the foot pedals or hand control buttons is depressed.

* Keep the jaws of the device open when backcutting or while the
blade is active without tissue between the blade and tissue pad, to
avoid damage to the tissue pad and increased blade, clamp arm,
and distal shaft temperatures.

» To avoid user or patient injury, do not activate an electrosurgical
device in close proximity to the Harmonic® instruments. The
aerosols created by the activation of the Harmonic instruments in
fatty tissue are potentially flammable.

* The entire exposed blade tip and any exposed blade shaft is active
and will cut/coagulate tissue when the HARMONIC FOCUS+
Long Shears blade is activated. Be careful to avoid inadvertent
contact between all exposed blade surfaces and surrounding tissue
when using the HARMONIC FOCUS+ Long instrument.

« Use only the Harmonic® Foot Switch, and the Blue Hand Piece,
with the HARMONIC FOCUS+ Long Shears instrument to ensure
compatibility with the Generator.

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

* The sealing performance of this instrument has not been assessed
on artherosclerotic vessels. Exercise caution when transecting
these vessels as they may not seal properly.

* Minimum starting power level defaults to power level 3.
 Successful hemostasis may require adjunct measures when
HARMONIC FOCUS+ Long Shears instruments are used on solid
organs. Due to the difficulty of visualizing internal structures,
proceed slowly and do not attempt to transect large masses oftissue
in one activation. Avoid the division of lai”™e vascular/biliary
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o C/yYaiiHasA [ymTenbHast aKTvBaLyA MpY COMPUKOCHOBEHUM C TBepabIMA
MOBEPXHOCTAMM  (TaKUMM  KaK KOCTb) MOXET MPMBECTU K TMeperpesy W
MocrenytoLLEMY OTKa3y f1e3BIS, MO3TOMY MOA0BHOI0 CriedyeT M3berarb.

o Criegute 3a TeM, YTOObl BK/IOHEHHbIA MHCTPYMEHT He COMpuKacasics ¢
MET/VIMHECKMA WX TVIaCTVKOBLIMM MHCTPYMeHTaMM. KOHTaKT BK/IHOHEHHOTO
VHCTPYMEHTA C APYTUMW  MHCTPYMEHTaMK, CKOOKaMK, 3aXKMMaMy  MOXET
MPVIBECTY K BOSHUKHOBEHVIKO TPELLMH BJIE3BUSIX WM K Pa3/ioMy JIE3BUIA, Harmuve
Yero MOXXHO OMpefeUTb MO HenpepbIBHOMY 3BYKOBOMY CUrHaTy reHepatopa
WM €ro COOBLLIEHMIO 06 OLLIMOKE MHCTPYMEHTA.

* [Mpy nonb30BaHAM UHCTPYyMeHTa M30eraiite ero C/lyYaiiHbIX KOHTaKTOB C
JPYrYMA - MHCTPYMeHTaMW.  LlapanvHbl Ha f1e3BUM MOMYT MPUBECTU K €ro
npeXaeBpeMeHHOMY 0TKasy.

* He creyeT ¢ ycwviem JaBUTh /ie3BMEM MHCTPYMEHTA HA TKAHEBYHO MPOK/IaaKY
[/19 TKaHW, €CIN MEXXLY J1E3B1EM 1 TKAHEBON MPOKIaAKON HET TKaHW MaLyeHTa.
[JaBneHve aKTVBMPOBAHHOTO /IE3BMS1 HA TKAHEBYHO MPOK/AAKY /151 TKaHW Mpuyi
OTCYTCTBUM TKaHW MaLyieHTa Mog, Sie3BrieM Mo BCe ero A/IMHe MOXET MPUBECTU
K MOBbILLEHVIIO TeMIepaTypbl /1E3BUS, MacCyBHOM OpaHLLI U JUCTa/TbHOMO KOHLA
CTEPXHS, YTO, B BOK 0uYepefb, MOXET MOBPeaUTb WHCTPYMeHT. Ec/m 3To
CrlyumnTcst, 06 OTKase CUCTEMbl COOOLLMT HeMNpepbIBHbIA 3BYKOBOM CUrHas
reHepaTopa WM 3KpaH C COOOLLIEHMEM O HEMCTPABHOCTU MY HaX@TVN HOXHOM
Mefa/iv WM KHOMOK YMNPaB/ieHnst NanapOCOHNYECKOA PYKOSTTKU.

e lpn cpesaHMM TKaHW B MPOTUBOMOMIOKHOM HarpaBieHu Wi pu
BK/TKOHEHHOM J1E3BUM Y1 OTCYTCTBUM TKaHW NaLyieHTa MeXzy /1e3B/eM 1 OropHOI
KO/IOAKOW CriefyeT AepaTb 3axBaT MHCTPYMEHTA OTKPbITbIV, UTOObI M30eXaThb
MOBPEXIEHNA TKAHEBOM MPOKIaAKA W MOBbILEHVS TeMrepaTypbl Jie3sUs,
MacCMBHOM GPaHLLIA W AVCTarIbHOr0 KOHLIA CTEMHSI.

* Bo usbex@aHve TpaBM Y MauyeHTa Y MeAVILIMHCKOIO MepcoHaia He criefyet
aKTVB/POBATL  AMIEKTPOXVIPYPrMYeCKVie  YCTPOMCTBA B HEMOCPEACTBEHHOM
6/1M30CTV OT MHCTPYMEHTOB.

* A3p030/M 113 B3BELLEHHBIX YacTVLl, BO3HVKAIOLLE MV PaboTe MHCTPYNMEHTOB
B YK/POBL{IC TKaHSIX, MOTEHLVI/IHO OFHEOMACHBI.

*Bcs OTKpPbITast KOHeUHas! YaCTb /Ie3BUS1 11 BCSI OTKPbITast YacTb CTEPXHS /ie3BUST
SBMAIOTCA aKTVBHBIMMA 1 Gy/IyT pesaTh/Koary/vpoBaTb TKaHb, KOrfa /iesBue
VHCTPYMEHTA  aKTMBVPOBAHO. [P MCMOMb30BaHUN MHCTPYMEHTA CriedyeT
M30eraTb  HEMpeOHaMEPEHHOTO  KOHTAKTa MeXdy BCEMM  OTKPbMbIMM
MOBEPXHOCTAMY NIE3BYSI U OKPYMKAHOLLYIMIV TKAHSIMA TNALYEHTA.

* UT06b! FapaHTVpOBATbL COBMECTVMOCTb C FEHEPATopOM, VCTOMb3yiTe C
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bundles when using the HARMONIC FOCUS+ Long Shears
instrument under these conditions.

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

« Do not torgue the instrument by hand or damage may occur to the
hand piece. Do not use any means other than the torque wrench to
attach or detach the instrument from the hand piece.

* Take care to avoid damage to the shears when removing the
torque wrench from the instrument.

* Take care to avoid injury from the blade tip while removing the
torque wrench from the instrument.

« Do not clean the instrument with abrasives.

« Instruments or devices, which come into contact with bodily
fluids, may require special disposal handling to prevent biological
contamination.

« Dispose of all opened instruments whether used or unused. This
device is packaged and sterilized for single use only.

e Reuse and improper reprocessing or resterilization may
compromise the structural integrity of the device and/or lead to
device failure that in tum may result in patient injury, illness, or
COeath.

* Reuse and improper reprocessing or resterilization of single-use
devices may create a risk of contamination and/or cause infection
or crossinfection, including, but not limited to, the transmission of
infectious diseases. Contamination may lead to injury, illness, or
Oeath.
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VHCTPYMEHTOM HOXHYIO Nefjasib  Harmonic M TonbKo  rosy6yto
NanapoCOHNYECKYHO PYKOSTTKY, He BXOZSALLYE B KOMIVIEKT MOCTaBKU.

* [Mocrie VBB/IEYEHNA UHCTPYMEHTA UCCMeyITe TKaHN Ha MPeAMET CBepTbIBaHNA
KpoBW. ECM cBepTbBaHMA KpOBM He HaOMoJaeTcsi, CriefyeT MNpUMEHUTb
COOTBETCTBYHOLLYIE METO/bI /151 OCTAHOBKM KPOBOTEHEHVSA.

* OLIeHKa CrOcO6HOCTM IAHHOIO MHCTPYMEHTA PacCeKaTb aTePOCKIIEPOTUYECKIE
CoCyAbl He  MpoBoawiach. pn pacceyeHnn 3TUX COCYAOB CrieayeT cob/ofaTb
OCTOPOXHOCTb, TaK KaK BO3MOXHO, YTO WX He YACTCS, KaK CieflyeT 3aKpbITb.

* [o yMOMYaHWIKO YCTaHOB/EH MHUMASTbHBIA HauarbHb A YPOBEHb MOLLIHOCTM,
paBHbIA 3.

* [Py MCMO/MBL30BaHMN MHCTPYMEHTA Ha MapeHXMMATO3HbIX OpraHax MoryT
MOHaZOOUTLCA  JOMO/HUTENbHbIE  MEPbl Y19 YCTMELWHOA  OCTaHOBKM
KPOBOTeYeH/s. TaK KaK BUsya/vzalys BHYTPEHHWX OpraHoB 3aTpydHeHa
CrefyeT paboTarb Me/IEHHO U 13beraTb paccedeHs  60MbLUMX Mace TKaHM 3a
OLVIH LK/ aKTVBaLyv Ne3sust. VICnosnb3ys UCHTPYMEHT B MOLOGHBLIX YC/I0BYSIX,
v3beralite pacceyeHVst 60MbLLIMX MyYKOB KPOBEHOCHBLIX COCYA0B M MEMUHbIX
MPOTOKOB.

 [Mpooykups, NpoV3BOAMMAS WM PacrpocTpaHseMasst KOMMaH/sMK,  He
aBTOpV30BaHHLIMM  KOMMaHWeld  Ethicon Endo-Surgery, MOXET OKa3aThCs
HECOBMECTUMOM C WHCTPYMeHTaMW. VAcrionb3oBaHne Mogo6HON MpomyKLyn
MOXET MPMBECTU K HemnpedBUEHHbIM  pesy/ibTaraM;  He  MCK/HOMaeTcs
BO3MOXHOCTb TPpaBMbly MEAULIVHCKOO MepcoHasia Win naLyeHTa.

* He crieflyeT CKpy4mBaTbL MHCTPYMEHT BPYUHYHO 663 3aMka paboqein YacT, Tak
KaK MpWY 3TOM  MOXHO MOBPEUTL /TarapOCOHNYECKYIA PyKOSATKY. 3arpeLLpeTcs
MCMOMb30BaTb KaKue-/ivibo Apyrie CPeacTsa, Kpove 3avika paboqelt Yactu, 1S
NPUCOEANHEHVS UHCTPYMEHTA K /1arapOCOHUYECKON PyKOSTTKE W OTCOEAMHEHA
OT Hero.

e Mpn oTCoEAMHEHMM 3aMKa paboueil YacTM OT MHCTpPyMeHTa OyabTe
OCTOPOXHbI, YTOObI HE  MOBPEAMTH UHCTPYMEHT.

* [Mp OTCOEOVHEHMN 3aMKa paboueit YacT OT WHCTPyMeHTa OyabTe
OCTOPOXHbI, YTOObI He  HAaHECTV TpaBMy cebe Wi APYTM OCTPBY KOHLIOM
Ne3BUSA.

* He cnegyeT umcTUTb MHCTPYMEHT abpasvBHLIMA YMCTSILLYIMA BELLIECTBAMI.

* [/ IHCTPYMEHTOB M YCTPOICTB, KOHTAKTUPYHOLLIX C YKMAKOCTSIM OpraHv3mMa,
MOTyT MOTPeboBaTLCA 0COOble MPOLIEAYPbI YTWIZaLMA [/19 NPeAoTBpaLLEHNA
610/10rMYECKOT0 3ar PSA3HEHUS.

o YTWWBMpYITe BCE WCMO/Mb30BaHHbE W HEMCMO/b30BaHHbIE VHCTPYMEHTDI,
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Sterilization

Harmonic instruments for use with Generator G11, are supplied sterile
and hermetically packaged. The instruments are sterilized by gas

The sterilization process is validated conforming the requirements of EN
ISO 11135-1 (for ETO sterilization of Harmonic instruments) with SAL
O™ confirmed.

For single use only. Do not attempt to re-sterilize and re-use the
instrument.

How Supplied
The instruments are supplied sterile for single patient use. Each

instrument is shipped with one sterile, single use, purple disposable
torque wrench. Discard the instrument and torque wrench after use.

The box also includes IFU.
The cardboard packaging (box) contents:
Instrument - 6 p.

Purple Torque Wrench -6 p.
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YrakoBka KOTOpbX Oblia BCKpblTa. [laHHOE YCTPOWCTBO YMakoBaHO U
CTEPWIM30BAHO TO/IbKO /151 OAHOPAa30BOr0 M0/ b30BaHYIS.

* [NoBTOpPHOE UCMO/b30BaHVE W HeMpaBWIbHAsA MOBTOpHaA 00paboTka Win
MOBTOpPHasA CTepwzaLmA MOryT HapyLLMTb CTPYKTYPHYHO LEMOCTHOCTb
YCTPOCTBA WWIM MPMBECTU K BbIXOAy €ro U3 CTpoA W, Kak Crieacteue, K
TPaBMUPOBAHIO MaLWIeHTa, BO3HWKHOBEHWIO 3a00/1EBAHUIA N NETa/IbHOMY
ucxogy.

* [NoBTOpPHOE WCMOMB30BaHVE M HeMpaBWwibHad MOBTOPHas 00paboTka Wi
MOBTOPHas CTEPWIM3aLMA YCTPOWCTB OfHOPa30BOro UCrosb30BaHNsA MOryT
NMEMBECTM K PUCKY  KOHTaMMHaLWM  WWIM  MHGMLMPOBAHWIO  SINGO
MePEKPECTHOMY MHIMLMPOBAHUIO, B TOM YMC/Ie, CPemy MPOYero, MepeHocy
VH(DEKLMIOHHBIX 3a00/1eBaHWA. KOHTaMMHALWA MOXET MPMBECTU K MPUUMHEHIKO
Bpeza, BO3HVKHOBEHWIKO 3a00/1EBaHNI W NIETASIbHOMY VCXOLY .

Crepunusaups

VIHCTpYMEHTbI  MOCTaB/AOTC  CTEPWIbHBIMA B TEPMETUYHOM  YITaKkoBKe U
MpefHasHayeHb! [/19  OHOPA30BOr0 MPUMEHEHWSI Yy  OfHOMO  MaLieHTa.
CrepwmsaLyst MPOBOAUTCA Fa30BbIM METOLOM (C MPUIMEHEHVEM 3TWIEHOKCUAR).

[Mpougecc cTeprzaLmn BaMamMpoBaH B COOTBETCTBUM ¢ TpebosaHMsIMM EN 1SO
111351 (019 WVHCTPYMEHTOB,  CTEPWIMBYEMbIX  STWIEHOKCMAOM) C
NOATBEPXKAEHMEM YPOBHS CTEPUIbHOCTY (SAL) 107

Jna ogHopa30Boro vernoss308aHVA. [MoBTOpHaS CTePUIN3ALIMA 3anpeLLeHa.

Komnrekrauus

VIHCTPYMEHT 1 (hMOMeTOBb i 3aMOK paboyei YacTy MOCTaBSIOTCS B CTEPM/TBHOM
BULE M paccumTaHbl Ha VCT0/b30BaHViE /191 OQHOIO naLyieHTa. B KOpobKy Taroke
BXOOUT VIHCTPYKUMSA MO MPUMEHEHNHO. Toc/ie UCTIoNb30BaHMA MHCTPYMEHT 1
3aMOK paboueli YacTv crieflyeT YTWwwsMpoBaTb (6osiee noapobHo unTald B
pasgesne «YTUnMzaums»).

Cofiep>kMmoe KapTOHHOI YIakoBKM (KOPOOKWY):
- IHCTpYMeHT, 6 u.

- 3aMOK paboyelt YacTy WIoneToBbIIA, 6 LLIT,

- VHCTpYKUMA No NpuMeHeHWo, 1uim
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IFU-1 p

MpuveyaHvie: PacLLmtpoBKy CUMBO/IOB Ha YMAKOBKE CM. B KOHLIE VIHCTRYKLIW.

Note: for an explanation ofthe symbols on the package see the end of this

IFU.

Interpretation of symbols

EC HEP

Do not use the instrument with
GENO01/GEN32/GENO04 ultrasonic Generator.

For use with Blue Hand Piece only.

Manufacturer wl
Use Until Date 2
Lot w \
Stock number

Sterilized by ETO

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

Authorized Representative in  the European | .c jresi
Community

Single Patient Use

Authorized Representative in the USA usa ReP
Temperature I
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WHTepnpeTawLysi CYMBO/IOB

He npumeHsTb [aHHbIA  MHCTPYMEHT C  FeHepaTopoM
UltraCision® (GENOL/GEN32/ GEN04).

VIHCTpYMeHT npeaHasHaYeH A1 MCTo/b30BaHUA TOMbKO €
ro/Ty60i1 arapOCOHNYECKOM PYKOSTTKOM (PYKOSTTKOM
NarapoCOHNYECKOIA 06/1erYeHHOIA),

a

V3roToBuTesb

Vcnonb3oBars 40 ...
Homep napmim

Howmep no Karasory

CrepywizaLyisi OKCUIOM 3TUeHa (MeTog, CTepumzaLm —
rasoBb A, C NPUMEHEHVIEM STUIEHOKCR)
O npyveHeHUs TOMBKO  KB/IMGWILMPOBAHHBIVI

MEAVILIHCKAM MepcoHasiom
YMOMHOMOYEHHbIA  MpeacTaBuTe/b B EBponeiickom

COOOLLIECTBE
3anpeT Ha NMOBTOPHOE NpUIVEHEHME

YnonHOMOYeHHb I MpeacTaBuTesb B CLLA

TemnepaTypHb i yanasoH
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S

Relative Humidity

See Instructions for Use. (Refer to blue symbol on
outer packaging.)

See Instructions For Use

S

Do not re-sterilize

Do not use if the package is damaged

Attention! For more information see IFU X
Keep from moisture, store ina dry place

Avoid of exposure direct sunlight. Keep away from
sources of heat *

Unit quantity O

Manufacturer financially contributes to the cost of
recovery and recycling. 0
Dispose of properly

b i

Compliance with requirements of European Directive  (CE
93/42/EES

0
Product passed procedure of declaration of

conformity
Indicates that the Electrical and Electronic Product
(EEP) contains toxic and hazardous substances or

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

Jviana3oH BaXKHOCTU

CM. MHCTPYKLMIKO MO MPUMEHEHMIO (CM. rosTy6ol CMBOST Ha
BHeLLIHEl YTaKOBKe)

CMOTPU MHCTPYKLVKO M0 MPUMEHEHMIO

He cTepy30BaTh NMOBTOPHO

He vcrons30BaTh Npyi NOBPEXAEHM YTIAKOBKM

OcTopoxHo! O6paTUTeCh K UHCTPYKL M0 MPUMEHEHVIO

Bepeyb OT Brarv

He [0nycKaTh BO3AEICTBIS COJTHEUHOO CBETa

KonnyecTBo 3/1EMEHTOB

MpovsBoauTesb  GepeT Ha cebsl YacTb PacxXodoB Ha
BOCCTAHOB/IEHVIE U Y TWIV3ALIO.
YTWIBMPOBATL HA/IEXALLYIM 06Pa3OM.

CooTBeTcTB/E TpeGoBaHMAM EBponeiickoil  [ypeKTviBbI
93/42/EEC

MpoayKT  npoLLen npoLieaypy 06s13aTe/IbHOro
MOATBEPXKEHVISI COOTBETCTBYS

YKa3bBaET Ha TO, UYTO 3/IEKTPUYECKOE W 3/IEKTPOHHOE
m3genvie (O3M) He COlEPXKUT TOKCUYHBIX W OMacHbIX
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elements over the defined maximum concentration
values. The names and content of the toxic and
hazardous substances or elements shall be provided
in the Chinese product instruction manual. The
number “5” in the symbol refers to the environment-
friendly use period; after their environment-friendly
use period expires, they shall be put into the
recycling system (People’s Republic of China
symbol for Restriction of Hazardous Substances
(RoHS) inelectrical and electronic products).
The transport individual packaging includes symbols:

Keep away from moisture, store ina dry place.
Keep out of sunlight. Keep away from heat.

y Temperature

Relative Humidity

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

TpaHcropTHas
CliefytoLLyie CUMBOTbL:

BELLECTB WM 3/1IEMEHTOB B KOHLIEHTPALWSX, MPEBbILLIAHOLLYIX
MaKCVVa/TbHbEE  3HAYeHUsl, SIBMSETcl  Ge3onacHbIM - A1

OKPYXKAIOLLEA  cpeabl M MOMIEXUT  MepepadoTKe
(obo3HaueHVe, npuHAToe B Kumalickoli  HapopgHoi
Pecriybrivke 19 OrpaHUYEHN  COOEPXaHUs  oracHb(
BellecTB  (ROHS) B 9/IEKTPUYECKMX U 3MIEKTPOHHBIX
N30ENNSX).

VHOVB/Dya/lbHAs  YMaKoBKA  [IOMOMHUTENBHO  COAEPUT

Bepeus ot Briarv

He fionycKaTb BO3AECTBYISI CONHEYHOrO CBeTa

TemnepaTypbIi AvianasoH

[Jviana3oH BnaxxHOCTU
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Ultrasonic instrument for generator Gll: VHCTpYMeHTbI Y/IbTPa3BYKOBbIE /15 FeHepaTopa TNEKTPOXUPYPIMYECKOro
Harmonic Synergy Dissecting Hook with Torque Wrench ynbTpassykosoro GEN11:
Harmonic Synergv Curved Blade with Torque Wrench Jle3Bume KpHOUOK anccekymoHHoe Harmonic Synergy ¢ 3amkom paboueil yacTw

Ne3ssune nsorHyToe Harmonic Synergy ¢ 3aMkom pa6oueit YacTu

HarTorfc
Please read all information carefully. BHVMaTeIbHO NPOYTUTE BCHO MHOPMALILIO.
Failure to properly follow the instructions may lead to serious surgical HenpaBwibHoe CrgaoBaHVe WHCTPYKUMAM  MOXKET TMPUMBECTU K CEPBESHBIM
consequences. XUPYPrnyecKM Moc/ieaCTBUSIM.

Important: This package insert Is designed to provide Instructions For BaxHoe 3ameuaHue: [aHHbIA VHCTPYKUMSE MO MPUMEHEHWIO  COLEPXUT
Use of the Harmonic Synergy instruments and Gray Torque Wiench. Itis  pexkomeHzaLvn no npymveHeHNo IHCTPYMEHTOB Y/ bTPasBYKOBbLIX [/19 reHepaTopa

not a reference to surgical techniques. ANEKTPOXMPYPIUHECKOr0 ynbTpasBykoBoro  GENII - Jle3Bue  KpHOHOK
ANCCEKLWIOHHOe Harmonic Synergy ¢ 3aMKOM pabodeii YacTw. J1e3Bue 130rHyToe
Harmonic Synergy ¢ 3aMkoM paboyeli HYacTy. 3Ta UHCTPYKLWSI M0 MPUMEHEHMIO He
AB/ISETCH PYKOBOZACTBOM M0 METOAAM XMPYPrYeCKOro BVELLIATE/ILCTBA.
93
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Instruction for use Hucmpyxyus no npumesieniso

This IFU applies to ultrasonic Instruments for the generator GEN11, with Hacmoswan  uncmpyxyun  pacnpocmparsemc’  na  Hucmpymenms
the following modifications: YALIMPAZEYKOGHIE ONR 2eNEPAMOPa INEXMPOXUPYPIUECKO20  YASMPAIEYKOB020
GENL11, 6 credyiowux eapuanmax ¥CRORHEHUR:
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Harmonic Synergy Dissecting Hook with SNGCB
Torque Wrench
Harmonic Synergy Curved Blade with Torque  SNGHK

Wrench

Ultrasonic Instrumentsfor use with the Generator Gil, will hereinafter
be referredto as «Instrument/Instruments»

Indications

The Harmonic Synergy instruments are indicated for soft tissue incisions
when bleeding control and minimal thermal injury are desired.

The Dissection Hook Harmonic Synergy instruments can be used as an
adjunct to or substitute for electrosurgery, lasers, and steel scalpels in
general, plastic, gynecologic, exposure to orthopedic structures (such as
spine andjoint space), ENT (Ears, Nose, Throat), including tissues of the
soft palate, oral structures, and oropharyngeal airway, and thoracic
surgery, including mobilization of the Internal Mammary Artery (IMA).
The Curved Blade Harmonic Synergy can be used as an adjunct to or
substitute for electrosurgery, lasers, and steel scalpels in general, plastic,
gynecologic, exposure to orthopedic structures (such as spine and joint
space) and thoracic surgery.

Adverse events and complications

The following can be considered as the Adverse Events or Malfunctions
which may happen with use of this device.
Significant Malfunctions
o Damaged and cracked blade
«  Damaged and cracked sheath
» Activation issue
Significant Adverse Events
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Jle3Bue KpoUoK gnccekunoHHoe Harmonic Synergy ¢ samkom  SNGCB
paboyein yacTw

INe3swe n3orHyToe Harmonic Synergy ¢ 3amkom paboyeit
yacTw

SNGHK

[anee no TeKCTY NHCTpYMeHT bl yNbTPa3ByKoBbIe AN reHepaTopa
3NeKTPOXMPYPIYecKoro ynbTpasBykoBoro GENII, B BapuaHTax UCNONHEHMS
MOTYT 0603HAYATbCSA KaK «MHCTPYMEH T bi»/ «AHCTPYMEHT>.

lNokasaHus

VHCTpyMeHTbI NpeaHasHaYeHbl 151 pacceqeHnst MArKVX TKaHel B Cyuasix, Korja
TpebyeTcs  KOHTPO/Ib  KPOBOTEYEHMA W MAHAMa/MBaLMA  TEPMUYECKMX
MOBPEXAEHWIA.

Jle3Bre KPHOHOK AMCCEKLMOHHOE Harmonic Synergy ¢ 3aMKOM paboqein yactn
MOXET MPUMEHSTECA B [OMOJIHEHME WM BMECTO  3/IEKTPOXUPYPIAYECKUX
VIHCTPYMEHTOB, J1a3eP0B W CTa/TbHbIX CKa/TbIENeN, Mpy orepaLysx, BKIHOHarOLLMX
[OCTYN K OPTOMNEAYHECKVM CTPYKTYPaM (TakvM, KaK MO3BOHOYHWK W CycTaBHasA
LLrb), B OTOMAPUHIoNorn (yxo, roprio, HOC), BKIKOHAA TKaHW MATKOrO Héba,
POTOBbEE CTPYKTYPbI M POTOr/I0TOYHbEE BO3YX0BO/bI, B OOLLIEW, M/IACTUHECKON,
MVHEKOSIOTMYECKO U TOpaKayibHOW — XMpYprv,  BKIKOHast  MOOWIMZaLMIO
BHYTPEHHel rpyaHoii aptepun (BIA).

Jle3Bve  n30rHyToe Harmonic Synergy C 3aMKOM paboudeil uacTy MOXET
MPUVEHSTLCA B [OMO/HEHWE WM BMECTO 3/IEKTPOXMPYPIMYECKUX MHCTPYMEHTOB,
NasepoB U CTa/lbHbIX CKavTbriesiel Mpu orepaumsix, BK/IHOHAIOLLWMX [OCTYN K
OPTOMeMHECKUM CTRYKTYpaM (TakiM, Kak MO3BOHOYHMK W CyCTaBHas LLEMb), B
O6LLIEH, MIaCTUHECKOM, MMHEKO/IOMMYECKOI 1 TOpaKasIbHOM XMpYpPrin.

HexkenatesibHble ABMEHUA U OCTTOXKHEHWUA

Crepytolie sBMIEHNA MOXHO paccMaTpviBarb B KaYeCTBe  HeO/arornpusTHbIX
COObITUIA WM HEVCTNIPaBHOCTEN, KOTOpbe MOTYT MPOM30ATU C UCMOMb30BaHVEM
[AHHbBIX HCTPYMEHTOB.

3HaumTesbHbIE HEVCTPaBHOCTU:

* MoBPEXAEHMA Y TPHOLLYHDBI/IE3BUSA

* [loBpexkaeHve N TRELLYIHbI CTBOMA

* OLLIMOKM aKTVBaLWIN
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Bum and injury of Surgeon and patient

e Tissue damage, hemorrhage, leakage

« Ifthese Adverse Events or Malfunctions happen, appropriate
technique or action should be used.

Device Description

The Harmonic Synergy Dissecting Hook and Curved Blade with Torque
Wirench are sterile, single patient use devices consisting of titanium blades
with non-removable, telescoping gray sheaths. Two types of blades are
offered; a dissecting hook and a curved blade. Selection ofthe appropriate
blade type is a matter of surgeon preference based on the procedure or
application. The Harmonic Synergy instruments allow for the cutting and
coagulation of vessels up to and including 2 mm in diameter.

A soft-touch grip surface covers two sides of the handle housing. Control
buttons are located on the handle housing and include a Friction Lock
Button and two hand controls, MIN for minimum power level and MAX
for maximum power level. When the Friction Lock Button is depressed
and held down, the surgeon can adjust the length of the telescoping gray
sheath up to 1.9 inches (4.8 cm) for better access and/or rotate the sheath
and blade 360°, according to surgeon preference.

Each Harmonic Synergy instrument is packaged with one sterile, single
patient use, disposable Gray Torque Wirench. Use only the Gray Torque
Wrench with the Harmonic Synergy instruments. The Gray Torque
Wirench should not be discarded until the completion of the surgical case.
Inthe event the Torque Wiench falls out of the sterile field, replace with
a sterile Gray Torque Wrench. Do not attempt to sterilize the disposable
Gray Torque Wrench.

Harmonic Synergy instruments are designed for use exclusively with a
compatible  ultrasonic Generator and Harmonic Blue Hand Piece,
packaged separately. Refer to a compatible ultrasonic Generator User
Meanual before using these instruments. Refer to the Instructions for Use
of the Harmonic Blue Hand Piece and Test Tip (TTBLUE) (no medical
device).
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CepbesHble HebMaronpUATHbIE SABMEHNA

» OXOr 1 TpaBMa Xvpypra v nauyeHTa

* MoBpeXaEHNA TKaHel, KPOBOTEYeHVie, NMoATEKaHe

Ecm  HeGnaronpusitHoe cobbimie WM CO0M  MPOMCXOUT,  HeOOXOAMMO
MCMO/Mb30BaTb  COOTBETCTBYHOLLME XVIPYPrUYECKMEe TeXHUKN WA [eliCTBuS,
Heo6X0VIMbIe 151 YCTPAHEHSA STUX SIBMEHWIA.

OnucaHre NHCTPYMeHTa

VIHCTPYMeHTbI  SIBMAOTCA  CTEPWIbHBIMA  OfHOPAa30BbIMA — M3[eNMAMA /1S3
UCMO/MB30BaHWUA HA OHOM MaLyieHTe, COCTOSILLYMM U3 TUTAHOBbIX JIe3BUA C
3aKpervVieHHbIMA CEpbIMA - Bb|IBIDKHBIMA  KOKyXamK.  [ocTaBnsoTeA Ba BiA
NE3BUIA: AVICCEKLIOHHbIE KPHOHKA 1 M30THYThIE JIE3BUSI.

BbI6op Heobxo4yMOro Tuna Jie3Byst MPOV3BOAMUTCS MO YCMOTPEHUIO Xupypra Ha
OCHOBaHWN MpOLiefypbl WA crocoba NpuMeHeHUs.  IHCTPYMeHTbI M03BO/ISHOT
paspesaTb U Koary/vpoBaThb COCY /bl AYAaMETPOM [0 2 MM BK/IHOHUTE/TLHO.

Ha kopriyce pyKosiTK C [ABYX CTOPOH HaXOAATCA MSArKVe MpPOTVBOCKO/b3SLLYE
MOKPbITUSA. Ha KOpryce PyKOSTTKU PacriofiokeHbl KHOMKA YIPaB/ieHns], KOTopbe
BK/THOHAOT KHONMKY (OPUKLIVIOHHOTO 3aXK1Ma U [1Be KHOMKN PYYHOr0 YIpaB/eHus:
MIN - 4719 MUHMM/TIbHON MOLLHOCT M MAX - /11 MaKCUMasIbHOA MOLLIHOCTM.
Korga xvipypr HaXUMaeT Ha KHOMKY (DPMKLMOHHOIO 3a0K/Ma U YOEPKABAET €g,
XVIPYPr MOXET V3MEHUTb A/IMHY CEeporo BbLUBVKHOIO KOXyxa 4o 4,8 cm g/
obrieryeHus AocTyna W roBepHyTb KOXyX.

Bce VHCTPyMeHTbI MOCTaB/AHOTCH B KOMIVIEKTE C OOHUM CTEPWIbHBIM CEpbM
3aMKOM pabo4eit YaCT [ UCMO/b30BaHMS Ha OgHOM  MauveHte. C
VHCTPYMEHTaMI MCIO/b3YiATe TOMbKO Cepbiii 3aMOK paboyeit YacTu. He yaansiire
B OTX0Abl Cepbii 3aMOK pabo4eil YacTu [0 3aBEPLLEHVS  XVIPYPrYECKON
npoLeaypbl. EC/M cepbiil 3aMOK paboydeil YacTy BbINaaeT U3 CTEPWIBHOMO MO/,
3aMeHUTE ero CTepWibHBIM CEpbIM 3aMKOM paboyelt YacTu. He npeanpyHumaiiTe
MOMbITOK ~ CTEPWIM30BATL  Cepbiii  3aMOK  paboyeli  4acTM  OfiHOPa30BOro
MO/1530BaHMSA.

VIHCTpyMeHTbI NpeHasHaueHb| 15 NMPUMEHEHIS UCKITHOHMTESIBHO C COBMECTUMBIM
YNMbTPasByKOBLEM  FeHepaTopoM M TO/ly00i  anapOCOHNYECKON  PYKOSTTKON,
MOCTaB/I9EMbIMIA B OT/E/TbHBIX YTMAKOBKaX N He BXOAALLYX B KOMIVIEKT MOCTaBKU.
[Mepes MpyMeHeHVEM [JaHHBIX UHCTPYMEHTOB 03HAKOMBLTECH C PYKOBOACTBOM 0
JKCIUTyaraLym COBMECTUMONO Y/IbTPa3ByKOBOIo reHepatopa CM. MHCTPYKUMK M0
NPUMEHEHIO  TO/Ty60I  /1ArNapOCOHNYECKO  PYKOSITKU M MPOBEPOYHOr0
HakoHeuHVKa (T TBLUE) Harmonic (He SBseTcA MEAVLMHCKUM V3LE/VEM).
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Hlustration and Nomenclature (Illustration 1)
1 Dissecting Hook

2. Curved Blade

3. Gray Torgue Wrench

4. Sheath

5. Friction Lock Button

6. MAX hand control (distal)

7. MIN hand control (proximal)

8. Soft Grip

9. Handle Housing

10. Blue Hand Piece (hot included)

Materials in contact with a human body:

(4) Shaft (casing) - plastic Thermocomp PDX-R-98372 EES HC
manufacturing by SABIC Innovative Plastics;

(1,2) Blade- Ti 6A14V ELL titanium alloy.

In accordance with 1SO 5832-3, ASTM F1472 and ASTM B348, ASTM
FI136 manufacturing by Perryman Company;

(9) Handle Housing - polycarbonate Calibre 2061-15 manufacturing by
Trinseo.

Primary packaging -

Lid: Tyvek 1073B with Perfecseal CR27, Perfecseal

Blister: C-Film 73X772, Amcor Flexibles

or

Lid: FMP-521, Amcor Flexibles

Blister: CI-100, Amcor Flexibles

Operation conditions for surgical field:
Temperature: from +-15to -t-27°C
Relative humidity:

from 30 to 75% (without condensation)

Storage Conditions

Temperature: from- 20°Cto 25 °C
Relative Humidity: 10%6-60%

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

MnntocTpaumm n HomeHknatypa (Pvic. 1)

1 J1e3BYe KPHOHOK AMCCEKLIMOHHOE

2. VI3orHyToe riesBre

3. CepbIii 3aMOK paboqein Yactu

4. KoxXyx

5. KHoMKa yprKLIMOHHOTO 3aMMa

6. KHonka py4Horo ynpasneHst MAX (avcTanbHast)

7. KHorka py4uHoro yrpaeneHust MIN (NpokcumviaribHast)
8. MHIrkoe NpPoTUBOCKO/Tb3ALLIRE MOKPbITVE

9. Kopnyc pyKosiTKu

10. Mosy6ast ianapoCoHNYECKas PYKOSTKA (B KOMIVIEKT He BK/IHOYEHa)

MaTtepuasbl, KOHTAKTVPYHOLLME C OPraHM3MOM YesloBeKa:

(4) CrBon (koxyX) — Tnactk Thermocomp PDX-R-98372 BES HC npovsBoacTea
SABIC Innovative Plastics;

(1,2) Ne3Bue-TuTaHoBbI crtaB Ti 6A14V ELI TuraHob I crvias Ti 6A14V ELLL
B cootBetctBUM ¢ 1SO 5832-3, ASTM F1472 n ASTM F136, npoussoacTsa
Perryman Company;

(9) Kopnyc pykositkn - Monmkap6oHaT Calibre 5201-8 npounssoacTsa Trinseo.

1 MepBr4Han yraKkoBKa -

KpbLLKa: MonmsTneH onedimHa ¢ nokpbmvem 13 neHorsiacta.CK27 Tyvek 10738
npoussoacTea Amcor Flexibles

Brvctep: nowvsuHWIXNopuyg, C-Film 73X772 npomssoactea Amceor Flexibles

wm

KpbLLKa: Tepeditanar FMP-521 npomssoacTtea Amcor Flexibles

Brvctep: novsuHWIXNopyg, C1-100 npomssoactea Amcor Flexibles

YcnoBus sKenayaTauum Ans onepawuyioHHoro nosis:
Temneparypa: ot -1-1540 +27 °C

OTHoCUTEIbHAsA B/aYKHOCTb BO3ayXa:

ot 30 1o 75 %(6e3 KoHaeHcaLmm)

YCnoBus XpaHeHUst
Temnieparypa: ot -20 °C go +25 °C
OTHocuTeNbHas BNaxxHocTb: 10-60%
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Transport Conditions

Temperature: from-22°C to +60°C
Relative Humidity: from 10 to 65%o (without condensation)

Store away fromdirect sunlight, heat or freezing.

Basic specifications

Characteristic Value
SNGCB SNGHK
Shaft diameter, mm 8,0
Shaft adjusted length, cm 48
haft length
Shaft length, cm from4,2t010 9,0
Shaft Rotation. © 360°
Targeted  vessel — max.
diameter, mm
2
Working temperature 40-100
range of blades’, °C
Overall sizes (A) x (B) x 190,7 x 26,3 x

fC). mm 187,8x26,3 x21,3

21,3
Size for Dissection Hook
(DOx(D2)x(D3), mm 20 X47x 10 -
Sharpening angle  of 60°
blades. °
Size for Curved Blade, mm
Sizes for Torque Wrench,
mm
Mass of Torque Whench, g 20,0
Requirements to the
working surfaces and

30°

50,8 x 68,6 x 25,4

scratches, nicks, or blemishes
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20,7x29x%x22

Instrument surfaces shall be free of

YcnoBus TpaHCMOPTUPOBaHWSA
Temneparypa: ot -22°C go +60RC
OrtHocuTesbHas BNaxXHOCTL: 0T 10 a0 60 %0(6e3 KoHAeHcaLn)

XpaHTb B 3alLLLEHHOM OT BO3AECTBUSA MPsIMbIX COMHEUHBIX STydeld, Terna u

3amopak/BaHNA MECTE.

OCHOBHble TEXHNYECKWE XapaKTePUCTUKHN

XapaKTenpucTnKm 3HaueHve

SNGCB SNGHK
JviameTp cTBOMA, MM 8,0
YAnMHeHvie CTBO/a, CM 48
JnvHa cTBona, cm 0T 4,2 10 90
BpalLigHve cTBOM, ° 360°
MakcMasTbHb I viaveTp
Le/IeBOr0 cocyfa TKaHW, A 2
MPOBEAEHVA  MAHUMY IALMN,
MV
[yanasoH paboumx 40-100
Temnepartyp fessus’, °C
MabapuTHbEe pasvepbl (A) X 187,8 x26,3 X 190,7 x 26,3 X

(B) X(C), v 21,3 21,3
Pasvep  fesBusa  Kprodka
avccekuwmonHoro (Di) x (Di) x
(Gg), Mm

Yron 3aTouKU NesBui, ° 60° 30°
Pa3vep M30rHyTOro /f1e3814,
MV

Pasvepbl 3avka  pabouer
4acTy, MV

Macca 3avKa paboYeii uactu, r 20,0

9,5x4,7X10 -

50,8x68,6x25,4

- 20,7x2,9x2.2
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edges of medical
instrument

Requirements to  the
stability of the working
part in biologic fluids
Requirements to the
stability of the working
part in biologic fluids
Mass, g

Working parts are sealed

Wbricing parts are resistant to blood

30 29

I-The temperature varies depending upon operating conditions

Specifications

Class of protection against
electric shock

Type of working part
Operating mode

Time of establishment of the
operating mode

Max. output power, W

Max. output voltage. V

Max. loop resistance. Ohm
Maximum current, mA

Blade frequency, Hz

Max. blade amplitude, pm

Value
Class |

Type CF
Continuous duty
Max. 10 sec

59

85

10
400
55500
73

TpeboBaHus K pabo4vm
MOBEPXHOCTAM U Kpasivi M
epMeTMUHOCTL paboyei
yacti M

YCTONUBOCTb paboqeit Yactu
K 6110/10r HECKUM YXUAKOCTSIM
Macca, r

LLIEPOXOBATbE MOBEPXHOCTA, OCTPbE

YITbl Y KPOMKU OTCYTCTBYHOT
pabouVie YacTV repMETUHHbI

pabourie YacTu YCTONUMBbI K
BO3AECTBUIO KPOBM
30 29

1-Temnepatypa 3aBVCUT OT YC/I0BUIA SKCTUTyaTaLym

XapakTepucTuku 3HaueHve
Kriacc 3aLLmTbl OT NOPaXKeHNS Kracc 1
MEKTPUYECKM TOKOM
Tun paboyein YacTn ™n CF
Mpoao/PKATENILHOCTL PaboThl NPOAODKATE/TbHBIA
pexxumM
Bpems ycTaHOB/eHUst paboyero pexuvva Makc. 10
MakcmMarbHas BbIXogHaA MOLLHOCTbL, BT 59
MakcrMaribHoe BbIX0AHOe HanpsbkeHve, B 85
MakcrvasibHOE 3MeKTPUYECKOe 10
COMPOTUB/IEHVIE 3MIEKTPUYECKOr0 KOHTYpA.
Owm
MakcyMaibHbIF TOK, MA 400
UacToTa fie3sus, My 55500
MakcvvaribHas amnnTya fe3sus, MKV 73

Characteristics of ultrasonic electrosurgical generator GENII for XapaicTepHCTMKM reHepaTopa 3/eKTPOXMPYPrMYeCKOro yibTPa3ByKOBOIO

connections of instruments
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GENII gna nogknioveHUa MHCTPYMEHTOB
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Class of protection Class 1
against electric shock

Type of working part CF type

Input characteristics 100-240V  50/60 Hz, 500 VA

Output characteristics 150 VAC RMS maximum (unless
otherwise specified in the instrument 1FU)
35 watts continuous (unless otherwise
specified inthe instrument 1FU)
30-80 kHz (55.5 kHz unless otherwise
specified in the instrument 1FU)

Instructions for Use

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

The Blue Hand Piece and Test Tip (no medical device), packaged
separately, are shipped non-sterile and must be sterilized per the insert
instructions prior to each use.

Preventive inspection

Before use be sure to check the tool or any other used medical devices for
the absence of any defects or damage, e.g., rough surfaces, nicks or
blemishes.

Attachment of Instrument to Blue Hand Piece

I Using sterile technique, remove the instrument from the package. To
avoid damage, do not flip the
instrument into the sterile field.
NOTE: Ifthe Gray Torque Wrench falls off the instrument when the
instrument is dispensed from
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Knacc 3aLThI oT Kracc |
MOPEKEHNA AMEKTPUYECKIM

TOKOM
Paboyast yacTb na CF

BxogHble xapaktepuctukn  100- 240 B 50/60 My, 500 BA

BbIXogHbE Makc. 150 B riepemeH, Toka, RMS (ecrm gpyroe He
XapPaKTePUCTVIKA OnpegenieHo B VHCTPYKUMM MO MPUMEHEHWIIO

WHCTPYMEHTA)
35 BarT HerpepbIBHON MOLLHOCTY (EC/IN Lpyroe He

onpegeneHo B VHCTpyKUM MO MPUMEHEHWIO
WHCTPYMEHTA)

30 - 80 Ky, (55,5 K'Y, ecrm Apyroe He yKasaHo B
VIHCTPYKUMM MO NPUMEHEHNIO MHCTPYMEHTA)

VIHCTpyKUpA no aKcnyaTaumm

Mepes MCMOMb30BaHMEM MHCTPYMEHTa ybeauTecb B COBMECTUMOCTU  BCEX
WHCTPYMEHTOB M MpuHaZ/iekHocTen  (cMm.  pegocTepeXkeHnss U Mepbl
NPeLOCTOPOXKHOCTN).

["ony6ast /lanapoCoHNYECKan PYKOATKA M MPOBEPOUHb I HAKOHEUHWK (He SBMSeTCs
MEOULWIHCKAM U3LeIMEM), He BXOAAT B KOMIVIEKT MOCTaBKY, — MOCTaB/IsSHOTCH
HECTEPWIbHBIM B OTZE/bHBIX YMAKOBKaX, U X HEOOXOANMO CTEPUI30BATL Mepes,
KadK[bIM M0/1b30BaHNEM COr/TaCHO VHCTPYKLMM Ha BKIadbILLE.

MporNaKTUYECKUIA OCMOTP

Mepen MpYMeHeHVEM HeoGXOAMMO 0GSi3aTe/IbHO MPOBEPSTTb UHCTPYMEHT WM
noBble ApYrye 1CMob3yeMble MEAVLIHCKYIE V30E/S Ha OTCYTCTBUE KaKUX-/IGO
[JEheKTOB WM MOBPEXAEHWIA, HANpUVEP, LLEPOXOBATLIX MOBEPXHOCTEN, OCTPbIX
YITI0B WA KPOMOK.

MpricoeanHeHWe UHCTPYMEHTA K ro/ly60i4 /1anapOCOHNYECKO PYKOSITKE

1 TMonb3yschb CTePWIbHBIM METOAOM, VI3B/IEKUTE MHCTPYMEHT 13 YTakoBKU. YT00bI
M36XaTb MOBPEXIEHWIA, NMOMECTUTE UHCTPYMEHT B CTEPWIBHOE MOSE.
MPUMEYAHVIE: ECrm cepbii 3aMOK paboyeil YacTu YnafeT C MHCTPYMEHTa,
KOrfa WHCTPYMEHT M3B/IEKAIOT V3 YIakoBKY, Cepbli 3aMOK pabodein yacm
HeobX0AMIMO YCTaHOBUTL 00PaTHO Ha MHCTPYMEHT. [MposBMHLTE Cepbii 3aMOK
paboueii YacTV MarbIM KOHLIOM Briepes Ha MHCTPYMEHT MoBepx Koxkyxa. Crierka
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the packaging, the Gray Torque Wrench must be re-seated on the
instrument. Slide the Gray Torque Wiench, small end first, on to the
instrument over the sheath. Using slight pressure to engage and align
the Gray Torque Wkench ribs on the sheath, tum the Torque Wrench
clockwise until engagement is felt

and the Torque Wiench is seated on the sheath. Continue with the
following steps.

With the Gray Torque Wrench seated over the blade, use fingers to
grasp the instrument sheath and rotate the instrument onto the Blue
Hand Piece in a clockwise rotation as viewed from the distal end of
the instrument (finger tight only). (lllustration 2)

NOTE: Take care to avoid injury from the blade tip when attaching
the instrument to the Blue Hand

Piece.

While holding the Blue Hand Piece, tum the Gray Torque Wrench
clockwise until it clicks twice indicating that sufficient torque has
been applied to secure the instrument to the Hand Piece.

(Iustration 3)

NOTE: Hold the Blue Hand Piece and not the instrument handle
housing while applying the Gray

Torque Wrench.

NOTE; To avoid damage to the Blue Hand Piece, do not use any
means other than the Gray Torque Wrench to attach or detach the
instrument from the Hand Piece.

Remove the Gray Torque Wirench from the instrument by sliding it 4

straight back off the sheath and blade. (Illustration 4) Do not discard
the disposable Gray Torque Wrench until the completion of the
surgical procedure.

At the end of the procedure, use the Gray Torque Wrench to remove
the instrument from the Blue Hand Piece. In the event the Gray
Torque Wrench falls out of the sterile field, replace it with a sterile
Gray Torgque Wirench. Do not re-sterilize the disposable Gray Torque
Wkench.
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HOKIVIBA Ha CepbiA 3aMOK pabdoyeil yacTi, YTOObl AOOGUTBLCSA CLETVIEHUS W
BbIDABHVBAHIA €ro MN/IACTVHOK Ha KOXKyXe, MOBEpHUTE Cepbii 3aMOK paboqeli
YacTu M0 YaCOBOW CTPE/IKe, MOKA Bbl HE MOYYBCTBYETE CLETVIEHNS W 3aMOK
paboueli YaCTN He YCTaHOBUTCS Ha KOXKyxe.

[aree BbINOMHANTE CrefytoLLye LLar.

Moka 3aMoK pabodeil YaCT! YCTaHOB/EH Hap, Jie3BMEM, MaslbLiaMu [epyuTe
KOXXYX MHCTPYMEHTA U 3aKPYTUTE UHCTPYMEHT Ha rosy6oiA /lanapoCOHNYECKOM
PYKOSITKE MO0 YacoBOW CTpe/ike (eC/M CMOTPETb C AUCTA/IbHOTO  KOHLA
WHCTPYMEHTA). 3aTarBarhb TOMbKO BpyUHYHo. (Puc. 2)

MNMPUMEYAHVIE; ByabTe 0CTOPOXHbI M He MopaHLTECh O KOHYMK S1E3BUA, KOra
Bbl Oy/ieTe NPVCOEAVHATL MHCTPYMEHT K roTy60ii /1arnapOCOHNYECKOM PYKOSTTKE.

Mpoao/pKast fepkaThb rosybyHo NanapoCOHNYECKYHO PYKOSTTKY, MOBEPHUTE CEpbIn
3aMOK paboyelt YacTu Mo YaCcoBOM CTPE/IKE, MOKA OH He 3aLLe/IKHETCA [ABaKbI,
YTO YKa3bIBAET Ha TO, YTO MPWIOKEHHOrO BPALLAIOLLIEr0 MOMEHTA [0CTaTOYHO
[/159 MPOYHOIO KPErVIEHV MHCTPYMEHTa K PYKOsATKe. (Puc. 3)

MPUMEYAHVIE: Mpn NpvioXeHni ceporo 3amMKa paboyelt YacTu, [epUTeCh
33 ronybylo /1anapoCOHNYECKYIO PYKOATKY, a He 3a KOPMyC PyKOSTKU
VHCTPYMEHTA.

MPMEYAHME:  Ytobbl He  [OMYCTUTb  MOBPEXOEHWIA  rosy6oi
NarnapoCOHNYECKOA PYKOSITKY, MPUCOEAVHSANTE MHCTPYMEHT K PYKOSTTKE Wi
OTCOEMUHSIATE OT Hee MHCTPYMEHT TOSbKO CEPbIM 3aMKOM Paboqeit YacTu

CHUMMTE Cepbiii 3aMOK Pabdoyelt HacTy C MHCTPYMEHTa, CABUrast ero Hasag, rno
MPSAMOA JIMHWM C KOXyXa U nessust. (Pvc. 4) He ypansiite cepbili 3aMOK
paboyein YacTy B OTXOfbI 10 38BEPLLEHVIS XVIPYPIrYECKON NPOLEAYPb.

B KoHUe Mpoueaypbl CHAMUTE WMHCTPYMEHT C ro/y6oii NianapoCOHNHECKO
PYKOSITKM CepbIM 3aMKOM paboqein YacT. Ecrm cepbiid 3aMOK pabodein Yactn
BbIMaJET M3 CTEPWIBHOMO MO/, 3aMeHUTe ero CTepWibHbIM CEpbIM 3aMKOM
paboueii YacTn. He cTepumsyiiTe cepbii 3aMOK pabo4eil YacTy OfHOPAa30BOro
M0/1630BaHMS MOBTOPHO.
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NOTE: Take care to avoid damage to the instrument when removing
the Torque Wrench from the instrument.
NOTE: Take care to avoid injury from the blade tip while removing
the Torque Wrench from the instrument.

Operation

Refer to a compatible, ultrasonic Generator User Manual for Hand Piece
attachment and system operation

instructions.

1 Connect the assembled Harmonic Blue Hand Piece and Harmonic
Synergy instrument to the ultrasonic generator, and turnthe ultrasonic
generator power on.

Caution! Do not turn the ultrasonic generator power on before the
Blue Hand Piece and instrument are connected to the ultrasonic
generator.

2 Select the desired power level using the INCREASE and DECREASE
buttons on the ultrasonic generator. NOTE: Minimum starting power
level defaults to power level 3. (lllustration 5) For greater tissue
cutting speed use a higher ultrasonic generator power level, and for
greater coagulation use a lower ultrasonic generator power level. The
amount of energy delivered to the tissue and resultant tissue effects
are a function of many factors, including the power level selected,
blade characteristics, tissue tension, tissue type, pathology, and
surgical technique.

3 The Harmonic Synergy instrument may be operated with either the
foot switch or hand control. For foot switch or hand control function,
refer to a compatible ultrasonic Generator User Manual for further
detail and system operation instructions.
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MPUMEYAHVIE: ByabTe 0CTOPOXKHBI U He TMOBPEAUTE MHCTPYMEHT, KOrja Bbl
Oy/leTe CHUMATb C Hero 3aMOoK paboyeii HacTu.

MPVMEYAHIVIE: ByfibTe 0CTOPOXKHbI U He MOpaHbTECh O KOHUMK f1E3BUA, KOrda
BblIbyeTe CHUMATB 3aMOK paboyeli YacTy C MHCTPYMEHTA.

akennyaraumsa

CM. VHCTPYKLMIO MO 3KCrUTyaTaLiy COBMECTUMONO Y/bTPa3ByKOBOIO reHeparopa,
rfe COLEPXaTCA UHCTPYKLN OTHOCUTESIbHO MPUCOEAVHEHNS TaNapOCOHNYECKON
PYKOSITKUA U 3KCTUTyaTaLyin CUCTEMB.

1 MpvicoeayHTE coGpaHHyt royGyHo NanapOCOHMYECKYHO PYKOSTTKY Harmonic v

WHCTPYMEHT K Y/IbTPa3ByKOBOMY FEHEpaTopy M BK/IOHMTE Y IbTPA3BYyKOBOM
reHeparop.

BHumaHKe! He BKHOualiTe yribTpasBYKOBOI reHepaTop A0 MOAK/MHOHEHNST K HEMY
ro/ly60i4 SanapOCOHNYECKOA PYKOSITKA U MHCTPYMEHTA.

BbloepuTe Hy)kHblA YPOBEHb MOLLHOCTK C MOMOLLB KHOMOK INCREASE
(YBE/YIMUNTB) n DECREASE (YMEHBLLUATB) Ha y/bTpasByKOBOM
reHepaTope.

BHuvaHne!  MyHMarbHbIA HauaribHbIA YPOBEHb MOLLHOCTM YCTaHOB/EH Ha
YPOBeHb 3.

(Puc. 5) Yro0bl yBeNMUUTL CKOPOCTb PE3aHUA TKaHW, YCTaHOBUTE 6orsiee
BbICOKMIA YPOBEHb MOLLHOCTM Y/IbTPa3ByKOBOIO reHepaTopa, a ytobbl YCWwnTb
KOaryrsiyito, YCTaHOBUTE 60/1ee HV3KIA YPOBEHb MOLLIHOCTU Y/bTPa3BYyKOBOIO
reHeparopa. KommuecTBO 3Heprv, MPWIOKEHHOM K TKaHW, 1 OKasbIBaeMb I Mpr
3TOM Ha TKaHb 3XPeKT 3aBUCAT OT MHOIMX (PAKTOPOB, BK/IOHaS BbOPaHHbLIA
YPOBEHb MOLLHOCTY, XapaKTEPUCTUKU NIE3BMSI, HATSDKEHME TKaHW, TUM TKaHW,
MaTosiorviio U XYPYPrnvecKyro TEXHUKY.

VIHCTPYMEHT MOYKHO 3KCTUTyaTUpOBATb Kak B PEXKUME YTPAB/IEHNS C MOMOLLIHO
nefjay, Tak W B PeXUMe PyyHOro ynpaeneHus. CM. MHCTPYKUMIO Mo
3KCTUTyaTaLy COBMECTMMONO Y/bTPasByKOBOrOreHepaTopa, e COAEpUTCA
NoApo6Hast MHAOPMALIMA 1 UHCTPYKLIMM M0 SKCTUTyaTalyn CUCTEMbI B PEXXVME
YMPAB/IEHVISI C MOMOLLILHO MEAANIM WA PyUHOTO YTPAB/IEHIAS.

102



ETHICON ENDO-SURGERY, ac

ajlo(iH+ar™Jo(tion conpary
When in use with ultrasonic Generator GENO4:
Remove the generator from STANDBY mode by depressing the
stand-by button on the generator.
Allow the generator to complete the test cycle before continuing with
the surgical procedure.

The instrument blade is ultrasonically energized when either foot
switch pedal is depressed or one of the hand controls is depressed.
Press either the left foot pedal of the footswitch or the proximal hand
control (MIN) on the instrument to activate the selected minimum
power level. Press either the right foot pedal of the footswitch or distal
hand control (MAX) on the instrument to activate the maximum
power level.

Caution! Scratches on the blade may lead to premature instrument
failure.

Caution! Avoid accidental contact with other instruments during use.

After inserting the instrument through an incision, press the blade
against tissue during ultrasonic activation to cut and/or coagulate
tissue under direct visualization.

Caution! Because the gray instrument sheath may become hat,
measures should be taken to provide a

barrier between the sheath and tissue not intended for coagulation.
Caution! In general, sharper ultrasonically activated edges cut faster
with less hemostasis, while more blunt edges and surfaces coagulate
more and cut less rapidly.

For optimal performance, clean the instrument blade throughout the
procedure by activating the blade tip in sterile saline (lllustration 6).
Caution! Do not touch the blade to metal while activated (Illustration
7).

C)aution! Do not clean the instrument with abrasives. The instrument
can be wiped with a sterile moist

gauze sponge to remove tissue, if necessary.
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[JaHHbIA MyHKT MpUMEHMM 11 paboTbl € Y/IbTPasByKOBbIM - FEHEPATOPOM
GENO4:

BbiBeauTe reHepatop 13 pexmva OxufaHVe, HakeB Ha KHOMKY OXMaaHuA
(STANDBY) Ha reHepaTtope. He HaumHai e XMpyprivyecKyto npoLieaypy, Ao Tex
Mop MOKa reHepaTop He MPOMAET NO/HbIA UCMbMATE/TbHbIA LMK,

Je3B1e MHCTPYMEHTA NPUBOAUTCS B AECTBME C MOMOLLIO Y/bTPasByKa, Korja
HXKMAKOT Ha Mefalb HOXHOrO MpuBoga (BXOAUT B KOMIVIEKT MOCTaBKU
eHepaTopa) WM Ha OfHY U3 KHOMOK Py4YHOro yrpasneHus. [isi Toro Ytobbl
aKTVBMPOBaTb BbIOPaHHbIA MHUMABHBIA YPOBEHb MOLLHOCTW, HaXKMUTE Ha
JIEBYO MefiaVlb HOXKHOIO MPUBOA WM HA MPOKCMAIBHYHO KHOMKY PY4HOro
ynpaeneHst (MIN) Ha uWHCTpymeHTe. [1s1 TOro uTtobbl aKTVBMPOBATHL
MaKCUMa/TbHbIA YPOBEHb MOLLHOCTW, HaXXMUTE Ha MpaByto Mefa/lb HOXHOMo
MPVBOLA WM Ha OVCTa/IbHYH0 KHOMKY py4yHoro ynpasreHns (MAX) Ha
WHCTPYMEHTE.

BHuMaHve! LlppanvHbl Ha 1e3BUM MOTYT MPYBECTU K MPEeXaeBpeMeHHOMY
OTKasy VMHCTPYMeHTa.

BHuMaHve! Mpr 1Cnonb30BaHN M36eraiiTe CyqaliHOro KoHTakTa ¢ ApyrMin

VHCTPYNMEHTAMN.

MMocre BBEOAEHWA  WIHCTPYMEHTA  Yepe3  paspiB  HadKMKTE  Jie3BMEM,
NOZABEPraloLLYIMCS Y/bTPasByKOBOM aKTUBaLWK, Ha TKaHb, YTOObI paspesarb
WWI1 KOoary/vpoBaTb TKaHb MOZ, HEMoCPeACTBEHHLIM

BY3ya/IbHbIM Ha0/HOLEHVEM.

BHmaHVe! TocKOrbKY Cepbiil KOXKYX UHCTPYMEHTA MOXET CWILHO HarpeThCs,
HeobX0AMMO MPUHATL Mepbl M0 CO3AaHUI0 6apbepa MeXIY CepbIM KOXYXOM Y
TKaHbHO, He NpeaHa3HaueHHON A1

Koary/sLym.

BrumaHve! B uenom, 60s1ee oCTpble akKTUBMPYEMbE Y/IBTPa3BYKOM KPas PEXKYT
ObIiCTpee NMpU MeHbLLEM remMocTase, B TO BpeMA KaK 6o/iee Tynble Kpas w
MOBEPXHOCTY KOoary/ivpyroT B 60/IbLLIEN CTEMEHW, a PEXYT MeL/IeHHee.

Ona ormmvanbHOM paboTbl MHCTPYMEHTa OUMLLGITE fle3BMe VHCTPYyMeHTa B
TeYeHVie BCe MpOLEeaypbl, MOCPEACTBOM aKTVBaLWM KOHUMKA JIe3BUS B
CTEPWILHOM (3M0/1I0rMHeCKoM pacTseope (Puc. 6).

BHumaHve! Bo Bpemst akTVBaLmmM He NMPUKACaATECh Jie3BrieM K MeTarvy (Puic. 7).
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Blade Disassembly

1 When in use with ultrasonic Generator GENO4:Tum the generator
OFF at the power switch or enter STANDBY mode.

2 Slide the Gray Torque Wrench over the instrument until the Torque
Wirench is properly seated on the sheath. Loosen the instrument from
the Blue Hand Piece by tuming the Gray Torque Wrench
counterclockwise. Continue to loosen by turning the sheath manually
to unscrew it completely from the
Blue Hand Piece.

NOTE: Hold the Blue Hand Piece and not the handle housing while
applying the Gray Torque Wrench.
procedure, verify compatibility prior to initiation of the procedure.

3 Remove the Gray Torgue Wiench fromthe instrument. Dispose of the
instrument and the Gray Torque Wrench in an appropriate container.
NOTE: Take care to avoid injury from the blade tip while positioning
or removing the Gray Torque Wrench.

Warnings and Precautions

« ATTENTION! Product modifications are not allowed! (Applicable for
all versions of ultrasonic instruments for the electrosurgical ultrasound
generator GENI I)

» 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 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.
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BHMMaHve! He ounlLpiiTe MHCTPYMeHT abpasviBHbIMA BellecTBamn. Ecim
TpebyeTca YA WMTb TKaHV, WHCTPYMEHT MOXHO MpOTepeTb  B/iadHLIM
CTEPWIbHBLIM Map/eBbIM TaMMOHOM.

JemMoHTax fie3sud

1 [aHHbIA MyHKT MPUMEHMM /19 PaboTbl C Y/IbTPasBYKOBbIM  FeHEpaTopoM
GENO4:

BbIK/lounTE reHepaTop, BbIK/KOHATENIEM WK YCTaHOBUTE pexxiM OxKugaHme

2 MpomBvHbTE CepblA 3aMOK  paboyeli YacTV MO MHCTPYMEHTY, MOKa OH
HaJ/iexaLLyIM 06pasoM He YCTaHOBUTCA Ha KOXKyxe. OTBUHTUTE UHCTPYMEHT OT
ro/ly6oii anapoCoOHNYECKOH PYKOSTTKY, MOBEPHYB Cepbiii 3aMOK paboyei Yactu
MPOTVIB YacoBOW CTpPe/iKL. Mpofo/kalite OTBUHUMBATL, MOBOPaUMBast KOXyX
BPYUYHYHO, MOKa OH OKOHYaTe/IbHO HE OTBUHTUTCS OT CUHEN PyKOSTTU.
MPIMEYAHVE: Bo Bpemsl MPWIOKEHUS CEporo 3aMka paboueli uyact,
JEPKATEC 3a FO/TyOYHO TANaPOCOHMYECKYHO PYKOSTTKY, & He 3a KOPITYC PyKOSTTKA.

3 CHMMMTE Ccepblii 3aMOK paboyeld HYaCT C MHCTPYMEHTA. YanuTe MHCTPYMEHT 1
CepbIii 3aMOK paboyeli HacTu B OTX0fbI B COOTBETCTBYHOLLYYHO EMKOCTb.
MNMPUMEYAHVIE: ByabTe 0CTOPOXHBI M He MOopaHLTECL 0 KOHUVIK J1E3BUA, NN
YCTaHOBKeE WM YasIleH Ceporo 3amKa paboyeli HacTu.

MpegocTepexkeHNs1 U Mepbl MPeSOCTOPOXHOCTY

* BHUMAHVE! Mogudmkaums nzgenns He fonyckaetca! (MprMeHVMO 418 BCeX
BapVAHTOB  WCMO/IHEHWS WHCTPYMEHTOB  Y/IbTPa3BYyKOBbIX [19  reHeparopa
ANEKTPOXMPYPIMYECKOIO YibTpasBykoBoro GENI 1)

* MUH/MaIBHO MHBA3VIBHBbIE MPOLEAYPbI A0/MKHBI BbINOMHATLCHA UCKITIOYUTESIBHO
JMUaMK,  CrieLyianibHO  00yYeHHBIMA 1 3HAKOMbIMA C  METOAaMM  MAHUMA/TEHO
VHBa3MBHOTO BMeLLaTebCTBa.  [epes  BbIMOMHeHVEM /1060 MUHUMATBHO
WHBA3VBHOM  MPOLEOypbl  O3HAKOMbTECH C  MEOVILUMHCKOA  JIATepaTypoi
OTHOCUTE/TbHO METOZ0B, OC/IOXHEHUIA N PUCKa TaKuX NMPOLEaYP.

s/IHCTPYMEHTLI 411 MUHUMATbHO  WHBA3MBHOTO — BMELLATENILCTBA  MOTYT
pasmMyarscA B 3aBMCMMOCTM OT um3rotoBuTenid. Korga B xofe mpoueaypb!
NPUMEHSIOTC  MAHUM&/TBHO  MHBA3VBHBE  MHCTPYMEHTLI U MPUHBLIEXHOCTN
pasHbIX M3rOTOBUTESEN, YOeamTeCh B UX COBMECTUMOCTY 10 Haua/1a NpoLieaypb!.
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* 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 instruments. Ensure that electrical insulation or
grounding is not compromised. Do not immerse instrurments in liquid
unless the instruments are designed and labeled to be immersed.

« Verify compatibility with generators. The HARMONIC SYNERGY
Dissecting Hook and Curved Blade instruments are not compatible with
the ULTRACISION® Generator (GENOL/GEN32).

« The Dissecting Hook and Curved Blade instruments have been designed
to meet the International safety standard EN60601-1 based on an
intermittent operation of 15 second on/off intervals. For activation times
of longer duration and under certain fault conditions, the blade sheath may
become hot. To prevent bum injury, avoid direct tissue contact with the
blade sheath or take preventive measures to protect tissue that comes in
contact with the sheath.

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

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

* Blood and tissue buildup between the blade and sheath may result in
abnormally high temperatures at the distal end of the sheath. To prevent
bum injury, remove any visible tissue buildup at the distal end of the
sheath.

« 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.

* Do not attermpt to bend, sharpen, or otherwise alter the shape ofthe blade.
Doing so may cause instrument failure and user or patient injury.* To
avoid user or patient injury in the event that accidental activation occurs,

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

*[7ly60KOe MOHMMAHVie MPUHLAMOB M METOLOB, MCMOMb3yeMbIX MpY Jla3epHbIX,
AMEKTPOXVPYPINYECKUX W YBTPAa3BYKOBbIX MpoLeaypax, Heobxoaumo, 4yTobbl
M30eXaTb PUCKA MIEKTPOLLIOKA M OXKOroB KaK MauyieHTa, TaK Y MeyLIMHCKOIO
MepcoHasia, a Takke MOBPEXAEHMS JAHHOMO YCTPOCTBA U APYTX MEAVILIMHCKIAX
VHCTPYMEHTOB. Y0eauTeCh, UTO MEKTPUYECKass M30/IAUMS U 3a3eMsieHre He
HapylLeHbl. He norpyxaiite VHCTPYMEHTbI B YKLKOCTb, 38 UCK/HOHEHVEM TexX
VHCTPYMEHTOB, KOTOPblE CrielMa/ibHO pa3paboTaHbl 1A MOTPYXEHVST 1 UMEOT
COOTBETCTBYHOLLYIE 0B03HAYEHWS.

*[IpoBepbTE COBMECTUMOCTb C FeHepaTopaMy. PaccekatoLLii KoK 1 M30THYTOoe
nesse HARMONIC  SYNERGY He COBMeCTMMbl C  TEHepaTopoMm
ULTRACISION® (GENOL/GEN32).

*[INCCEKLMOHHbIE  KPHOHKN N 130orHyTble /e HARMONIC SYNERGY
CKOHCTPYVpOBaHbI B COOTBETCTBUM C MEXIYHapOAHbIMM HOpMaMK 6e30MacHoCTH
ENG60601-1, OoCHOBaHHbLIMM Ha MPEPLIBYCTOM PEXUME PaboTbl C MHTEpPBA/IAMA
BKN/BbKIL B 15 cek [Mpy 6OMbLLUEA MPOAO/IDKATENIBHOCTM aKkTvBaLym U B
ONpPeaenéHHbIX YC/IOBUSAX OTKa3a KOXYX JIE3BIA MOXKET CWIbHO HarpeTses. UTobbl
M36EXKaTb OXKOrOBOW TpaBMbl, M30eralite MPSMOr0 KOHTaKTa TKaHN C KOXKYXOM
NIE3BUS WA NPUMATE  NPOOIWIAKTUYECKME Mepbl MO 3alLyTe TKaHW, KOTopas
KOHTaKTUPYET C KOXYXOM.

*3BYKM BbICOKOr0 TOHa, MCXOASALLME OT UHCTPYMEHTA WM CUHE PYKOSTTA BO BpeMst
aKTVBaLWW, SIBMAKOTCH  aHOMA/IbHBIM 1 C/TYXAT  WHOMKATOPOM  TOro,  YTo
VHCTPYMEHT WIN CUHSA PYKOSTTb He (OyHKLIMOHMPYHOT MpaBWiIbHO. Takve 3ByKU
MOTYT 6bITb MPV3HAKOM TOT0, YTO CPOK 3KCIUTyaTaLym CUHE PyKOSTTI MPOLLEN WK
YTO VIHCTPYMEHT Obl1 MPUCOEOVHEH HEMPaBWIbHO, B Pe3y/ibTaTe Yero KOXyX
MOXET HarpeTbes 0 HEHOPMa/IbHO BbICOKOW TEMMepaTypbl M MPOM30ATY TpaBMa
Mo/1630BaTeS A W MaLvieHTa.

*Ha cnyyaii oOTkasa CuCTeMbl O0ecredbTe Ha/luve  COOTBETCTBYHOLLErO
MPOBOAVIMON MPOLIEAYPE Pe3ePBHON0 060PYA0BaHUS.

*CKOIVIEHVE KPOBM W TKAHN MEXIY JIE3BMEM U KOXKYXOM MOXET MPUBECTU K
HEHOPMa/IbHO BbICOKOM TemrepaType Yy AUCTa/IbHOMO KOHLA KOXyXa. YTobbl
M306eXaTb OXOrOBOM TpaBMbl, YAa/MTe BCHO BULVIMYIO HAKOMVBLLYIOCA TKaHb C
JVCTa/IbHOMO KOHLIA KOXKyXa.

*//icnonb3oBaHve Nprbopa, Kak 1 BCEX UCTOUHMKOB 3HEPTM (3IEKTPOXMPYPIAS,
nasep, YNbTpasByK) SB/SETCH  MpeOMeTOM  GecrioKoMcTBa O BO3MOXHOM
KaHLIEPOreHHOM W MHGhEKLIMOHHOM 3thpeKTe MoB0YHbIX MPOAYKTOB, Kak TO AbIva
OT ropsiLLEN TKaHN 1 aspo30sieit. COOTBETCTBYHOLLME MePbI, TaK/e Kak 3alLyTHbE
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the instrument blade and distal end of the sheath should not be in contact
with the patient, drapes or flammable materials while not in use.

« During and following activation in tissue, the instrument blade may
become hot. Avoid unintended contact with tissue, drapes, surgical
gowns, or other unintended sites at all times.

» Incidental and prolonged activation against solid surfaces, such as bone,
may result in blade heating and subsequent instrument failure, and should
be avoided.

* Avoid contact with any and all metal or plastic instruments or objects
when the instrument is activated. Contact with staples, clips, or other
instruments while the instrument is activated may result in cracked or
broken blades which may be identified by generator solid tone or
instrument error.

* To avoid user or patient injury, do not activate an active electrosurgery
device in close proximity to the HARMONIC SYNERGY Dissecting
Hook and Curved Blade instruments. The aerosols created by the
activation of the HARMONIC SYNERGY instruments in fatty tissue are
potentially flammable.

* The entire exposed blade tip and any exposed blade shaft is active and
will cut”coagulate tissue when the instrument blade is activated. Be careful
to avoid inadvertent contact between all exposed blade surfaces and
surrounding tissue when using the HARMONIC SYNERGY instrument.

« Use only the HARMONIC Foot Switch and Blue Hand Piece to ensure
that they are compatible with the Generator.

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

» Minimum starting power level defaults to power level 3.

« Use caution when using HARMONIC SYNERGY instruments on solid
organs. Due to the limited ability of the instruments to occlude vascular
structures of this nature, hemostasis may not be predictable and may
require adjunct measures for coagulation.

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

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

04KV, pecrMpaTopbl 1 3qxheKTUBHOE [bIMOY/IOBUTE/IbHOE 000PYA0BaHWE, CrefyeT
MPUMEHTb KaK MPY OTKPbITLIX, Tak 1 MY J1arapoCcKonYecKuX NpoLieaypax.

*He MbiTaiiTeCb M30rHyTh, 3a0CTPUTL WM Kak-rivbo M3VEHWTL (DOpPMY JIe3BYIS.
MogobHble [eiCTBMA MOrYT TMPMBECTU K OTKasy WHCTpYyMeHTa W TpaBve
M0/L30BATE/A WK MaLyeHTa.

*UT00b! M36eXKaTb TpaBVbl MO/L30BATENA WA MalyeHTa B Clydae CrydaliHon
aKTVBaLWK, KOT[A WHCTPYMEHT He WCTONb3YeTcs, SIe3Brie U OUCTa/TbHbIA KOHeL,
KOXyXa He [0/DKHbl HaXOMTLCA B KOHTaKTe C MaLeHTOM, MPOCTbHAMM WK
JIer KOBOCT/IAMEHSIOLLMIACS MaTepriasiaMn.

*Bo BpemA aKmvBauum B TKaHA W TMOC/e aKTviBaLyM Temrieparypa Jiessus
WMHCTPyMEHTa  MOXET  CWIbHO MOBbicUTLCA.  [ocTosHHO — m3beraiire
HenpesHaMEPEHHOTO  KOHTaKTa C  TKaHAMY, MPOCTbHAMK,  XVPYPIrUYECKUMM
Xararamy U NpoUMMA MOCTOPOHHUMA MPEAMETaMM.

CnydaiiHast W MPOLO/DKUTENIbHAS  aKTVBALMA B KOHTAkTe C  TBEPObIMA
MOBEPXHOCTAMM, TaK/MMA KaK KOCTb, MOXET MPUBECTU K HarpeBy /ie3Bus Y
MOC/IeAytOLLIEMY OTKa3y VHCTPYMEHTa, 1 MO3TOMY eé CrieflyeT v3terarb.
s/30eraiiTe KoHTaKta C JIOObIMA  MET/VIMYECKMMA U MV1aCTMACCoBbIMM
VHCTPYMEHTaMM W 00LEKTaMUN B Meproj, aKTVBALIN MHCTPYMeHTA. KOHTaKT co
CKoGamK, 3KMMaMM WM JPYTIMMA VMHCTPYMEHTaMM MPY aKTVBaLMM [aHHOO
VHCTPYMEHTA MOXET MPUBECTU K PACTPECKUBAHIIO W MEPESIoMy J1E3BUIA, 0 YéM
MOXET CUrHa/M3MPOBaTD 3BYK HEMPePbIBHOMO TOHA reHepaTopa Win COO6LLIEHVE 06
OLLMOKe UHCTPYMEHTA.

*UT00bI M36eXKaTh TPaBMbI M0/1630BaTE/1S WM NaLyeHTa He aKTUBMPYITe aKTVIBHOE
AMEKTPOXUPYPrMYeECKOe  YCTPOMCTBO B HEMOCPEACTBEHHOM  6/m30cT  OT
JNCCEKUMOHHOIO Kprouka Wi usorHyToro nessud HARMONIC SYNERGY.

Aspo3ony, obpasytolecs npy  akveaum  MHCTpymeHToB  HARMONIC
SYNERGY B YKUPOBbIX TKaHSX, ABNAKOTCA MoTeHUVa/IbHO
JIErKOBOCTYTAMEHSIHOLLIMUCS.

*Becb OTKPbLITBbIA KOHEL, /1e3BMST N KaKO-NMO0 OTKPbITbIA YYacTOK J1e3BMS
ABMAOTCA aKTVBHbIMA 1 Oy[EeT pacceKaTh/Koary/MpoBaTb TKaHW Mpy aKTVBaLym
NE3BVISI UHCTPYMEHTA. By/ibTe 0CTOPOXXHbI, UTOObI M30EXKaThb C/TyHaHOr0 KOHTaKTa
MeXay BCEMM OTKPbITbIMM MOBEPXHOCTAMM JIE3BMS Y OKPY>KAOLLYMIA TKAHAMIA NN
rcrnons3oBaHM MHCTPyMeHTa HARMONIC SYNERGY.

s/Icnonb3yiiTe TONbKO HOXHOV MPrBOA, U CUHIOK pykosite HARMONIC, ytobb!
00ecneynTb COBMECTVMMOCTL C MeHepaTopoM.
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* Instruments or devices which come into contact with bodily fluids may
require special disposal handling to prevent biological contamination.

» Dispose of all opened instruments whether used or unused. This device
is packaged and sterilized for single use only.

* Reuse and improper reprocessing or resterilization may compromise the
structural integrity of the device and/or lead to device failure that in tum
may result in patient injury, illness, or death.

« Reuse and improper reprocessing or resterilization of single-use devices
may create a risk of contamination and/or cause infection or
crossinfection, including, but not limited to, the transmission of infectious
diseases. Contamination may lead to injury, illness, or death.

« Ifthe Gray Torque Wrench falls off the instrument when the instrument
is dispensed from the packaging, the Gray Torque Wrench must be re-
seated on the instrument. Slide the Gray Torque Wrench, small end first,
on to the instrument over the sheath. Using slight pressure to engage and
align the Gray Torgue Wiench ribs on the sheath, tum the Torque Wkrench
clockwise until engagement is felt and the Torque Wrrench is seated on the
sheath.

» Take care to avoid injury from the blade tip when attaching the
instrument to the Blue Hand Piece.

* Hold the Blue Hand Piece and not the instrument handle housing while
applying the Gray Torque Wiench.

* To avoid damage to the Blue Hand Piece, do not use any means other
than the Gray Torque Wrench to attach or detach the instrument from the
Hand Piece.

» Take care to avoid damage to the instrument when removing the Torque
Wiench from the instrument.

» Take care to avoid injury from the blade tip while removing the Torque
Wirench from the instrument.

* Do not tum the generator power on before the Blue Hand Piece and
instrument are connected to the generator.

» Minimum starting power level defaults to power level 3. (Illustration 5)
For greater tissue cutting speed use a higher generator power level, and
for greater coagulation use a lower generator power level. The amount of
energy delivered to the tissue and resultant tissue effects are a function of
many factors, including the power level selected, blade characteristics,
tissue tension, tissue type, pathology, and surgical technigue.

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

*[locrie yaaneHnst MHCTPYMeHTa OCMOTPUTE TKaHb Ha MpeaMeT remoctasa. Ecim
reMocta3 He HabMOdAeTCs, CredyeT MNPUMEHUTb  Haiexalyie  MeTodbl
[OCTVDKEHMS reMoCTasa.

*MVH/M&/bHB I Haka lbHbIA YPOBEHb MOLLIHOCTW YCTaHOB/IEH Ha YPOBeHb 3.
+Co0ntofaiATe  OCTOPOXHOCTb MPM MPUMEHEHUM MHCTPymeHToB HARMONIC
SYNERGY Ha ugnbHbIX opraHax. Mo mpuymHe OrpaHuyeHHON Crioco6HOCTM
WHCTPYMEHTOB 3aKyropyBaTb COCYAUCTbIE CTPYKTYPbl Takoro BWAa, He BCerga
MOXHO MpeAcKasaTb FemocTas, W [/ Koary/isiuv, BO3MOXHO, MpUaeTcs
MPUMEHSTL BCTIOMOTaTe/lbHble Mepbl.

[MpoAyKTbl, U3rOTOB/EHHbIE WM PacrpoCTpaHseMble  KOMMaHVSMY,  He
yTBepXKaeHHbIMM Ethicon Endo-Surgery, MOryT OKa3aTbC HECOBMECTUMbIMA C
nHcTpyMeHTamMm HARMONIC SYNERGY. Vicrionb3oBaHue NogobHbIX NPoayKToB
MOXET MPMBECTY K HEOXWOAHHBbIM pesy/ibTaTaM W BO3MOXHbIM - TpaBMaMm
M0/b30BATE A WM MaUyeHTa.

*/IHCTPYMEHTbI WM YCTPOIACTBA, HaXOAALLWECH B KOHTaKTe C G1O/IOrMHecKUMm
XWOKOCTAMY, MOTYT MOTPeboBaTh CrieuMa/ibHbIX METOA0B YAAIEHA B OTXO[b,
YTOObI N36eXKaTb G10OrMYECKOro 3arpsisHeHIA.

o YTWWwBMpyiTe BCE WCMOMb30BaHHbEE W HENCTIONb30BaHHbE WHCTPYMEHTDI,
YraKoBKa KOTOpbX Oblla BCKpbITa. [laHHOE YCTPHOACTBO  YMakoBaHO U
CTEPWIM30BAHO TOSbKO /19 0AHOPA30BOM0 VICMO/b30BaHUS.

 [IOBTOpPHOE WUCMO/Mb30BaHVE W HerpaBWIbHasi MOBTOpHas 06paboTka Wi
MOBTOpHas  CTEPWM3ALMA  MOTYT  HapyLyTb  CTPYKTYPHYHO  LIEJIOCTHOCTb
YCTpoACTBA WWIM MPMBECTU K BbIXOLY €ro u3 CTpos W, KaK CriefcTBuve, K
TPaBMUPOBaHWIO MaLyieHTa, BO3HMKHOBEHWIIO 3a00/1eBaHNIA Y1 JIETa/TbHOMY MICXOLY .
 [IOBTOpPHOE WUCMO/MBL30BaHVE W HemnpaBwibHasi MOBTOpHas 06paboTka wm
MOBTOPHas CTepwMsaLUMs  YCTPOICTB  OAHOPA30BOr0  UCMO/bL30BaHUA  MOMyT
MPMBECTU K PUCKY KOHTaMUHaLWN WA MHGMLMPOBaHKO IO MepeKpecTHOMY
VHOMUMPOBAHWIO, B TOM 4uC/ie, CPeaV MpOYero, MepeHocy WH(EKLMIOHHbIX
3aboneBaHUA.  KOHTaMMHaLMA MOXET MPMBECTU K MPUYMHEHIO  Bpeda,
BO3HNKHOBEHWIO 3a00/1EBaHNIA N NETarNlbHOMY MCX0fy.

* EC/ cepbiin 3aMOK paboyein YacTy ynafeT C UHCTPYMEHTa, KOrda UHCTPYMEHT
VIBB/IEKAOT 113 YTaKOBKY, Cepbili 3aMOK paboyeil YacTi HeoOXOAMMO YCTaHOBUTH
00paTHO Ha WHCTPYMEHT. [MpoaBUHBLTE CEpbI 3aMOK paboqeit YacTu MasibiM
KOHLIOM Briepes, Ha MHCTPYMEHT MoBepX KOXKyXa. Crierka HaxkMast Ha Cepb i 3aMoK
paboyeit YacTy, YToObI A0OUTHCA CLEMIEHUS Y BbIPaBHVIBaHMA €ro M/iaCTVHOK Ha
KOXyXe, MOBEPHUTE CEPbI 3aMOK paboueii YacTu Mo YacoBOV CTPENKE, MOKa By| He
MOYyBCTBYETE CLErVIEHUS 1 3aMOK Paboyeli HacTy He YCTAHOBUTCS Ha KOXKYXe.
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» Scratches on the blade may lead to premature instrument failure.

* Avoid accidental contact with other instruments during use.

* Because the gray instrument sheath may become hot, measures should
be taken to provide a barrier between the sheath and tissue not intended
for coagulation.

* In general, sharper ultrasonically activated edges cut faster with less
hemostasis, while more blunt edges and surfaces coagulate more and cut
less rapidly.

* Do not touch the blade to metal while activated (lllustration 7).

« Do not clean the instrument with abrasives. The instrument can be wiped
with a sterile moist gauze sponge to remove tissue, if necessary.

* Hold the Blue Hand Piece and not the handle housing while applying the
Gray Torque Wkench.

» Take care to avoid injury from the blade tip while positioning or
removing the Gray Torque Wkench.

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

» ByabTe OCTOPOXHbI M He MopaHbTeCh O KOHYVK fIe3BUS, Korga Bbl OygeTe
MPUCOEAMHSTL VHCTPYMEHT K CUHE PyKOSTTIA.

* [py NPUWIOKEHN CEPOrO 3aMKa paboYet HacTu, AEPXKUTECH 38 CUHIOKO PYKOSTTD,
a He 3a KOpIyC PyKOSTTKA UHCTPYMEHTA.

e UroObl He [JOMYCTUTbL TOBPEXOEHUM CUHE PyKOSTTW,  MPUCOeaNHSIATE
VHCTPYMEHT K PYKOSITU WM OTCOEVHSINTE OT Hee WHCTPYMEHT TOSbKO CepbiM
3aMKOM paboueit YacTu.

* ByabTe 0CTOPOXXHbI U He MOBPeAVTE UHCTPYMEHT, Korfa Bbl 6yeTe CHUMATDL C
Hero 3aMoK paboyein YacTu.

* ByibTe 0OCTOPOXKHbI U He MOpPaHLTECH O KOHUMK J1E3BYIS], KOT A BbIOyeTe CHUMATD
3aMOK paboyeli HacTv C MHCTPYMeHTA.

* He BKMoualiTe reHepatop O MOAK/MHOYEHUA K HEMy CUHEA PYKOSITU W
VHCTPYMEHTa.

* MH/MasbHLIA HaYabHb A YPOBEH MOLLIHOCTY YCTaHOB/IEH Ha ypoBeHb 3. (Puc.
5) Uro0bl YBe/MUMTL CKOPOCTb Pe3aHMst TKaHV, YCTaHOBUTE 60Jiee BbICOKUI
YPOBEHb MOLLHOCTW IeHepaTopa, auTobbl yCWIUTb Koaryrisaupko, ycTaHoBuTe 6os1ee
HU3KWIA YPOBEHb MOLLHOCTU reHepatopa. KommyecTBO SHePrv, NMPUIOKEHHON K
TKaHW, V1 OKa3bIBaEMbIA MK 3TOM Ha TKaHb 3(heKT 3aBVICST OT MHOMMX (haKTOPOB,
BK/HOHast BbIOPaHHbIA YPOBEHb MOLLIHOCTY, XapaKTEPUCTVIKA NIE3BUST, HaTSDKEHVE
TKaHW, TUM TKaHW, MaTo/iorvio Y XMpYPrivyecKyro TEXHUKY.

e LlgparvHbl Ha /1e3BM  MOTYT MPYBECTU K MPEXIEBPEMEHHOMY OTKasy
VHCTPYMEHTA.

e [lpM WCMOMb30BaHMN  M3beramTe  C/y4alHOrO KOHTaKTa C  Apyrmm
VHCTPYMEHTaMMN.

* [MOCKOMbKY Cepbiii KOXKYX MHCTPYMEHTa MOXKET CW/IbHO HarpeTbCsi, HE0OX0AMMO
MPUHATL MepPbI MO CO3AaHMI0 Gapbepa MeXay CepbIM KOXyXOM M TKaHbIO, He
npeaHasHauYeHHOM 151 Koary/isuyn.

* B Lieniom, 60s1ee 0CTpble aKTUBMPYeMbE Y/bTPa3BYKOM Kpasi PeXyT ObICTpee npu
MeHbLLEM remocTase, B TO BpeMs KaK 0osiee Tyrble Kpas U MOBEPXHOCTU
Koary/mpyoT B 60/1bLLEN CTEMEHN, a PEXXYT Mef/IeHHee.

* Bo Bpems aKTvBaLyM He NPUKACATECH J1e3BrieM K MeTarvy (Puic. 7).

* He oumLLIpiTe MHCTPYMEHT abpasvBHLIM BELLECTBaMI. EC/v TpebyeTcs yaamTb
TKaHW, WHCTPYMEHT MOXHO TPOTEPETb B/I¥HbM  CTEPWIbHBIM - Map/IEBbIM
TaMIOHOM.

* Bo Bpems MpWIOXeHVs CEpOro 3avka pabouein YacTy, [epKUTECH 3a CUHIO

PYKOSTTb, & He 33 KOPIYC PYKOSTTKA.
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Sterilization

Harmonic instruments for use with Generator G11, are supplied sterile and
hermetically packaged. The instruments are sterilized by gas

The sterilization process is validated conforming the requirements of EN
I1SO 11135-1 (for ETO sterilization of Harmonic instruments) with SAL
107 confirmed.

For single use only. Do not attempt to re-sterilize and re-use the
instrument.

How Supplied

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

Note: for an explanation of the symbols on the package see the end of this
IFU.

Interpretation of symbols

(GENOI/GEN32).
®
Sy
| MU N
For use with Blue Hand Piece only.
Use Until Date
n
Stock number
LI 1 Lot
Sterilized by ETO
Bty Caution: Federal (USA) law restricts this device to sale

by or on the order of a physician.
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* ByabTe OCTOPOXHBI U HE MOPaHLTECH O KOHYVIK JIE3BUS, MPU YCTaHOBKE W
YIa/IEHV CEporo 3aMKa paboueli YacTw.

Crepunusaums

VIHCTPYMEHTbI  MOCTaB/SHOTCA  CTEPWIbHBIMA B FEPMETUYHOM  YMaKoBKE U
npegHasHayeHbl 19 OfHOPAa30BOr0  MPUMEHEHWS Yy  OfHOr0  MauyeHTa.
CrepwizaLpsa NpoBOAUTCA ra30BbIM METOAOM (C NMPUMEHEHVEM STWIEHOKCUA).
MpoLecc cTepumsaLmm Ba/MaMpoBaH B COOTBETCTBUM ¢ TpeboBaHusMM EN 1SO
111351 (@A WHCTPYMEHTOB.  CTEPWIM3YEMbIX  3TWU/IEHOKCMAOM)  C
MOATBEPXIEHNEM YPOBHA CTepWILHOCTU (SAL) HO*

L[ 04HOPa30BOro 1CMoNbL30BaHMA. MOBTOpHaA CTepUIM3aLS 3arpeLLeHa.

KomnnekTauus

VIHCTPYMEHTbI MOCTaB/IAETCA CTEPWIbHBIM U MpeaHa3HaYeHb| /15 1CTosb30BaHUA
Yy 0fHOro naLyeHTa. Ilocsie UCro/b30BaHNA UHCTPYMEHT CriefyeT YTWIMBMPOBAT.
MprmveyaHve: PacLLmiypoBKyY CUMBO/IOB Ha YIMaKOBKE CM. B KOHLIE MHCTPRYKLVW.

VIHTepnpeTauus cMBOJIOB

He wcnonb3oBatb  AaHHbINA
UltraCision® (GENOL/GEN32).

VHCTPYMEHT C  FeHepaTopoM

FYfesn J VIHCTPYMEHT npeaHasHaueH /15 UCro/b30BaHNA TOMbKO C
ro/y60iA NanapoCOHNYECKON PYKOSTTKO (PYKOSTTKOA
J1anapoCOHNYECKOM 06/1er YeHHOW).

i Vcrnonb3oBars [0 ...

Howmep no Karasory

[N Homep napmim
CrepwmsaLps OKCUoM aTuieHa (METOA CTEpPUIN3ALMN - Ta30Bb I,
C MPYMEHEHVEM 3TWIEHOKCAA)

iOrty Ona  npyveHeHWs1 TONMbKO  KBIGMLIMPOBAHHLIM - MEAMLIMHCKM

nepcoHasiom
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Manufacturer VisrotoBuTe/b
I« 1 Authorized Representative in the European Community | |  YnonHoMouYeHHbIA NpeacTaBuTesb B EBPOMelickom CoobLLIECTBE
Do not reuse 3arpeT Ha MoBTOPHOE NpUMeHeHVe
n WP Authorized Representative in the USA |sA«y  YMonHoMoueHHbIA npeacTasuTenb B CLUA
I Temperature range A TemnepaTypHbIi AvanasoH
Upper limit of temperature BepxHsis rpaHmLa TeMMepaTypHOro AvanasoHa
1 1
Relative Humidity [vana3oH BaXHOCTU
See Instructions For Use. (Refer to blue symbol on outer CM. MHCTPYKLMIKO NO/Mb30BaTes1st (CM. Fo/ly6oii CUMBOM Ha BHELLIHEN
© packaging) O YNaKoBKe)
Do not re-sterilize He cTepunimzoBaTb NOBTOPHO
Do not use if the package is damaged He 1cnob30BaTh My MOBPEXIEHNN YTIAKOBKA
Attention! For more information see IFU K OcTtopoxHo! OBpaTUTEC K UHCTPYKLIMA M0 NPUMEHEHIIO
X
Keep dry Bepeub OT Briarm
Keep away from heat He ponyckaTb BO3AECTBMS CO/THEYHOIO CBeTa. [epkaTb BAa/M OT
MCTOYHMKOB Tervia.
cc Compliance with requirements of European Directive C€ CooTBeTCTBYE TPeboBaHMAM EBponelickoi JypexTvBbl 93/42/EEC
93/42/EES
Product passed procedure of declaration of conformity MpoayKT NpoLLen npoLeaypy AeKappoBaHs
€ 110
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@ Indicates that the Electrical and Electronic Product

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

B Packaging unit

The transport individual packaging includes symbols:
T Keep dry

J& . Keep away from heat

Temperature
A

@ Relative Humidity
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©

&

Vka3biBaeT Ha TO, YTO IEKTPUYECKOE H JJIEKTPOHHOE H3deiHe
(OOU) He CONEPKHUT TOKCHYHBIX K OMNACHBIX BELIECTB HWIH
JNIEMEHTOB B KOHUEHTPALMAX, MPEBBbIUAIOIMX MaKCHMaNbHbIE
3HaYCHUA, ABNAETCA Oe30macHbIM ANA oOKpyXaiouledf cpeabl M
noiexur nepepaborke (o6o3HaueHne, npuustoe B Kuraiickoit
HapoaHoit Pecnybnuke ans orpaHHueHHA COACPKAHHA OMACHBIX
seutects (RoHS) B anekTpuueckux u 3N1€KTPOHHBIX H3AENTHAX).
Eaunuu B ynakoske

TpaHcnopTHas HMHAHBHMAYanbHas YNAakoBKA NONONHHTENLHO  CONEPXHT
CneAyoulue CHMBONBI:

.
‘¢

&

x
I
@

bepeus ot Bnaru

He AOMMyCKaTh BO3AEHCTBUA COTHEYHOIO CBeTa

Temnepatypblit AMana3ox

Jluana3zoH BnaxHOCTH
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Endo-surg«ry] Harmonic i
Ultrasonic instrument for generator G11 VIHCTpYyMeHT yNbTPa3BYKOBOW /191 FeHepaTopa 3/1eKTPOXMPYPrMyYecKoro
Harmonic HD 1000i Shears with Integrated ergonomic handlefor Open and ynbTpassykosoro GEN11
Endoscopic Surgery Ho>kHuybl Harmonic HD 100Qi co BCTPOEHHOI nanapoCOHNYECKO pyKOS T KO
(shaft length 20 cm or 36 cm) [ANS OTKPbITbIX U 3HAOCKOMNNYECKNX onepawuil

(anvHa cTBona 20 cM unm 36 cm)

Mpock6a BHUMATEILHO 03HAKOMUTLCS CO BCEV Mpuaraemoli MHGopMaLvieli.

Failure to properly follow the instructions may lead to serious surgical HecobnogeHVe WMHCTPYKUMIA MOXET MPMBECTUM K CEPbE3HLIM  XMPYPrYeCKUM
CONsequences. OCIOXHEHVISIM.

Important: This Instruction for use is designed to provide instructions for use of BaxHoe 3ameuaHvie. [aHHast WHCTPYKUMS MO MPUMEHEHMIO  COLEPUT
the HARMONIC HD 10300 Shears with integrated ergonomic handle for Open  pekomeHfauy no npumMeHeHMo Hoxauy, Harmonic HD 1030 co BCTPoeHHOM
and Endoscopic Surgery, shaft length 20 cm and 36 cm. It is not a reference to  TanapOCOHNYECKO PYKOSITKOM A1 OTKPbITbIX WM 3HAOCKOMUYECKUX OMepaLimii,
surgical techniques. Q/WHoM cTBofia 20 cM Wm 36 cM. 3Ta UHCTPYKLWSI MO MPYMEHEHUIO He SIBMSETCS

CMPaBOYHVIKOM M0 XVPYPIrYECKON TEXHVIKE.

Please read all information carefully.
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Iastructions for use
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Huctpyxuna no npuMeHeHu0
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This IFU applies to ultrasonic Instrumentsfor the generator G EN II, with the

follow ing modifications"'.

HARMONIC HD IGO0 Shears with built-in
ergonomic handle for Open and Endoscopic
Surgery, shaft length 20 cm
HARMONIC HD 100G Shears with built-in
ergonomic handle for Open and Endoscopic
Surgery, shaft length 36 cm

U ltrasonic Instruments for use with the Generator Gil,

HARHD20

HARHD36

will hereinafter be

referred to as «Instrument/Inslruments»

Indications

The Instruments are 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 electro surgery, lasers and steel scalpels in general,
plastic, pediatric, gynecologic, urologic, thoracic, exposure to orthopedic
structures (such as spine andjoint space), sealing and transection of lymphatic
vessels, and other open and endoscopic procedures. The instruments allow for
the coagulation of vessels up to and including 7 mm in diameter, using the
Energy button with Advanced Hemostasis.

Device Description

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

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

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

The instrument is available in two shaft lengths - 20 cm and 36 cm.
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HacToALLASA MHCTPYKLWIA pacnpocTpaHsAeTes Ha IHCTpYMEHTbI y/IbTPpasByKOBbIE 1A
reHeparopa a/1eKTpoXypypruyeckoro  ynbtpassykosoro GENII, B criegyrolpyx
BajpMiaHTax MCMO/THEHUS:

HoxkHigel  Harmonic HD 10000 co  BetpoenHort HARHDZ20
NanapocoOHNYECKOA  PYKOSITKOA /11 OTKPbITbX 1”1

3HIOCKOMNYECKMX OrepaLyii, f/mHa cTosia 20 ¢m

HoxHiupl Harmonic HD 1000 co  BetpoeHHoit HARHD36
NanapocoOHNYECKO  PYKOSITKOW /11 OTKPbITbX 1”1

3HOCKOMUYECKUX OnepaLyid, AnivHa cTBosa 36 cm

Hanee no TekcTy VHCTpyMeHTbl  Y/ibTpasByKOBbe  [/11  reHeparopa
3MEKTPOXMPYPIrYeckoro  yrbTpassykoBoro GENU, B BapviaHTax WCMOHeHNA
MOTyT 0603HaYaTbCA KaK «MHCTPYMEHTBY «MHCTPYMEHT.

NokasaHusA

VIHCTpyMeHTbI NpeaHasHaueHb! A1 PacceyeHnst MArKUX TKaHe B CrydasiX, Kora
TPebYeTCA KOHTPO/ b KPOBOTEHEHWSA 1 MUHMM/VZALINA TEPMUYECKUX MOBPEXEHIA.
OHM  MOTYT  MPUMEHATBCA  OMOSHUTENIBHO K 3/IEKTPOXMPYPrMYeCKUM
VIHCTPYMEHTaM, /ia3epHbIM U CTa/TbHbIM CKaTbMeNIsiM WK Kak UX 3aMeHa B 0OLLEN 1
M/IACTUHECKOA XUPYPrAW, OMepaTviBHOA MNeauaTpyK, TVHEKONOMAW, YPOsIorn U
opToneamn (B YaCTHOCTW, MNPV BMELLIATE/ILCTBAX HA MO3BOHOUHMKE M CYCTaBHbIX
LLeNAX), MpY OMepaTyBHOM BMELLATE/NLCTBE HA MPYAHON KNETKE, Koarynsum un
pacceyeHU JIMMGATUHECKUX COCYAOB, a Takke MpU VHbIX OTKPbITbX U
SHLOCKOMUYECKMX  OrepaTViBHbIX BMELLATE/IbCTBAX.  VHCTPYMEHTbI  MO3BO/ISKOT
MPOBOAWTL  KOAry/IALMK0  COCyJ0B  AMaMETPOM [0 7 MV BK/IKOYUTENILHO C
CMO/Ib30BaHMEM KHOMKV MOAaYN 3HEPr AW U PACLLIMPEHHOTO reMocTasa.

OnucaHne NHCTpyMeHTa

VIHCTpYMeHT, nMnpefHasHaYeHHbIA 1A MPYMEHEHUS Y  OfHOTO rMauvieHTa W
VCMOMb3YeMbIA [/17 pacceveHVst, 3axBara U Koarysaum TKaHN MeXy /1e3BreM U
MaccvBHOA GpaHLLEN. VIHCTPYMEHTbI COCTOSIT M3 3PrOHOMUYHON PYKOSTKU C
VHTErpypoOBaHHOM 11arnapoCKOMNMYECKOA PYKOSITBIO U ABYMSI KHOMKaMM M0Jaum
3Heprm:

1) KHOMKa Mojaun 3Heprum
MOLLIHOCTV OT 140 5;

2) KHOMKA MogaYm 3HEPI N C PacLLMPEHHbIM reMOCTasoM 19 Koaryrisuym cocyioB
60/1bLLEr0 pa3mMepa— Mosb30BaTe/b He MOXET Pery/IMpoBaTh YPOBEHb MOLLIHOCTW.
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An integrated audible and tactile mechanism in the handle indicates full trigger
closure. The instrument has a clamp arm and coated curved blade that are
designed to work through a5 mmtrocar, through a5 mm reducer cap in a larger
diameter trocar, or through an incision without the use of a trocar. The
instrument shaft can be rotated continuously to facilitate visualization and
access to targeted tissue. The two dashes on the instrument are intended to
represent relative vessel size. The Energy button is indicated for vessels up to
5 mm in diameter. When the Energy button is used, cutting speed is the fastest.
The Energy button with Advanced Hemostasis is designed for larger vessels
and is indicated for vessels up to 7 mm in diameter. When the Energy button
with Advanced Hemostasis is used, cutting speed is reduced and hemostasis is
maximized. The instrument utilizes Adaptive Tissue Technology. This
provides the generator with the ability to identify and monitor the instrument
during use, which enables the generator to modulate and adjust its power output
as well as provide audible feedback to the user as appropriate.

This instrument is designed for use exclusively with the Generator GlI
(GENII) software version 2016-1 or later. Software revision can be found
under “System Information” in the Generator G11 (GENI 1) “Settings” menu.
Refer to the Generator GIlI (GENII) Operator’s Manual before using this
instrument. Generator G11 (GENI 1) is supplied separately.

Hlustration and Nomenclature (lllustration 1)
1 Coated Blade (active jaw)

2. Clamp Armand Tissue Pad

3.Shaft

4. Rotation Knob

5. Energy Button

6. Energy Button with Advanced Hemostasis
T.Handle

S.Trigger
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VHCTPYMEHT BbIMYCKaETCA C ABYMS BapyaHTaMM f/HbI CTBoMa: 20 ¢M 1 36 CM.
VHTerpmpoBaHHb I/ 3BYKOBOV 1 TaKTWIbHbIA MEXaHN3M B PYKOSITKE CUMHA/3NPYET
0 MO/IHOM CMbIKaHAM pbMara. VIHCTPYMEHT COCTOMT V3 MAaccyiBHOM OGpaHLLM 1
M30THYTOr0 /1E3BMST, MOKPLITOr0 060/104KON, Y NpeAHa3HauaeTes A4 paboTbl Yepes
Tpoakap AviaveTpoM 5 MM, Yepe3 MepexofHUK AvamMeTpoM 5 MM B Tpoakape
60/bLLErO AvaMeTpa WM Yepe3 paspe3 6e3 MCrosb3oBaHUA Tpoakapa. Creon
VHCTPYMEHTa MOXHO BPaLLATH HEMPEPbIBHO /151 Y/TyULLEHUS BUAMMOCTI M AOCTyra
K HY>XHOMY Y4aCTKy TKaHel naLyieHTa. []Be Haceukn Ha MHCTPyMeHTe 0603HaqatoT
OTHOCUTESIbHBIM  pasvep cocyga. [puMeHeHVe  KHOMKW - Mofaun  SHeprm
MpesycMOTPEHO /15 COCYZ0B AviaMeTpoM A0 5 mm. Korga mcrosib3yeTcst KHOMKa
MofaYN SHEPrW, CKOPOCTb paspesaHns MakcuMasibHas. KHoMKa nogayun sHeprim ¢
PacLLMPEeHHbIM TeMOCTa30M MpeAHasHayeHa [y/1s CocydoB 60/bLUero pasvepa u
JO/DKHA UCMOMb30BaTLC MpU paboTe € cocydamn avamveTtpom fo 7 Mv. Korga
UCMO/b3YETCA KHOMKA MOJAYM 3HEPTMN C PaclLMPEHHbIM FeMOCTa30M, CKOpPOCTb
paspe3aHnsi CHIDKAETCS, a reMocTas MakCUMVlbHO YCWIMBAETCH. B MHCTpyMeHTe
UCTOMNb3yeTCA  TEXHOMOrMA  afarmauym K TkaHaM. OHa  [aeT  reHeparopy
BO3MOXHOCTb OrM03HaBaThb MHCTPYMEHT B MPOLECCE MPYMEHEHUSA 1 KOHTPO/IMPOBATb
ero paboTy MOCPEACTBOM MOAYNSALMMA N YMEHbLLUEHUS BbIXOAHON MOLLHOCTM, a
TaoKe, MPU HEOOXOAMMOCTW, TMOAaYM 3BYKOBbIX CUrHa/IoB 0OpaTHON CBS3v
Mo/b30BATESHO.

VIHCTpyMeHT npefHasHaueH [J15 MICTO/b30BaHMS VICKITKOHUTESBHO C - TeHepaTopoM
GI11(GENL11), Bepcueii nporpamMmHoro obecriedeHnst 2016-1 wm 6oee nosgHei.
Homep Bepcum NporpamMMHOro 06ecriedeHns MOXKHO Haiimu B pasgese «CucTeMHas
VHopMaLys» B MeHO  «HacTpolikv»  reHepatopa GI11 (GENII). TMepen
WCMO/b30BaHNEM  [JaHHOM0 WMHCTPYMEHTa CM. PYKOBOACTBO MO 3KCruTyaraLym
reHepatopa G11 (GENLY). NeHepatop G11(GEN11) noctaBnseTcs OTAe/bHO.

PVlcyHKVl Ntepmunonortnsa (PVlcyHOK 1)

Jle3BKe (aKTVBHasA 6paHLLA), MOKPbITOe 060/104KOM
lMaccvBHasA GpaHLLa 1 TKaHeBasi HaKrnaaKa

Crson

KorbLo poTauym cTeonia

KHonka noga4m aHeprm

KHomKa nofa4um sHeprm ¢ yriyulleHHbIM reMoCTas3oMm

PykosiTka

Pbmar

ONOOUOPRWN PR
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Materials in contact with a human body:
(3) Shaft- Stainless steel grade UNS S30400
(1) Blade- Titaniumalloy grade Ti 6A14V ELI

(1) Blade coating - Fluoropolymer grade Black E2619B
(2) Tissue Pad- Polytetrafluoroethylene grade 7A

(7) Handle Trigger - glass-filled silicone lubricated Polycarbonate with Styrene
Block Copolymer overmold

(7) Activation (energy) button - Polycarbonate with Styrene Block Copolymer
overmold

(7) Activation button - glass-filled Polycarbonate with Styrene Block
Copolymer overmold

(7) Handle Shrouds - Polycarbonate grade Calibre 5201-8

(7) Rotation Knob - glass-filled silicone lubricated Polycarbonate with Styrene
Block Copolymer overmold

Operation conditions for surgical field:
Temperature: from +15 to +27°C
Relative humidity: from 30 to 75% (without condensation)

Storage Conditions

Temperature: from- 20°C to 30 °C

Relative Humidity: 10%0-65%

Transport Conditions

Temperature: from-2*Cto +60°C

Relative Humidity: from 10 to 65% (without condensation)

Store away from direct sunlight, heat or freezing.

Base technical characteristic:

Specifications Value

HARHD20 HARHD36
Shaft diameter, mm 5,0
Shaft Rotation, ® 360°
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MaTtepuasibl, KOHTaKTUPYOLLYE C OPraHM3MOM YesioBeKa:

(3) CrtBon- Hepkapetowwast ctarb Mapkt UNS S30400

(1) JlesBvie - TutaHoBbI crvias Ti 6A14V ELI

(1) MokpbITe fe3sust - PToprioNMveR Mapkn Black E2619B

(2) MpokragKa NPYOKAMHOI 6paHLLK - ToNUTETPadTOPSTWIEH MapKU 7A,;

(7) PbMar pykositkn - OTOpPMOBaHHBIA CTEKNO HArOMHEHHDbIA  MOKPbMTLIA
CWIMKOHOM MO/IMKapOOoHAT C 6/10K-COMO/IMMEPOM CTUpOSIa

(7) Khonkv axtviBauym (3Heprm) - OThopMOBaHHbIA MOSMKap6oHaT ¢ 6/1oK-
COMo/IMMEPOM CTUPO/TA

(7) KHomka akTviBaLym - OThopMoBaHHbIA CTEK/0-HAMNOHEHHbIA MOMMKAPO0HAT C
6/10K-COMOIMMEPOM CTUPONA

(7) Kopnyc pykositkv - MNorvkap6oHat mapku Calibre 5201-8

(7) MoBopOTHbIA perynsTop - OTGopMOBaHHbIA CTEK/O-HAMOMHEHHbIA MOKPbITLIA
CWIMKOHOM MO/IMKap6GOoHaT C 6/10K-COMoSIMMEPOM CTVpO/a

YCnoBuA aKCnlyaTaumm 471 onepaLyioHHoro rnoss:
Temnieparypa: oT+15 o +27 °C
OTHocUTeSbHas BaXKHOCTb Bo3ayxa: oT 30 10 75 % (6e3 KoHAeHcaLmin)

YcnoBusa XpaHeHUs
Temneparypa ot -20RC 1o +3042
OrtHocuTenbHasA BnavkHOCTL: 10%—65%

YCnoBusa TPaHCMopPTMPOBaHVA
Temneparypa: ot -22 °C fio +60 °C
OTHocuTebHas BaKHOCTL: 0T 10 10 65% (6e3 KoHAeHCALM)

XpaHTb B 3aLLMLLEHHOM OT BO3AEMCTBMSI MPSIMbIX COMHEUHbIX fyYeid, Terna u
3aMOpaKVIBaHVISI MECTE.

OCHOBHbIe TEXHNYECKME XapaKTEPUCTUKN:

XapaKTeprCTUKK 3HauyeHve

HARHD20 HARHD36
[JvaveTp cTBO/Ma, MV 50
BpaveHve cTeoma. © 360°
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caTpery

Shaft length, cm
Maximum Indicated Vessel Size
})Aéozrki ng temperature range of blades’,

Blades’ temperature while activation of
the improved hemostasis function
control button’, °C "

Owerall size (A) x (B) x (C), mm
Maximum deflection angle of the
clamping jaw, ®

Length of active jaw (blade), mm
Position of working parts at their closing

Requirements to the working surfaces
and edges of medical instrument
Requirements to the tightness
(impermeability)ofworking parts for
devices

Requirements to the stability of the
working part in biologic fluids
Minimum width of instrument channel,
mm

Mass, g

20 36
7
40- 300

40-300

380x 133x33 539 x 126x33

18
""The blade should make contact
along the length of the tissue
pad when the working parts are
closed"
Instrument surfaces shall be free
of scratches, nicks, or blemishes
Working parts are sealed

Working parts are resistant to
blood
50

490

' - The temperature varies depending upon operating conditions

- 40 - 120 ° C - when patient tissue is between active and passive jaws
100 - 300 ° C - active and passive jaws are closed without tissue

Specifications Value
Class of protection against Class I
electric shock

Type of working part Type CF
Operating mode Continuous duty
Time of establishment of the Max. 10sec
operating mode
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JvHa cTBo/Ma, CM

MakcumabHLIA YiaMeTp LIeNeBOro Cocyaa
TKaHW, /191 NPOBEAEHUSA MaHUMY/IALMA, MM
[vana3oH pabounx Temnepatyp nessust’, RCN
Temnepartypa 1e3BUiA NP aKTUBALWM KHOMKA

yrpaBreH s qyHKUyel
YCOBEPLLIEHCTBOBAHHOIO remocTtasa’. ®C/

abaputHbe pasvepbl (A) X (B) X (C), Mv

MaKcMasTbHBIA Yo OTK/IOHEHWS
NPYDKMHON 6paHLLIK, ®

[rHa aKTvBHOM 6paHLLIM (1e3BKsT), MV
[MonoxxeHvie pabo4mx YacTeld Mpm 1x
CMbIKaHUN

TpeboBaHMs K paboumM MOBEPXHOCTAM U

Kpasv M

epMeTYHOCTL paboyelt Yact M
YCTOMUMBOCTb paboyeit YacTh K
BV0IOMMYECKVIM YXLKOCTAM

LLip1Ha MHCTPYMEHTa/TBHOMO KaHasa, MMV
Macca, r

20 36
7
40- 300
40 - 300
380X133X  539X126X
3 3
46°
18

Pabouvie YacT A0DKHD |
CMbIKaTLCA M0 BCEl [/IHe
LLIEPOXOBATbIE MOBEPXHOCTY,
OCTPble YI/Ibl Y KPOMKM
OTCYTCTBYIOT
pabo4vie YacTu repMeTUYHbI
paboume HacTu YCToUMBbLI K
BO3AEMCTBMIO KPOBY
50
490

' - TemniepaTypa 3aBVICUT OT YC/I0BUIA SKCTUTyaTaLyn:
- 40 - 120 RC- Mexay aKTVMBHOM 1 MaCcCYBHOM BpaHLLIaM HaxoamTCsl TKaHb

naLyieHTa

100 “300 ®c - aKTVBHas 1 NaccuBHas GpaHLLIM COMKHYTbI 663 TKaH MeXay

HAVM

XapaiCTepHCTHKH

3Ha4eHve

Kniacc 3aLLpThI OT MOParKeHNA 3MIEKTPUYECKUM  Kriace 1

TOKOM
Tuvn paboyein yactu
MposomKUTENBHOCTL PaboThI

Bpewmsi ycTaHOB/EHUA paboyero pexxvva
MakcrviaribHasn BbIXQHAA MOLLHOCTL, BT

O: v
MPoLoDHATE LHLEEN
pexum

Makc. 10¢

60
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a”ofcannke™ o™ HNN conpiny
Max. output power, W 60
Max. output voltage, V 300
Max. loop resistance. Ohm 375
Maximum current, mA 250
Blade frequency, kHz 50
Max. blade amplitude, um 71

Characteristics of ultrasonic electrosurgical generator GENII for
connections of instruments

Class of protection Class 1

against electric shock
Type ofworking part CF type
Input characteristics 100- 240V  50/60 Hz, 500 VA.

Output characteristics 150 VAC RMS maximum (unless otherwise
specified in the instrument 1FU)
35 watts continuous (unless otherwise
specified in the instrument 1FU)
30-80 kHz (55.5 kHz unless otherwise
specified in the instrument 1FU)

Instructions for Use
Verify compatibility of all simultaneously used products prior to using this
instrument (refer to Warnings and Precautions).

Warning and Caution Statements

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

Caution: A Caution statement alerts the user of a potentially hazardous
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MaKcrmabHOe BbIXOAHOE HarpsbkeHve, B 300
MaKcHMabHOE 3/IEKTPUYECKOe 375
COMPOTYIB/IEHME MEKTPUYECKOIO KOHTYPa, OM
MaKcyMarbHb I TOK, MA 250
UacTora fiessus, Ky, 50
MakcrvaribHaa amrinTya fessus, MKV 71

XapaKTepuCTKM  reHepaTopa  a/MeKTPOXUPYPIUECKOrO Y IbTPa3BYKOBOMO

Knacc 3sawpmel ot Kracc |

MoparkeHNs
AEKTPUYECKVM

TOKOM

Pabouasn yacTb ™vina CF

BxoaHble 100-240 B 50/60 I'u, 500 BA.
XapaKTEPUCTUKA

BbIXxogHbE Makc. 150 B nepemeH, Toka, RMS (ecrm apyroe
XapaKTePUCTUIKA He orpeaesieHo B VIHCTPYKLUMM MO NPYMEHEHMIO

WHCTPYMEHTA)

35 BaTT HenpepbIBHON MOLLIHOCTW (EC/M pyroe
He onpegeneHo B VHCTPYKUMA MO MPUMEHEHNIO
WHCTPYMEHTA)

30 - 80 KI'yy, (55,5 KI'y, ecrm gpyroe He ykazaHo
B IHCTPYKLWM MO NPUMEHEHVIKO MHCTPYMEHTA)

VHCTPYKLMS NO 3KCryaTaumm

MpoBepbTE  COBMECTVMOCTb BCEX COBMECTHO  MICTIONb3YEMbIX  M3JENNiA  Nepes
MCMOMb30BAHVEM  [IAHHOTO WHCTPYMeHTa (cM. pasgen  «[IpedynpexaeHms 1
MPEOCTEPEXKEHNST).

Coo6LLeHVA co cnoBamy «OCTOPOXKHO!» 1 «BHUMaHMel»
OCTOPO>XHO! CoobLLeHMe co c/1oBoM «OCTOPOXKHO!» YKa3bIBAET Ha MPOLeaypb!
Mo 3KCrvlyaTaumm Wik 06C/Y>KVBAHWUIO, METOAbl WM YCIOBUS, HEBHUMATE/IbHOE
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situation which, if not avoided, may result in minor or moderate injury to the
user or patient or damage to the equipment or other property. It may also be
used to alert against unsafe practices. This includes the special care necessary
for the safe and effective use of the device and the care necessary to avoid
damage to a device that may occur as a result of use or misuse.

Assembly

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

While holding the Hand Piece in a vertical orientation, attach the Hand
Piece to the instrument by rotating the instrument onto the Hand Piece ina
clockwise rotation as viewed from the distal end of the instrument (finger
tight only).

Use the torque wrench (already mounted to the shaft) to tighten the blade
onto the Hand Piece. Tum the torque wrench clockwise while holding only
the gray Hand Piece until it clicks twice indicating that sufficient torgque
has been applied to secure the blade.

Note: Do not use any other means than the torque wrench to attach or
detach the instrument from the Hand Piece.

Note: Do not torque the instrument by hand without the torgque wrench or
damage may occur to the Hand Piece.

Note: Hold only the gray Hand Piece and not the instrument handle while
applying the torque wrench. (Illustration 2).

Close the trigger. Remove the torque wrench by sliding it off of the shaft.
Do not dispose of the torque wrench until the procedure is completed. The
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BbIMO/HEHVE KOTOPbIX MOXET MPMBECTU KTPaBMUPOBAHUIO WA NiETaslbHOMY
ncxogy.

BHumaHwve! CoobLLieHVe CO C10BOM «BHMMaHVie!» npeaynpeXxaaeT rosb30saresis 0
MOTEHUMaIbHO OMacHOM CUTYaLWW, KOTOpast, EC/IM €€ He U30eXaTb, MOXET MPMBECTU
K MO/TyYEHIHO MO/630BaTeNIEM WK MaLVIEHTOM TPaBMbI Masio Wi CpeHel TsDKECTU
JIM60 K MOBPEXIEHNIO 060pYA0BaHNS WK pYyroro UMyLLeCTBa. JJaHHOe COo6LLEHe
MOXET Taroke Mpemyrp>exiatb 0 Hebe3omnacHbIX MeTogax paboTbl. MOXET ObiTb
YroMsiHyTa HeobXoaMMOCTb B 0CO60M  ObpallieHnn st 6esoracHoro  u
30hPEKTVIBHOIO  MCMOMb30BaHUA YCTPOICTBA, a Takke B 0OpaLLieHuK, KOTopoe
TpebyeTcs BO M30eXKaHMe MOBPEXAEHNS YCTPOMCTBa, KOTOPOE MOXET MPOM30ATL B
pesy/ibTare ero MUCrosib30BaHNs, BTOM UMC/Ie HEMPaBIbHOIO.

MopsfoK c6opKM

1 Cobnogas npaBWia acermmyKW, U3BMEKUTE WMHCTPYMEHT U3 YrakoBkU. Bo
M30eXKaHVe MOBPEXKAEHUIA He CcrieayeT copacbiBaTb WHCTPYMEHT B CTEPWIbHOE
nore.

YaeprBas pyuHoli G/10K B BEPTVKA/IbHOM MOSIOXEHUM, MPUKPENUTe ero K
WHCTPYMEHTY, HaBepHyB WHCTPYMEHT Ha py4Hol 610K (BpallgTb CrieayeT Mo
YacoBOW (pe/ike, €C/IM CMOTP>ETb C  ANUCTA/IbHOTO  KOHLA WMHCTPYMEHTa;
3aTArVIBaTL CNefyeT BPyUHYO).

C MOMOLLIbHO IHAMOMETPUYECKOTO KIHOHa, Y>Ke MPUKPETVIEHHOTO K CTEPXHIO,
3aKpenuTe fie3Ble Ha pydHoM G/ioke. [MoBopaumBaiiTe AMHAMOMETPUYECKUIA
K/THOM 110 YacoBO CTPE/IKe, MPUAEPHVIBas TOMbKO CePbIii PyYHO 6/10K, Moka He
pa3facTcs ABOVHOM LLEMYOK, CBMAETENBCTBYHOLLMIA O TOM, YTO /151 3aK>ereH/A
1e3BUS BbUI0 MPWIOXKEHO IOCTATOUHOE YCWKE.

MpymedaHve: s MPUKPErvieHUs UHCTPYMeHTa K pydHOMy 6/10Ky U ero
OTZENEHVsT OT Py4YHOro G/ioKa He CreflyeT MCMoMb30BaTb HUKAKUX [pYrvx
CPecTB, KPOMe YKa3aHHOI0 MHaMOMETPUYECKOIO KIHoHa.

MpvivedaHve: He crieflyeT CKpyuiBaTb  WHCTPYMEHT  BpyuHylo  6e3
[AVNHAMOMETPUYECKOT 0 KIHOHa, TaK KaK My 3TOM MOXHO MOBPELUTH PyUHOM G/10K.
MpymedaHve: [y MOML30BaHAM  AMHAMOMETPUYECKMM  KITKOHOM  CriedyeT
[ep>KaTb TOMbKO Cepblii PYHHOI 6/10K, HO He PyYKY MHCTPYMeHTa. (PUCYHOK 2.)
3aKpoiiTe CryCKOBOM KPHOHOK. CHUMUTE AMHAMOMETPUYECKUIA KM, CBVHYB
€ro 1o CTEPXXHIO.
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torque wrench is used to remove the instrument from the Hand Piece
following the procedure. (lllustration 3) Dispose ofthe torque wrench only
after completing the procedure.

Note: Take care to avoid damage to the blade and clamp armby closing the
trigger while sliding the torque wrench onto or off of the shaft.

Note: Take care to avoid injury from the blade tip while sliding the torque
wrench onto or off of the shaft.

Operation

Connect the assembled Hand Piece and instrument to the generator and tum
the generator power on.

Note: MIN is the only mode that can be adjusted.

Select the desired minimum power level using the INCREASE and
DECREASE buttons on the generator touchscreen.

Note: The recommended minimum starting power level is Level 3
(Mlustration 4). For greater tissue cutting speed use a higher generator
power level, and for greater coagulation use a lower generator power level.
The amount of energy delivered to the tissue and resultant tissue effects are
a function of many factors, including the power level selected, blade
characteristics, grip force, tissue tension, tissue type, pathology, and
surgical technique.

For optima! performance and to avoid tissue sticking, clean the instrument
blade, clamp arm, and distal end of the shaft throughout the procedure by
activating the instrument tip in saline. (lllustration 5)

Note: Do not touch the instrument to metal while activated. (Illustration 6)
Note: Do not clean the blade tip with abrasives. It can be wiped with amoist
gauze sponge to remove tissue, if necessary.

Iftissue is still visible in the clamp arm, use hemostats to remove residue,
taking care not to actuate the Hand Piece. 1fdesired, the instrument may be
unplugged. (lllustration 7)
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1

He yTwwsvpyiiTe QYHAMOMETPUYECKUA KO [0 OKOHYaHVS TMPOLEAypbl.
JWVHaMOMETPUYECKUIA KIkOH CTIONB3YETCS /19 OTCOEANHEHMA MHCTPYMEHTA OT
PY4HOI0 6/10Ka MO OKOHYaHUM MPOLIEAYPb .

(PycyHoK 3.) [VHaMOMETPUUECKMIA KoM MOXKHO YTWIMBMPOBATL TOSbKO MO
3aBEPLLEHVN MPOLEAYPbI.

MprmedaHve: MpyMTe MePbI NPEAOCTOPOXKHOCTI, YTOObI He MOBPEaMTb /IE3BMe
W MPVIXBAT, [i/151 Yero MepeBOIVTE CryCKOBOI KPHOHOK B 3aKPbITOE MOJIOKEHVE M
CABUraHMN [VHAMOMETPUYECKOTO K/HOYa CO CTEXKHA M Ha[BMraHMM ero Ha
CTEPXKEHD.

MpuvedaHvie: ByabTe OCTOPOXKHbI, UTOObI He HAHECTU CeGe TPaBMy KOHUMKOM
NE3BUS MM COBUTAHAM  [MHAMOMETPUUECKOTO K/oHa CO  CTEPXHS WM
HaBVraHM ero Ha CTEPXKEHD.

JKennyaraums

MogkrnoumTe COBPaHHbIN PYHHOM 6/10K M MHCTPYMEHT K FeHepaTopy U BK/IOHUTE
3MeKTPONUTaHVe reHepaTopa.

MpumedaHve: MIN - eMHCTBEHHDIA PEXXM, MOAAAOLLMIACS PEry/IMPOBKE.

C nomowpio kHorok INCREASE v DECREASE Ha CeHCOpHOM 3KpaHe
reHepaTopa yCTaHOBUTe HEOOXOAVIMbIA MAH/MA IbHBIA YPOBEHb MOLLIHOCTW.
MpyveyaHye: PekoveHayeMbil 415 HaYa/ia MAHUMaTbHLIA YPOBEHb MOLLHOCTY -
ypoBeHb 3 (PVCyHOK 4). [19 YBeNMUYeHsT CKOPOCTU paspesaHnsa TKaHW CredyeT
Cro/b30BaTh 60/1ee BbICOKUIA YPOBEHb MOLLIHOCTW FeHepaTopa, a 4/1a yewieHns
Koary/isiLym - 60s1ee HV3KUA ypoBeHb. KOMMYecTBO 3Hepriv, NofiaBaemoe BTKaHN
naLyieHTa, W COOTBETCTBYIOLLE [ECTBME HA TKaHW 3aBUCUT OT MHOMMX
(haKTOpOB, B TOM 4WC/IE - BbIOPAHHOIO YPOBHA MOLLHOCTY, X3paKTepUCTUIK
JIE3BUSA, CWIbl XBaTKW, HanpsHkeHWA TKaHW, Tuna TKaHW, narofiorumM u
XVPYPIrYECKON METOANKM.

[ns obecrieveHVst OrTUMaUIbHON PaboTbl MHCTPYMEHTA W 19 MPeOTBPaLLEHMS
NPWMNaHUST TKaHeli Ha MPOTSDKEHUMM BCe MpoLedypbl OYMLLpiATE Jie3BMe
VHCTPYMEHTa, MPUXBAaT U [VCTa/bHLIA KOHEL, CTepXHSI, aKTVBUPYS KOHeL,
WHCTPYMeEHTa B (31010 HeCKOM pacTBope. (PUCYHOK 5)

MpumedvaHve: He crefyeT  KacatsCd  aKTVBMPOBaHHLIM  VHCTPYMEHTOM
METa/VIMHECKUX NPeaMeToB. (PUCYHOK 6)

MpyivevaHve: He crieflyeT Y/CTUTL KOHUMK f1E3BUS abpasviBHbIMA UYUCTSALLYIMA
BELLIECTBAMM.
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4 The blade is ultrasonically energized when either the foot switch pedal is 4
depressed or one of the hand control buttons is depressed. Pressing the left
foot pedal of the footswitch or the lower hand control button (MIN) on the
instrument activates the selected minimum power level. Pressing the right
foot pedal of the footswitch or upper hand control button (MAX) on the
instrument activates the maximum power level. Pressing the Advanced
Hemostasis button on the instrument activates the Advanced Hemostasis.
Under default settings. Advanced Hemostasis is hand-activated only.

Note: The "MIN'" button can be re-assigned to Advanced Hemostasis by
selecting "'Convert MIN to Advanced Hemostasis’™ on the GENII
"Settings'* screen. Refer to the Generator G11 Operator’s Manual **Settings'
section. (llustration 8) Once ""Convert MIN to Advanced Hemostasis' is
selected, the Advanced Hemostasis button is disabled.

Note: Energy is not delivered in Advanced Hemostasis mode until thejaws
are completely closed.

Caution: If activation is unintentionally stopped while sealing, maintain
Jaw closure and reactivate.

Note: The generator provides an audible tone to indicate when the
instrument blade is active. The generator changes to a second activation
tone as Adaptive Tissue Technology regulates the delivery of energy.

* Thermal influences such as fluids or minimal to no tissue in the jaws may
affect the presence or timing of the tone change.

» The tone change does not provide confirmation of tissue effect. When the
second tone is heard, the situation should be assessed and the intended
surgical action completed, such as gradual application of tension to
facilitate transection.

 The secondary activation tone change is not a substitute for surgical
experience.

Note: Scratches on the blade may lead to premature blade failure.

» Avoid accidental contact with other instruments during use.
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ECmM BO3HWMKaET HEOOXOAMMOCTb YAa/eHVst TKaHel, ero crefyeT MpoTuparb
BXKHbIM Maj/ieBbIM TaMIMOHOM.

Ecm TKaHb elle BUWOHA Ha NpUXBare, YAa/mTe OCTAaTKA TKaHW C MOMOLLBO
KPOBOOCTaHaB/IMBAOLLIET0 3a)KMa, OCTOPOXHO, YTO0LE He aKTVBMPOBATL PyYHOM
670K Mpn XenaHm B 3TO Bpems WHCTPYMEHT MOXHO OTK/IKOHUTL OT
aneKTponTaHust. (PUCYHOK 7)

Je3Bvie MosyuaeT YrbTPAa3BYKOBYKO 3HEPIUIO, KOrfa Haxar MepeKk/iovareslb
HOXHOW Mefjgiin WK 0fHA U3 KHOMOK PYYHOro YrpaB/ieHus. Haxkatve fieBoro
MEPEKKoHATeNII HOKHOA Mefa/ii WM HDKHEN KHOMKW PyYHOrO YripaB/ieHns
(MIN) Ha Kopryce WMHCTPYMEHTA aKTUBMPYET BbIOPaHHbIA MUHMA/bHLIA
YpOBeHb MOLLIHOCTW. HaxkaTvie MpaBoro MepeKroHaTeNisi HOXHOM Mnefain v
BEPXHEN KHOMKM pyyHoro ynpaereHns (MAX) Ha Kopryce WHCTpyMeHTa
aKTUBMPYET BbIOpaHHbIA MaKCUMa/bHB I YPOBEHb MOLLHOCTU. HaxkaTvie KHOMKN
YCOBEPLLEHCTBOBAHHOMO MemMoCTasa Ha WHCTPYMEHTe aKTVBYPYET (PyHKLMIO
YCOBEPLLEHCTBOBAHHOTO ~ remocTasa.  [Mpy  MCMo/b30BaHMM  HACTPOeK 10
YMO/THaHMIIO (DyHKUMS YCOBEPLLIEHCTBOBAHHOIO MeMOCTasa aKTVBYPYETCA TO/bKO
PYy4HbIM YTpaB/IeHVEM.

MprvevaHve: KHonky MIN MOXHO MepeHacTpouTb /19 YNpaB/ieHns (PyHKLVeR
YCOBEPLLEHCTBOBAHHOIO remMocTasa, BbipaB HacTpoiiky Convert MIN to
Advanced Hemostasis (nepesecTi peximM MIN B peXkviM YCOBEPLLIEHCTBOBAHHOI O
reMoctasa) Ha 9kpaHe reHepatopa GENII  Settings («HacTpoiikmm).
JononHuTeNIbHY0 UHPOPMaLIMIO MOXKHO HalATL B MOCOGUM MO 3KCIUTyaTaLym
reHepatopa G11, pasgen Settings («HacTpoiikiny) (PvcyHok 8). Ecnn BbibpaHa
onus Convert MIN to Advanced Hemost<isis (nepesect pexxvim MIN B pexxim
YCOBEPLLEHCTBOBAHHOMO ~ MEMOCTa3a), KHOMKA  YMpaB/ieHVst  (OyHKLIVEN
YCOBEPLLIEHCTBOBAHHOIO remMocTasa OTK/HOHaETCs.

MpriviedaHve: B peXxvive YCOBEPLLIEHCTBOBAHHOMO reMocTasa rnofaqa sHeprim He
OCYLLECTB/ISETCS, MOKa 3aXBaT HOXKHIL, HE COMKHYT MO/THOCTBHO.
MpenynpexaeHue: ec/iv B NPOLECce Koarynsauvv aKvBaLyst YCTpoiicTea bbiia
C/lyYaiiHO MpeKpaLLeHa, CriefyeT, Aepyka 3axBar YCTPOMCTBa 3aKpbITbIV, CHOBA
aKTVIBMPOBATL €r0.

MovivedaHve: Korga fiessBvie VHCTPYMeHTa aKTVBHO, TeHepaTop U3faeT
OTHYET/MBO C/bILLHbIA 3BYKOBOW CUrHan. ["eHepaTop NepeKnoHaeTC Ha BTOPOWA
aKTVBALWIOHHLIA 3BYKOBOM CUrHasl, Korfa nojada SHeprun perynvipyetcs B
COOTBETCTBWM C TEXHO/IOTMEN afarTaLiyin KTKaHAM.
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Do not use any means other than the torque wrench to attach or detach the
instrument from the Hand Piece.

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

The instrument can be used for dissection, grasping, coagulation, and
cutting between the blade and clamp arm

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

To achieve full closure ofthe jaws of the device, squeeze the plastic trigger
until you feel it stop against the plastic handle (plastic to plastic)
(Mlustration 9). If full trigger closure is released prior to or during activation
on tissue, an audible and tactile “click™ is evident. Increase grip force until
full trigger closure is achieved.

Note: Keep clamp arm open when using the inside bottom of the blade for
backcutting. (Illustration 10)

WARNING: Do not use Advanced Hemostasis mode for procedures where
energy application is desired prior to full closure of the jaws (e.g. solid
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e Ha Ha/m4ve N MOMEHT VBMEHEHUST 3BYKOBOIO CUrHasia BVSIKOT Pas/iyHbe
TePMUYECKVe BO3OEICTBUS, TaKvie KaK Hasnume XWOKOCTU 1 Masioe KOSIMYECTBO
WM OTCYTCTBYIE TKaHW B 3aXBaTe HOKHVILL,

* /IBMeHeHVe TOHa He 00s13aTe/TbHO SIBMSIETCS CBAETEILCTBOM BO3AEMCTBUS Ha
TKaHW. ECrv reHepaTop nogaeT 38yKOBOI CUMHaUT BTOPOTO TVMa, C/IEAYET OLEHNTD
OMEPALIOHHYIO CUTYaLIMIO U 3aBEPLLMTb 3arylaH1pOBaHHOE XVPYPrivecKoe
BO3JEICTBYE HA TKaHM COOTBETCTBYHOLLWM 00pasoM - Harpyivep, MoCTerneHHO
YBe/MUMBas! IaB/ieHNe Ha TKaHW, UTOObI pacceyb UX.

e Hamuve BTOPOr0 aKTVBALMOHHOMO 3BYKOBOTO CUTHa/ia C/WKUT /1St
VHChOPMALIVIOHHBIX LiE/ieli 1 He 3aMeHsIET OMbIT Bpada, NMPOBOASILLIEr0 OrepaLyio.
MprveyaHvie: LiaparnyHbl Ha 1e3BUM MOTYT MPMBECTU KEro NMpexxaeBpeMeHHOMY
OTKa3y.

* pV MOMb30BaHAN YCTPOIACTBOM CIeAyeT M3GeraTb C/lydaliHoro KoHTaKTa ¢
APYTVIMA UHCTPYMEHTaM.

e 3anpellipeTcsl  MCMOMb30BaTb — Kakvie-Moo  pyrvie  CpeacTBa,  Kpome
JAVHAMOMETPUYECKOTO KItoHa, 11 MPYICOEAVHEHNST MHCTPYMEHTA K Py4HOMY
610Ky 1 OTCORAMHEHWS OT HEro.

3aKpoiiTe MpvxBar, MNepeBeasi CMYCKOBOM KPHOHOK B 3aKPbITOE MOSIOKEHME, Y
BBeaMTe CTEPXKEHb Yepe3 TpoaKap Win paspes.

VIHCTPYMEHT MOXKHO MCro/b30BaTb A1 PacceyeHns], 3axeara, Koarysisium u
paspesaHns TKaH

MeXy /1E3BVEM W MPUXBATOM.

Mpymvedanve: 19 NoHOM Koarynsiuym CryCKOBO KPHOHOK HY)KHO MPUBECTU B
MOTHOCTBHO 3aKPbITOe

MoSIOXEHVe W MOSIHOCTBIO MEPEXaTb COCYA MEXy MpUXBaToM U Jie3BMEM
ycTporictea. O TOM, YTO

CryCKOBOA KPHOHOK MPUBELEH B 3aKPbITOE MOJIOKEHVE, CBUAETE/ILCTBYET
CbILLHBIA M OLLY TUMbIA

LWeNYoK.  YTobbl MOMHOCTHIO 3aKPbMb  3axBaT YCTPOWCTBA,  NMPYDKMAIATe
M/1acTMaccoBb Il CryCKOBOA

KDHOHOK, MOKAa He TOYyBCTBYETE, YTO OH Yrepcs B TVIACTUKOBYHO PyuKy
(COMPUKOCHOBEHVIE M/IaCTUKA

C n1acTnKoM) (PricyHoK 9). EC/m CryCKOBO KPHOHOK OTTIYLLIEH [I0 WK BO BPeMst
aKTMBaLym Ha
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organs). Energy is not delivered in Advanced Hemostasis mode until the
jaws are completely closed.

WARNING: During benchtop testing of vessels >5 mm, the strongest
vessel seals were achieved by allowing the Advanced Hemostasis mode to
completely transect the targeted vessel.

WARNING: Prolonged usage of Advanced Hemostasis Mode may cause

tissue pad damage.

7 Close the clamp arm by closing the trigger and remove the shaft fromthe 7
trocar or incision.

Shaft Rotation
The instrument’s shaft can be rotated 360° to facilitate visualization and
access to target tissue when dissecting, grasping, coagulating, and cutting.

Disassembly
1 Turn the generator OFF at the power switch. 1

2 Close the clamp armand slide the torque wrench over the distal endand up 2
the shaft until the wrench

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

TKaHW, Pa3facTcs C/ibILLHBIA M OLLY TUMbIN LUENYOK. B 3TOM criydae crieflyeT 6oriee
M/1I0THO CK/MATD

PYKOSITKY YCTPOWCTBa, MOKa CrYyCKOBOM KPHOHOK He MPUOET B MOSHOCTHIO
3aKPbITOE MOSIOKEHVIE.

MprMedaHvie: Mpn 1CTONb30BaHW HDKHEN BHYTPEHHE YaCTV /e3BUA /151 PE3KU
B 06paTHOM

HanpaB/IeH N CleayeT fepXKaTb MPUXBAT OTKPbITbM. (PrcyHoK 10)
OCTOPOXXHO! He ucrionb3yiite (yHKLWKO YCOBEPLLIEHCTBOBAHHOIO reMocTasa
417 NPoLELyp, B

KOTOPbIX HeoOX0AMMA rofaqa 3HEPr M MPY He MOJHOCTLHO COMKHYTOM 3aXBare
HOXHL, (HanpyMep,

npy  onepaumsX Ha  MapPeHXVMATO3HbIX  OpraHax). B  pexuwve
YCOBEPLLIEHCTBOBAHHOMO remMocTasa

rofaya 3HePrM He OCYLLECTB/ISIETCS, MOKA 3aXBaT HOXHWL, He COMKHYT
MOMHOCTBLHO.

OCTOPOXXHO! Mpnt ucrbITaHUsIX YCTPOMCTBA Ha Cocyaax AvamMeTPOM CBbILLE 5
MM

Hambosiee nMpouHast Koary/iaus Habmodaniacb B C/ly4asiX, Korga Cocyp
MOJTHOCTBHO PacceKasics C

WCr0/b30BaHVIEM PEXVIMA YCOBEPLLIEHCTBOBAHHOMO MEMOCTa3a.

OCTOPOXXHO! JnvrensHas pabota ycTpoiicTBa B pexvve
YCOBEPLLIEHCTBOBAHHOIO reMocTasa

MOXET MPVBECTU K MOBPEXAEHNIO OMOPHOA KOSOAKN.

3aKpoiiTe NpUXBaT, NMPMBEAA CIYCKOBOA KPHOYOK B 3aKPbITOE MOSIOKEHME, U
VBB/IEKUTE CTEPXKEHD 13 TPOaKapa Win paspesa.

BpaLLeHwe cTep)kHA

CrepkeHb MHCTPYMeHTa MOXHO BpaLLaTb Ha 360° 41 Yyl ieH A BUOVMOCTU U
[OCTyNna K HyXHOMY Y4aCTKy [MpW paccedeHWM, 3axgare, Koarynsuym u
paspesaHnn TKaHel.

JemoHTaxK

[MNprBeaKWTE BLIKMHOHATE b 3MEKTPONUTaHMA reHepaTopa B nosoxeHvie OFF.

3akpoiite MpyxBar M HagBMHLTE AMHAMOMETPUYECKUIA KO HA AVICTaNbHbIA
KOHeLL CTEPXKHS; CBUraiATe ero BBepX Mo CTEPXKHIO, MOKa K/KoH He MopaBHSETCS
C (hackamm Ha cTepykHe. MpraepkvBast TOMbKO cepbiii PyUHOI 610K, HO He pyYKy
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aligns with the flats on the shaft. Hold by the Hand Piece only, not the
instrument handle, and loosen
the instrument by turning the wrrench counterclockwise. Continue to loosen
by turning the rotation
knob manually to completely unscrew the instrument. Do not untorgue the
instrument by hand
without the torque wrench or damage may occur to the Hand Piece.
Note: Do not use any other means than the torque wrench to detach the
instrument from the Hand
Piece.
Note: Take care to avoid injury from the blade tip while sliding the torque
wrench onto or off of
the shaft.

3 Remove the torque wrench by pulling it straight back over the blade.

4 Dispose of the instrument in an appropriate container.

Warnings and Precautions

o ATTENTION! Product modifications are not allowed! (Applicable for all
versions of ultrasonic instruments for the electrosurgical ultrasound generator
GENII)

* Federal (USA) law restricts this device to sale by or on the order ofa
physician.

» 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 procedure.

» Minimally invasive instruments may vary in diameter from manufacturer to
manufacturer. When minimally invasive instruments and accessories from
different manufacturers are employed together in a procedure, verify
compatibility prior to initiation of the procedure.

» A thorough understanding of the principles and techniques involved in laser,
electrosurgical, and ultrasonic procedures is essential to avoid shock and bum
hazards to both patient and medical personnel and damage to the device or
other medical instruments. Ensure that electrical insulation or grounding is
not compromised. Do not immerse instruments in liquid unless the
instruments are designed and labeled to be immersed.
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WHCTPYMEHTA, MOBEPHUTE AVHAMOMETPUYECKMIA KMkoM. [poaormkaiite ocniabnsitb
KpervieHvie, Bpy4HytO rMoBopaqvsas pyyKy BpaLLeHV S 10 MOSHOr0 OTB/HUMBAHWS
WHCTpyMeHTa. He criegyeT ckpyusBatb  VHCTPYMEHT — BpyuHyto  6e3
ANHAMOMETPYECKOIO K043, Tak Kak Mpri 3TOM MOXKHO MOBPEAMTH PyUHOM G/10K.
MpyveyaHye: 3anpeLLgeTcs UCro/b30BaTb Kakvie-nnmbo Apyrie CPeacTsa, Kpove
YKa3aHHOr0 JVHAMOMETPUYECKOIO K/THOHa, A1 OTCOEAMHEHWS] MHCTPYMEHTa OT
pyuHoro 6r1oka.

MpyveyaHve: ByabTe OCTOPOXKHbI, UTOObI He HaHECTU cebe TpaBMy KOHUMKOM
JE3BUA MPA COBUTGHWM  AVHAMOMETPUYECKOTO K/KOYa CO  CTEPXHA WA
HaJBUraHNN ero Ha CTePXeHb.

3 CHUMMTE OMHAMOMETPUYECKMIA KoY, CABUHYB ero B 00paTHOM Harpas/ieHun
yepes /iesBre.

4 YTWWBUPYITe HCTPYMEHT, BOCMO/b30BaBLLVCh /19 3TOr0 COOTBETCTBYHOLLYM
KOHTEIAHEPOM.

MpegocTepeXxeHVs 1 Mepbl MPeLOCTOPOXKHOCTU

* BHNIMAHWE! Mogndmkaupma naenms He gornyckaetcs! (MpyveHnMo anst Beex

BAPMAHTOB  UCMO/HEHWS  MHCTPYMEHTOB  Y/IbTPasBYKOBbIX [y FeHeparopa

ANEKTPOXMPYPrMYECKOT0 YrbTpasBykoBoro GEN11)

*®deneparibHbIM 3aKoHOM CLLIA npoaaka 3Toro yCTporcTBa paspeLLEeHa TONLKO Bpady

W M0 PaCTIOPSKEHVIO BpaYa.

*MayiovHBasvBHbIE  MPOLEAYPb!  JO/MKHBI BbIMOMHATLCA TO/IbKO TeMU  JIALIBMM,

KOTOPbE VIMEHOT COOTBETCTBYHOLLYHO MOAFOTOBKY M 3HAKOMbI C MayIOVHBa3VIBHLIMA

METOaMM OMepaTUBHLIX BMELLIATENLCTB. [leped BbINO/HEHVEM MasioMHBA3VIBHON

NpoLeaypbl  03HAKOMbTECH € MPEAOCTaB/IEHHOM B MEAVILIMHCKON SuTepaType

MHCpopMaLeli 0 MeTofax, TPYAHOCTSX U PUCKaX.

o[liaveTpbl Ma/IOMHBA3VBHLIX WHCTPYMEHTOB PasHbX U3roTOBUTENEA  MOTyT

pazmmyarsed. Eciv B xofe  mpouedypbl  MPEeACTOMT  WCTOMb30BaTb — BMECTE

WHCTPYMEHTBLI U MPUHAL/IEKHOCTU A1 Ma/IOMHBA3VBHBIX MPOLEOYp OT pasHbX

V3roTOBUTESIEN, MPOBEPLTE UX COBMECTUMOCTb Mepes; HauasioM MpoLeaypb!.

o[l NPefoTBPALLIEHNS MOPaXXEHNA AMEKTPUYECKVM TOKOM U OXKOr0OB MaLyeHToB Y

MEAULIHCKOrO MepcoHasia U BO M3bexkaHne MOBPEXAEHUS YCTPOCTBa M Apyrix

MEAVLIMHCKVX VHCTPYMEHTOB YPe3BbMaiiHO BaXKHO MO/THOCTBHO MOHUMATL MPUHLMMbI

N TEXHWKY MPOBEOEHUA f1a3epHbIX, 3MEKTPOXVPYPIUYECKUX W YIbTPasByKOBbIX

OMepaTVBHBLIX BMELLATE/ECTB. Y0eauTeCh, UTO 3/IeKTPOM30NALMA U 3a3eMieH e He
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« Verify compatibility with generators. Use device only with Ethicon Endo-
Surgery Generator G11(GENI 1) software version 2016-1 or later. Software
revision can be found under “System Information” in the Generator G11
(GENI 1) “Settings” menu. Refer to the Generator G11 (GENI 1) Operator’s
Manual for more information.
* Avoid contact with any and all metal or plastic instruments or objects when
the instrument is activated. Contact with staples, clips or other instruments
while the instrument is activated may result in scratches on the blade, cracked
or broken blades and premature blade failure.
* Do not use the Energy button with Advanced Hemostasis when energy
application is desired prior to full closure of the jaws. Energy is not delivered
using the Energy button with Advanced Hemostasis until the jaws are
completely closed. Using the Energy button with Advanced Hemostasis
without full trigger closure may result in lack of hemostasis.
* Ifactivation is unintentionally stopped while sealing, maintain jaw closure
and reactivate. Releasing the trigger while sealing may result in lack of
hemostasis.
* Keep the clamp arm open when backcutting or while the blade is active
without tissue between the blade and tissue pad to avoid damage to the tissue
pad and increased blade, clamp armand distal shaft temperatures.
* During benchtop testing of vessels >5 mm, the strongest vessel seals were
achieved by allowing the Advanced Hemostasis mode to completely transect
the targeted vessel.
« Do not clean the blade tip with abrasives. It can be wiped with a moist
gauze sponge to remove tissue, if necessary. Iftissue is still visible in the
clamp arm, use hemostats to remove residue, taking care not to actuate the
instrument. Do not touch the instrument to the hemostats while activated.
Scratches on the blade may lead to cracked or broken blades and premature
blade failure.
* In case of system failure, ensure the availability of the appropriate back up
equipment relevant to the specific procedure.
« Audible high-pitched ringing, resonating from the blade, is an abnormal
condition and an indicator that the blade is not operating properly. This may
result in abnormally high shaft temperatures and user or patient injury.
» The instruments allow for the coagulation of vessels up to and including 7
mm in diameter, using the Energy button with Advanced Hemostasis. Do not
attempt to seal vessels in excess of 7 mm in diameter.
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HapyLLEHb1. He norpy»kaiiTe MHCTPYMEHTbI BXXKOCTb, €C/IM OHI He NpesHasHaYueHb |
[/191 3TOr0 Y1 He VIMEHOT COOTBETCTBYHOLLIEN MAPKVPOBKWA.

*[poBepbTE COBMECTUMOCTL C FeHepaTopamMu. YCTPOMCTBO CrefyeT MCronb30BaTb
TOMbKO € reHepatopom Ethicon Endo-Surgery Gil (GENII) ¢ Bepcvei
MporpaMvHoro  obecneueHns 2016-1 wwm Gonee nosgHeil. Homep  Bepom
MPOrpaMMHOr0 06eCreHeH st MOXKHO HalATV B pasgaerie «CucTeMHast MHGopMaLys» B
MeHIo «HacTpolikv» reHepatopa G11 (GENII). [JonosHATENbHYI0 MHGopMaLIO
MOXHO HaliT B PyKOBOZCTBE Mo/b3oBartess reHepatopa G11 (GENLY).

*[pn aKTVBaLWI MHCTPYMEHTA U3beraiiTe KOHTaKTa C /IH00bIMA META/VINHECKMA 1
MMIACTUKOBbIMA NpeaMeTamy. KOHTaKT akTUBMPOBAHHOMO MHCTPYMEHTA C ApYrMm
VHCTPYMEHTaMK, CKOOKaMM WM KIMCaMX MOXKET MPYBECTU K BO3HMKHOBEHWIIO
LigpanuH, TPeLLyH WX pa3/ioMOB Ha JIe3BUsIX, a Takke K KX MPeXaeBpeMeHHON
MOSIOMKE.

*He 1CNOMb3yiiTe KHOMKY MOJAYM SHEPrM C PacLLMpeHHbIM TeMOCTasoM, Korja
TpebyeTcA MPUMEHEHVE 3HEPTN Mepes, MO/HbIM CMbIKaHeM OpaHLLeid. [Mpn
HaXXaTVN KHOMKN MOJAYM 3HEPIAM C pacLLMpeHHbIM reMoCcTasoM 3Heprus He OyaeT
rnogasarbCs 40 TeX Mop, Moka 6paHUm He COMKHYTCA MOMHOCTLIO.  [on
UCIMO/b30BaHN KHOMKM MOJAYN 3HEPTUM C PaCLLMPEHHBbIM reMocTa3om 6e3 MoIHOro
CMBVCaHVS pbMara reMocTas MOXKET ObITb HEAOCTATOUHbIM.

*ECn B MpoLecce Koarynsiuym aktvealys Oblia CrlyYaiiHO MpeKpaLleHa, cremyeT
aKTVBMPOBATL YCTPOCTBO MOBTOPHO, JepXa GpaHLLM COMKHYTbIMA. OTryCKaHe
pbMara B0 Bpemsi Koary/IsLyiv MOXET MPYBECTU K HEAOCTATOUHOCTM reMocTasa.
«[lep>xyTe NacCyBHYHO OpaHLLY OTKPBITOM NPU pacceyeH B O6PaTHOM Harpag/ieH
W1 B C/yYae, KOrfa /ie3Brie akTVBHO MU OTCYTCTBUM TKaHel MeXay /ie3BrieM U
HaK/aaKoM /19 TKaHW. 3TO MO3BO/IAT M30EXATH MOBPEXKAEHNA HAKNAAKN A/19 TKaH/
N MOBbILLEHVA TeMrepaTypbl /ie3BKs, MacCMBHON OpaHLLM U OUCT&/IbHOA YacTyi
CTBO/A.

*[Tpy CTEHOOBbLIX WCTbITaHUSIX YCTPOMCTBA Ha COCydax AviaMeTpoM CBbile 5 MV
Hamboriee MpoUHas Koarynsupa cocyfa Habnoganach B CydasiX, Korda LeneBoi
COCY, MO/THOCTBHO PACCEKAVICA C MCTO/1530BaHMEM PACLLIMPEHHOTO PEXKVIMA FreMocTasa.
*He 1crionb3yiiTe /151 OUNCTKM KOHYMKASIE3BUA abpasvBHbIe CpeacTsa. [ yaaieHnst
TKaHe VHCTPYMEHT Mpr HeOOXOANUMOCTI MOXKHO MPOTVPATL BIaHbM Map/ieBbIM
TaMroHOM. Ec/m TKaHb Ha MaccvBHOM GpaHLLE ELLEe BUHa, YAa/uTe ee OCTarTKu C
MOMOLLIH) KPOBOOCTAHAB/IMBAOLLIENO 3aKMA, COO/M0Aas OCTOPOXHOCTb, YTOObI He
aKTVB/pOBaTbL WHCTPYMEHT. He KacaiiTeCb KPOBOOCTAHAB/IMBAIOLLETO  3a/Ma
AKTVB/POBaHHbIM  MHCTPYMeHTOM.  LlapanuHbl Ha fie3BM MOTYT MPUBECTU K
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* Blood and tissue buildup between the blade and shaft may result in
abnormally high temperatures at the distal end of the shaft. To prevent bum
injury, remove any visible tissue buildup at the distal end of the shaft.

« As with all energy sources (Electrosurgery, Laser, or Ultrasound), there are
concerns about the carcinogenic and infectious JXjtential of the by-products,
such as tissue smoke plume and aerosols. Appropriate measures such as
protective eye wear, filtration masks, and effective smoke evacuation
equipment should be used in both open and laparoscopic procedures.

« Do not attempt to bend, sharpen, or otherwise alter the shape of the blade.
Doing so may cause blade failure and user or patient injury.

« To avoid user or patient injury in the event that accidental activation occurs,
the instrument blade, clamp arm, and distal end of the shaft should not be in
contact with the patient, drapes, or flammable materials while not in use.

« During and following activation in tissue, the instrument blade, clamp arm
and distal 7 cm of the shaft may be hot. Avoid unintended contact with tissue,
drapes, surgical gowns, atall times.

« Do not Introduce or withdraw the instrument with the jaws open through a
trocar sleeve as this may damage the instrument.

« Care should be taken not to apply pressure between the instrument blade and
tissue pad without having tissue between them. Clamping the tissue pad s™ainst
the active blade without tissue on the full length of the blade will result in
higher blade, clamp armand distal shaft temperatures and can result in possible
damage to the instrument. If this occurs, there may be an instrument failure,
and the generator touchscreen displays a troubleshooting message.

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

* The entire exposed blade tip and any exposed blade shaft are active and will
cut/coagulate tissue when the instrument blade is activated. Be careful to avoid
inadvertent contact between all exposed blade surfaces and surrounding tissue
when using the instrunment.

* Use only the appropriate foot switch, instruments, and power cord to ensure
that they are compatible with the generator.

o After removing the instrument, examine the tissue for hemostasis. If
hemostasis is not present, appropriate techniques should be used to achieve
hemostasis.
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BOSHUKHOBEHVIIO TPELLWH 1 Pa3/IoMOB Ha J1e3BUSIX, a Takoke K VX MPeXaeBpeMeHHOM
MOSIOMKE.

*Ha cryyain BbIXOfa CUCTEMbI U3 CTPOS CriedyeT 06eCreqnTb Hayvvie Pe3epBHOro
000pydoBaHUsl,  HEOGXOAUMOro [An1A  MPOBENEHMS]  [AaHHOr0  KOHKPETHOIO
OrepaTVBHOIO BVELLETE/LCTBA.

*OTUET/IMBO C/bILLHbIA BbICOKWN 3BOH, UCXOASLLMI OT f1E3BUS, SIBMSETCH aHOMa/ e
N CBULETENbCTBYET O HapyLLEHM (yHKUMIA f1e3BUs. DTO MOXKET MPUBECTU K
aHOMa/TbHO BbICOKOM TeMIepaType CTBO/IA, & Takoke K TPaBMUPOBAHIIKO M0/1b30BaTe/ 1A
W NauyieHTa.

*/HCTPYMEHTBI MO3BOMAKOT MPOBOAUTL KOAry/AaLMIO COCYA0B AVaMETPOM A0 7 MM
BK/TOYUTE/IBHO € MCMO/Mb30BaHVEM KHOMKA MOfauN 3HEPT M PacLLPEHHOro
remocTasa. 3anpeLLpeTcsl Koary/vpoBaTb COCybl AMaMETPOM CBbiLLE 7 MM
*CKOr/IeHVie CryCTKOB KPOBY M1 OCTATKOB TKaHel Mexkzy Ie3BYEM U CTBOSIOM MOXET
MPUBECTU K aHOM&/TbHO BbICOKOM TemriepaType AUCTa/IbHOro0 KoHUa CTeoria. [nst
NpesoTBPALLEHA OXOMOB YAa/IAiTe OCTATKY TKaHel € AVICTasbHOro KOHLA CTBO/A
[ o 1CMOMb30BaHUM JTHOOLIX 3HEPrOEMKUX MPMBOPOB (ATEKTPOXVPYPINYECKOO,
Na3epHOro WM y/bTPasByKOBOMO 060PYA0BaHMS) CYLLECTBYET PUCK 00pa3oBaHus
MOBOYHLIX  MPOJYKTOB, 00/1aJAI0LMX  KAHLIEPOreHHbIM WM UH(DEKLWIOHHBIM
NOTEeHLWIa/IOM, Harpuymep aspo3osiel 1 Lierda Abiva OT TKaHe. [Mpy nposeaeHnm
OTKPbITbIX 1 /1arapOCKOMMYECKIX OMepaTVBHBIX BMELLIATE/IBCTB C/IeAyeT CoO/MoaTh
COOTBETCTBYHOLLWIE Mepbl 00eCTieyeHM st 6e30MacHOCTI, TakMe KaK MCrosb30BaHe
3ALLYTHBIX OYKOB, (ILTPALMOHHLIX MacoK M 000pyL0BaHUA /1A (PEKTVBHOMO
yAaNeHVs bV,

*He MbITaiiTeCh CaMOCTOSATE/bHO CrbaThb, 3aTaqvBaTb WM MHBM 00Pa3oM BHOCUTH
VBVMEHEHMS] B KOHCTPYKLMIO JIe3BUA. Oro MOXET MPMBECTU K MOJIOMKE JIe3BUSA 1
TPaBMMPOBAHIO M0/ 1b30BATE/IA U MaLyeHTa.

Kora Hacafika He 1Crosb3yeTcst, BO M3bexaHVie NosyyeHns TpaBM Mo/b30BaTeieM
W NaLWIEHTOM BC/IeACTBME C/TyHaiiHOM aKTVBaLWIM UHCTPYVEHTA, CriefyeT uberatb
MPSIMOro  KOHTaKTa /1e3BMsl, MacCVBHOM OpaHLLM W AMCTa/IbHOrO0 KOHLIA CTBOMA
VHCTPYMeHTa C Te/IoM MaLieHTa, OrepaLoHHbIM 6e/TbeM 1 BOCTVIAMEHSIHOLLIMICS
marepriasiav.

*Bo Bpems 1 nocrie akTvBaLymM VMHCTPYMEHTA B TKaHsX ero JiesBuie, MacciBHas
OpaHlla W aMCTa/bHbe 7 CM CTBOMA MOrYT Harpetbes. Bcerga umsberaiire
HEYMbILLYIEHHOMNO KOHTaKTa C TKaHAMM, OrepaLioHHbIM 6e/lbeM 1 XVIPYPrnvecK/Mm
KOCTIOMaMMN.

*He BBOAWTE N He M3B/IEKAIATE MHCTPYMEHT C OTKPbITbIMM OpaHLLIBMM Yepe3 KaHKTHO

TPoaKapa, MoCKO/IbKY 3TO MOXET MOBPEIUTL UHCTPYMEHT.
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« Successful hemostasis may require adjunct measures when HARMONIC
instruments are used to transect solid organs. Due to the difficulty of
visualizing internal structures, proceed slowly and do not attempt to transect
large masses of tissue in one activation. Avoid the division of large
vascular/biliary bundles when using the instrument under these conditions.

* 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.

* Instruments or devices which come into contact with bodily fluids may
require special disposal handling to prevent biological contamination.

« Incidental and prolonged activation against solid surfaces, such as bone, may
result in blade heating and subsequent blade failure, and should be avoided.

» Dispose of all opened instruments whether used or unused. This device is
packaged and sterilized for single use only.

« Reuse and improper reprocessing or resterilization of single use devices may
compromise the structural integrity of the device and/or lead to device failure
that in tum may result in patient injury, illness, or death.

« Reuse and improper reprocessing or resterilization of single use devices may
create a risk of contamination and/or cause infection or cross-infection,
including, but not limited to, the transmission of infectious diseases.
Contamination may lead to injury, illness, or death.

» Tissue pad damage may occur if device is activated without tissue in the
closed jaws. Activation without tissue between the jaws will cause tissue pad
degradation.

* Avoid contact with any and all metal or plastic instruments or objects such as
graspers, uterine manipulators.

* Prolonged blade activation with the clamp arm closed (with or without tissue
between the blade and

tissue pad) may cause tissue pad damage.
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*He cxmMaiiTe GpaHLLIK, ECIN MEXY /1E3BUEM MHCTPYMEHTA 1 HAKIMAKOM [/151 TKaHN
TKaHb OTCYTCTBYeT. EC/ He BCA [yIMHA Ne3BUA 3aHATA TKAHLIO, NMPYDKATVE HAKITKA
419 TKaHW K paboyeMy J1e3BUI0 MOXET MPUBECTU K YPE3MEPHOMY TMOBbILLEHVKO
TemrepaTypbl /Ie38YISl, MacCYBHON GpaHLLIN U AUCTa/IbHOM YacT CTBO/a, B pesy/ibTarte
Yero BO3MOXKHO MOBPEXIEHVE VHCTPYMeHTa. B 3ToM Crydae MOXET MpoM30ATU
BbIXOf, MHCTPYMeHTa 13 CTPOS, M TOrAa Ha CEeHCOPHbIA 3KpaH reHeparopa Oyaet
BbIBEIEHO COOOLLIEHVE O MPoG/ieme.

*Bo n36exkaHre nostyyeHnst TpaBM M0/1b30BATENEM W NALIMEHTOM He aKTVBMPYIATE
MEKTPOXVIPYPrUYECK/e  YCTPOMCTBA B HEMOCPEACTBEHHOM — 6/1M30CTM  OT
uHcTpyMeHToB HARMONIC.  Asposonu,  obpasytolecs  Mpy  aktvsaumm
mHcTpymeHToB HARMONIC B XXMpOBOA TKaHM, SIBMSKOTCA  MOTEHLWa/bHO
BOCIVIaMEHSHOLLIMICS.

*OTKPbITbIA KOHYYK JIE3BMA U OTKPbITbIA CTBO/ JIE3BMA SB/IAKOTCA aKTVBHBIMA U
OyfyT paccekaTh/Koary/mpoBaTb TKaHb, KOra Sie3B/ie UHCTPYMEHTa aKTVBMPYETCS.
Mpy 1CNOMB30BaHM MHCTPYMEHTA CrieayeT m3beraTb C/lyHaliHOr0 KOHTaKTa MeXay
BCEMU BALVIMbIMIA MOBEPXHOCTSMM J1E3BMSI 11 OKPY>XKAHOLLYIMA TKaHAMA MaLyieHTa.
*//ICNO/b3yWTe TOMbKO MOAXOAALLMA MefanbHbIA NMPYBOL, VHCTPYMEHTbI U LLHYP
MUTaHWA, 00513aTe/bHO COBMECTVIMbIE C FEHEPATOPOM.

e[locrie  VBBMEYEHMSI VHCTPYMEHTa MpOBEpbTE eMocTa3 TKaHelk B 06/1acTu
OrepaTVBHOIO BMELLIATE/bCTBA. HesHauMTesIbHOe KPOBOTEYUeHVE MOXHO KyTMpoBaTb
JH00bIMM aeKBATHBIMN METOAAMM.

[lp  ucnonb3oBaHUM ~ MHCTPYMeHToB  HARMONIC g9 pacceveHnst
MapeHXVIMATO3HbIX OpraHoOB MOryT MOTPeboBaTsLCA A0MO/HATENbHBbIE MEpbI i
o0ecrieveHNs1 HafeXXHOro reMocTasa. Bcrefctsve 3arTpynHeHHOM BUsyasvzaLym
BHYTPEHHVX CTPYKTYP JeVCTBYIATE Me/IEHHO W1 He MbITalATeCh pacceKarb 6osbLLve
MacC/BbI TKaHel 3a 0AHOKPATHYHO aKTVBALWIKO MHCTPYMeHTa. V3beraiiTe pasae/ieHns

BO/MbLLMX  COCYAVICTLIXKENUEBBLIBOAALLMX ~ MyYKOB  MPU  LCMO/b30BaHWN
VIHCTPYMEHTOB B MOA0GHbLIX CUTYaLIMSIX.

o[TpofyKLMS,  MPOV3BOAMIMAA WM pacrpocTpaHsemas  KOMMaHusMK,  He
aBTOPM30BaHHbLIMM  KOMMaHveld  Ethicon  Endo-Surgery, MOXeT — Okasarbest

HecoBmecTuMO ¢ cucTemoin HARMONIC. Acrnonb3oBaHre Takod MPoLyKLn
MOXET MPUBECTU K HeMpeaBUAEHHLIM pesy/ibTaTtaM W CTaTb MpUYHOM TpaBMbl
MO/L30BaTE A WM MaLyieHTa.

o[ yTWzaLMN VHCTPYMEHTOB WM YCTPOWCTB, HaxXOOMBLLMXCA B KOHTaKTe C
OMOMOTVYECKAMA  XUOKOCTAMK,  MOMYT  MOTpeboBaTbCs  CrielasbHbie  Mepbl,

npeyrNpeXxaatoLLyie GV0NorMUeCKYH KOHTaMVHALIVKO.
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Sterilization

Harmonic instruments for use with Generator G 11, are supplied sterile and
hermetically packaged. The instruments are sterilized by gas

The sterilization process is validated conforming the requirements of EN 1SO
11135-1 (for ETO sterilization of Harmonic instruments) with SAL 10*
confirmed.

For single use only. Do not attempt to re-sterilize and re-use the instrument.

How Supplied
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*CrieflyeT m3berarb C/ly4aiiHON W A/IATENbHON aKTViBaLWN Ne3BUS Ha M/IOTHbIX
TKaHsX, HarpUMepP KOCTHbIX, MOCKOMbKY 3TO MOXET MPMBECTU K MeperpeBaHuio
NE3BVISI M NOCNELYHOLLIER €70 MOSIOMKE.

*YTWIBMPYATE BCE MCO/b30BaHHbIE 1 HEVICTIO/b30BaHHbIE MHCTPYMEHTD, YTIAKOBKA
KOTOpLPC Oblia BeKpbiTa. JaHHoe YCTPOIACTBO YNakoBaHO Y CTEPWIM30BAHO TO/IbKO
[/191 QHOPA30BOr0 MCro/L30BaHYISA.

*[TOBTOPHOE MCMO/L30BaHVE W HeMpaBWIbHasA NMOBTOPHasA 06paboTKa Wi MOBTOpHasA
CTepWW3aLWst  YCTPOCTB  OHOPA30BOIO  WUCTO/b30BaHWA  MOMYT — HapyLLUTb
CTPYKTYPHYHO LIENIOCTHOCTb YCTPOMCTBA WWIA NMPMBECTU K Er0 BbIXOAY M3 CTPOS U,
KaK CiefiCTBIE, K MPUUMHEHIO BPeda NaLWEHTY, BO3HUKHOBEHWIO 3a00/1EBaHNA WA
JIET/ILHOMY VICXOLY.

*[TOBTOPHOE MCM0/B30BaHVE 1 HEMpaBWIbHasA MOBTOPHAasA 00paboTKa WM MOBTOpHasA
CTepWI3aLWIS YCTPOICTB OAHOPA30BOr0 MCMO/b30BaHMA MOTYT MPYBECTU K PUCKY
KOHTaMUHALWN WA MHGMLIMPOBAHNED SO0 MEPEKPECTHOMY MHOMLIMPOBAHUIO, B
TOM u4uC/ie, Cpeay Mpo4ero, K MepeHocy MH(EKLMOHHBbIX — 3a60/1eBaHNIA.
KoHTawHaWIsi MOMXET TMPUBECTY K MPUUMHEHMIO  Bpeda,  BO3HVKHOBEHWIKO
3a60/1eBaHUIA WM JIETa/TBHOMY KICXOZY.

* AKTVBaUMA YCTPOWCTBA MPW OTCYTCTBUM TKaHM MeXXay 3aKpblTbM/A GpaHLLaMA
MOXET MPUBECTU K MOBPEXIEHNIO HAKMAAKN 159 TKaHW. AKTVBaLMS M OTCYTCTBUAN
TKaHW MeXXly OpaHLLaMM BEAET K M3HOCY HaK/aOKW 151 TKaHW.

o 3beraiiTe KOHTaKTa C JIOObIMA  MET/VIAHECKMMA W TVIACTVIKOBbIMA
VHCTPYMEHTAMM U MpefMeETaMK, B YacTHOCTM C  6paHLiaMM M MaToYHbIMA
MaHUIMyISITopaMu.

o AKTVBaLWA N1E3BUS MPY 3aKPbITOM MAacCMBHON OpaHLLE B TeYeHVie [/ATeNbHbIX
Mep1oLOB BPEMEHM (HE3aBMCVIMO OT HayAUMA TKaHW MEXIY /Ie3BV/EM N HaK/aaKol
[/191 TKAHW) MOXKET MPUBECTY K MOBPEXKEHNIO HAKAAKY 15 TKAHW.

Crepnnuzauus

VIHCTPYMEHTbI  MOCTaB/MAIOTCA  CTEPWIbHBIMA B TEPMETUYHON  YTAKOBKE U
npefHasHaueHbI /19 0{HOPAa30BO0ro NPUMEHEHNS Y OAHOTO MaLwieHTa. CrepuwimsaLms
MPOBOAMTCA ra30BbIM METOLOM (C MPUMEHEHVIEM STWIEHOKCUR).

MpoLiecc cTepuwmzaLmmi BaMaMpoBaH B COOTBETCTBUN ¢ TpeboaHusMM EN 1SO
11135-1 (/19 VHCTPYMEHTOB, CTEPUIM3YEMbIX STUMIEHOKCUOM) C MOATBEPKIAEHMEM
YPOBHSI CTepu/ibHOCTH (SAL) HO*

[Jna 0aHOpa3oBoro 1eronb308aHMA. MoBTOPHAS CTEPWIN3ALIMA 3arpeLLiEHa.

Komnnekraums
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The instruments are supplied sterile for single patient use. Discard the WHCTPYMEHTbI NOCTABMSETCA CTEPWIbHBIM M MPedHa3HaYeHb! A/19 UCMoSb30BaHNA Y

instrument after use. OfHOr 0 MauyeHTa. Mocsie 1CMNonb30BaHKS MHCTPYMEHT CriedyeT YTWIM3MPOBATb.
Note: for an explanation of the symbols on the package see the end of this IFU.  MpumedaHvie: PacLumdypoBKy CYMBO/IOB Ha YTaKOBKE CM. B KOHLIE UHCTPYKLN.

MHTepnpeTauma CMMBO/I0B
He npuMeHAT> [aHHbIA  MHCTPYMEHT C  FeHepaTtopom
UltraCision® (GENOL/GEN32/GENO04).

Interpretation of symbols
Do not use the instrument with ULTRACISION®

Generator (GENO01/GEN32/GENO04).

tc|REH

)

OEKCNXroqa

(ttIHOI) FTOPIO)
\

Use by Date 2 Vicronb3oBsars Ao ...

Lot Number Homep napmim
T

Catalogue Number " Homep o karariory

Sterilized by Ethylene Oxide

Caution: Federal (USA) law restricts this device to
sale by or on the order of a physician.
Manufacturer/Date of Manufacture w1

Authorized Representative in the European g |i4P
Community

Single Patient Use

Authorized Representative in the United States n R
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CTepuM30BaHO 3TWIEH OKCULOM.

ans MPUMEHEHUS  TOMbKO KBa/(WILPOBAHHB M

MEAVLIHCKUM MepPCOHAsIOM
VisrotoBuTesb/Jata npovsBoacTea

YNOMHOMOYeHHb I NpeaCcTaBUTe/b B EBporelickom
Co006LLECTBE

3arnpeT Ha NMOBTOPHOE MPYIVEHEHIIE

YronHoMouYeHHbIN npeacTaBuTesb B CLLIA
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Peel here

Upper limit of temperature

Quantity

Humidity Limitation

Refer to the instructions manual/booklet

Consult Instructions for Use

Do not re-sterilize

Do not use if package is damaged.

Indicates that the Electrical and Electronic Product
(EEP) contains toxic and hazardous substances or
elements over the defined maximum concentration
values. The names and content of the toxic and
hazardous substances or elements shall be provided
in the product instruction manual. The number “5” in
the symbol refers to the environment friendly use
period; after their environment-friendly use period
expires, they shall be put into the recycling system
(People’s Republic of China symbol for Restriction
of Hazardous Substances (RoHS) in electrical and
electronic products).
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©

OTKpbIBaTh 34eChb

TemnepaTypHbIil AranasoH

KonnyecTBO 3/1eMEHTOB

[nanasoH BnaxxHocTn

CM. VHCTPYKLMIO NO NpUMeHeHUto (CM. rony6oii cMmBos Ha
BHeELLHeR ynakoBke)

CMOTPM UHCTPYKLMIO MO NPUMEHEHNIO

He cTepnnun3osatb NOBTOPHO.

He 1cnonb3oBaTh NpY NOBPEXAEHNMN YNAKOBKU

YKa3blBaeT Ha TO, YTO 3/IeKTPUYECKOE 1 31eKTPOHHOE M3gennve
(33U) copepXMT TOKCUYHblE W OMacHbie BelecTsa WIn
3NMEMEHTbI B KOHLEHTPaLMsAX, MPeBbIALWNX MaKCUMalbHbIe
3HayeHus. HasBaHMA ¥ cofepXKaHue TOKCUYHBbIX W OMacHbIX
BELLECTB WM 3/1EMEHTOB YKa3aHbl B PYKOBOACTBE MO
akcnayaTauuu msgenusa. Ymcno «5» B 0603Ha4EHUN OTHOCUTCS
K CpoKy 6esonacHOro  Ans  OKpyXatwouwehn  cpefbl
MCNONb30BaHWA; MOCNe WUCTEYEeHUS cpoka 6e3onacHoro Ans
OKpYXXaloleil cpedbl MCMOMb30BaHUA OHWU  [O/DKHbI  ObiTb
MOMeLLeHbl B CUCTEMY YTUAM3aLnmM (0603HaYeHNe, MPUHATOE B
KuTalickoli HapogHoit Pecnybnuke Ans  orpaHuyeHus
cofepXXaHusa onacHbix BewecTB (ROHS) B anekTpuyeckux u
3N1EKTPOHHbLK U3fennax).
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No separate hand piece required. OT/enbHas nanapocoHnMyeckas pyKosTKa He TpeGyeTcs.

Product passed procedure of declaration of 0 MpofyKT nptoLlen npouesypy 06sa3aTe/IbHOro NOATBEPXKAEHNSA
© conformity COOTBETCTBMA
Packaging unit EfvHuy B ynakoBke
B
Keep dry. Bepeub OT Bnaru
Keep away from heat. He gonyckaTb BO3/€eiCTBMSA COMIHEYHOTO CBEeTa
The transport individual packaging includes symbols: TpaHCNOpTHAas  MHAMBMAYanbHas  YNakoBKa  [JOMOMHWTENbHO  COLEPXMUT

cnefytoLine CUMBOJIbI:
Keep away from moisture, store in a dry placedry.
bepeyb 0T Bnaru

Keep away from heat.
He fgonyckaTb BO34eACTBUA CONHEYHOrO CBETA

A Temperature
TemnepaTypblii AnanasoH

Relative Humidity
0 [lnanasoH BAaXKHOCTK
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EndoArg*ry| HarFROLIC ETHICON ENDOSURGERY.IIC
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Ultrasonic instrument for generator G11 NHCTPYMEHT yNbTPa3BYKOBOW AN reHepaTopa 3NeKTPOXUpYpruyeckoro

ynbTpa3sykosoro GENII
HARMONIC Dissecting Hook, 5 mm diameter, 32cm length
NlesBue KPIOYOK ANCCEKUNOHHOEe Harmonic, anameTp Smm, ganna 32 cm.

Please read all information carefully. Moxanyicta, BHUMATENbHO NPOYTUTE BCHO UH(OPMALUIO.

Failure to properly follow the instructions may lead to serious surgical HenpaBunbHOe cnefoBaHWE WHCTPYKLUAM MOXET MPUBECTU K CEPbE3HbIM

consequences. XUPYPrMyecKUM nocnefcTBuaM.

Important: This package insert is designed to provide instructions for use of the BHuWMaHue: HacToswWwmWili BKNaabil COAEPXMWT WHCTPYKLWUIO MO MPUMEHEHWIO

HARMONIC 5 mm Jle3Bne KproUOK AnccekymoHHoe Harmonic, gnameTtp 5 MM, zwHHa 32 cm. 910T

Instrument. It is not a reference to surgical techniques. LOKYMEHT He #AB/seTCA PYKOBOACTBOM MO MeTOZaM  XMPYPru4yeckoro
BMelLaTesnbCTBa.
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Instructionsfor use VIHCTPYKUMSA NO NPUMEHEHNIO

HacTosiwas MHCTPYKUMS pacrnpocTpaHsieTcss Ha VIHCTPYMEHTbl Y/bTPasBYKOBble A5
reHepatopa 371eKTPOXMPYPriyeckKoro

This IFU applies to ultrasonic Instrumentsfor the generator G EN 11, with
thefollow ing modifications"'.

ynbTpassykosoro GENII, B cregyowmx
BapuMaHTax UCNONHEHUS:
HARMONIC Dissecting Hook, 5 mm diameter, 32cm HDHO5 Jle3Bune KpOYoK guccekumoHHoe Harmonic, guameTp 5 MM, AnvHa HDHOS
length 32 cwm.
133
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Indications

HARMONIC Dissecting Hook, 5 mm diameter, 32cm length is indicated for
soft tissue incisions when bleeding control and minimal thermal injury are
desired. The instrument can be used as an adjunct to or substitute for
electrosurgery, lasers, and steel scalpels in general, plastic, gynecologic,
exposure to orthopedic structures (such as spine and joint space), and
thoracic surgery, including mobilization of the Internal Mammary Artery
(IMA).

Device Description

The HARMONIC 5 mm Instrument is a sterile, single patient use instrument
consisting ofa titanium blade with a non-removable sheath. The Instrument
blade is a dissecting hook. The working length ofthe dissecting hook is 320
mm.

The 5 mm Instrument must be used with the 5 mm Adaptor or Hand-
Switching Adaptor and connected to the HARMONIC Hand Piece and a
compatible Generator prior to use. The HARMONIC 5 mm Instruments
allow for the cutting and coaptive coagulation of vessels up to and including
2 mm in diameter.

The HARMONIC 5 mm Instrument is designed for use exclusively with a
compatible HARMONIC Generator and Hand Piece. Refer to a compatible
Generator Manual before using this instrument.

Illustration and Nomenclature (Illustration 1)
1. 5 mm Adaptor or Hand-Switching Adaptor
2. 5 mm Blade and Sheath

3. Dissecting Hook (320 mm)

Operation conditions for surgical field:
Temperature: from +10°C to +30°C

Relative Humidity: 10% - 85%

Atmospheric range: 700 hPato 1060 hPa
Storage Conditions

Temperature: from -22°C to +60°C

Relative Humidity: 10% —80%

Atmospheric range: 700 hPato 1060 hPa
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MokasaHua

Jle3Bue KpOYvoK AMCCEKLMOHHOE Harmonic, gnameTtp 5 MM, AnnMHa 32 cM nokasaH Ans
pacceyeHns MArKNX TKaHel B Tex cnyvasx, Korga Heo6Xo4umMo CHU3UTb KPOBOMOTEPIO 1
CBECTM K MUHMMYMY TEPMUYECKOE NOBPEXAEeHWe TKaHei. [laHHblli MHCTPYMEHT MOXET
NMPUMEHATLCA B [AOMNOJIHEHWE WM BMECTO 3/IEKTPOXUPYPIUYECKUX WHCTPYMEHTOB,
NnasepoB M CTanbHbIX CKanbneneii npuW onepauusax, BKAYalOWMX [OCTyn K
opToneAMYecKUM CTPYKTypaMm (TakuMM, Kak NO3BOHOYHWMK W CyCTaBHas Liefb), B 00LLel,
NAacTUYeCcKoM, FTMHEKONOTMYECKOM 1 TOpaKanbHOW XUPYPrum, BKAKOUas MobumsaLmio
BHYTPEHHeW rpygHoin aptepumn (BIrA).

OnucaHne MHCTPyMeHTa
Jle3Bne KprHOUOK AMcCeKumoHHoe Harmonic, gnametrp 5 MM, gnnHa 32 cm aBAseTcs
CTEPU/IbHBIM WHCTPYMEHTOM [N MPUMEHEHUA Ha O4HOM MauueHTe, COCTOoAWMM U3
TUTAHOBOrO /1e3BMA W TMOCTOAHHO 3aKPennéHHOro Koxyxa. J1e3BMeM WHCTpPyMeHTa
ABNAETCH [AWCCEKLMOHHbIA KpHYoK. Paboyas [AMHA [UCCEKUMOHHOrO KpHoukKa
cocTas/ifget 320 MM.
Jle3Bne KpHOYOK AMCCEKUMOHHOe Harmonic, guameTp 5 MM, AnuMHa 32 CM [OMXHO
NMPMMEHATLCA C 5 MM aganTepoM UM afanTepoM PYYHOT0 BbIK/OYATENA U [OMIXKEH ObITb
nepef MCrnonb3oBaHWEM MOAK/IOYEH K PYYHOMY MOLY/H0O U COBMECTMMOMY reHepaTopy
HARMONIC. 5 mm nHcTpymeHT HARMONIC no3BonseT oCcyLecTBATbL pacceyeHune u
KOANTUBHYIO KOarynauuio cocyfoB LUamMeTpoM 40 2 MM BK/IHOUUTENBHO.
Jle3Bue KpHOYOK AUCCEKUMOHHOe Harmonic, guameTp 5 MM, AnuHa 32 CM npeAHa3HayeH
ANA NPUMEHEHUS UCKIIOUYNTENBHO C COBMECTUMbIM reHepatopoM HARMONIC u
pyyHbIM Mogynem. Mepef npuMeHeHVeM faHHOIO MHCTPYMEHTA CM. MHCTPYKLMIO MO
3Kcnyartaumm COBMECTUMOTO reHeparopa.

MnnwocTtpaynm n tepmuHonorma (PucyHok 1)

1 5 MM aganTtep unu aganTtep py4HOro BblKKOYaTens.

2. 5 MM ne3Bue n KoXyx

3. [ncceKLMOHHBIN KproyoK (320 MMm)

Ycnosusa akcnayataumu gns onepaLmMoHHOro nosns
Temnepartypa ot +10°C go +30°C
OTHOCUTeNbHasA BnaxHocTb: 10%-85%
ATmochepHoe gasneHue: ot 700 rfago 1060 rla

Ycnosusa xpaHeHus
Temnepartypa oT ~22°C go +60“C
OTHOCUTeNbHAA BRaxHocTb: 10%-80%
ATmocdepHoe gaBneHue:oT 700 rlMa go 1060 rMa
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Transport Conditions
Temperature: from -22°c to +60°C
Relative Humidity: 10% —80%

Atmospheric range: 700 hPa to 1060 hPa

Basic technical specifications

Specifications

Shaft diameter, mm

Shaft Rotation, °

Blade working length, cm

Shaft length, cm

Targeted vessel max. diameter, mm
Working temperature range of
blades', °C

Overall size, mm

Maximum torque required for
coupling with laparoscopic handle,
N*m

Requirements to the working
surfaces and edges of medical
instrument

Requirements to the tightness
(impermeability)ofworking parts for
devices

Requirements to the stability ofthe
working part in biologic fluids
Minimum width of instrument
channel, mm

Mass,
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Value
5,0 (max value)
360 degrees
32
32
2
10-50

325x9x9
1,36
Instrument surfaces shall be free of
scratches, nicks, or blemishes
Working parts are sealed
Working parts are resistant to
blood

50

22

Y Ccnosusa TpaHCNopTUPOBaHUSA
Temnepatypa oT -22°C go +60°C
OTHOocUTeNnbHaa BnaxHocTs: 10%-80%
ATmocdepHoe gasneHue:oT 700 rMa go 1060 rMa
OCHOBHbIE TEXHNYECKNE XAPAKTEPUCTUKMN

XapaKTepucTuKu

[vawveTp cTBONA, MM

BpalieHune cTeona, °

Pabouas gnuHa ne3sus, cm

JnunHa cTBona, cM

MaKcuManbHbIA fuameTp LieneBoro cocyfa TKaHu, ans
MPOBeAEHUS MAaHUMYNALUN, MM

[unanasoH pabounx TemnepaTyp ne3sus, ®C
FabapuTHbIe pasmepbl, MM

MaKCUMasbHbIA KPYTALWUIA MOMEHT, HEOOXOANMBINA
ANS CTBIKOBKM C 1anapoCOHMNYeCKOi pyKOATKOW, H*m
Tpe6oBaHMs K pabounM MOBEPXHOCTAM M Kpasm M

FepmeTMUHOCTL paboyeid yactn MU

YCTOWUYMBOCTb paboyein 4acTu K 6MON0rnYecKum
XUAKOCTAM

MuWHUManbHas WUPMHA MHCTPYMEHTANbHOTO KaHana,
MM

Macca, r

3HauyeHune
5,0 (makc, 3HayeHue)
360°
32
32
2

10-50
325 x9x9
1,36

LIepoxoBaThble

MOBEPXHOCTU, OCTPble
YIbl U KPOMKH
OTCYTCTBYHOT
pabouue yacTtu

repMeTUYHbI
paboume 4acTn yCTOWUMBbI
K BO3/e/ACTBUIO KPOBU
5,0

22
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Specifications Value XapaicrepHCTHicH 3HaueHue
Class of protection against Class 1 Knacc 3alnTbl 0T MOpaXKeHUs afiekTpuyeckum  Knacc |
electric shock TOKOM
Type of working part Type CF Tun paboueit yacTu CF
Operating mode Continuous duty MpoAoMKNTENBHOCTL PaboThl NPOAC/IKUTENBHbIA PEXUM
Time of establishment of the Max. 10 sec
operating mode Bpems ycTaHOBNeHNA paboyero pexumma Makc. 10 ¢
Max. output power, W 35
MakcumanbHasa BbiIX0AHaA MOLHOCTb, BT 35
Max. output voltage, v 150 MakcumanbHoe BbCCOAHOE HanpaxeHue, B 150
Max. loop resistance. Ohm 375 '
Maximum current, mA 40 MakcumanbHoe 3aneKkTpuyeckoe 375
Blade frequency, Hz 55500 COI'IpOTMBJ'IBHI/I(i 3M1EKTPUYECKOro KOHTypa. OM
Max. blade amplitude, pm 85 MakcumanbHbIv Tok, MA 400
YactoTa nessus, 'y, 55500
MakcumanbHaa aMnanTyaa nNe3suns, MKm 85

Characteristics of ultrasonic electrosurgical generator GENU for XapakTepuCcTUKU reHepatopa aNneKTpoXmpypruieckoro ynbtpassykosoro GENU

connections of instruments ANA NOAKNIOYEHNA NHCTPYMEHTOB

Class of protection Class1 Knacc 3awutbl 0T nopaxeHusa Knacc |

against electric shock 3NEKTPNHECKMM TOKOM

Type of woricing part CF type

Input characteristics 100- 240V  50/60 Hz, 500 VA.

Output characteristics 150 VAC RMS maximum (unless Pabouast 4yacTb Tuna CF
otherwise specified in the instrument IFU)
35 vv.a.tts clontlnu.ous (unless otherwise BXxoAHble XapaKTepucTuku 100 - 240 B -, 50/60 'y, 500 BA.
specified in the instrument IFU) . BbIX0Hble XapaKTePUCTUKN Makc. 150 B nepemeH, Toka, RMS (ecnu gpyroe
30'8_0_kH? (55'5_ kHz unless otherwise He onpegeneHo B VHCTPYKLUMM MO NPUMEHEHUIO
specified in the instrument IFU) MHCTPYMEHTA)

35 BaTT HenpepbIBHOW MOLLHOCTK (eCAK gpyroe
He onpejenieHo B IHCTPYKLUW MO NMPUMEHEHUIO
WHCTPYMeHTA)

30 - 80 kI'y (55,5 Ky, ecnu Apyroe He yKasaHo
B VIHCTPYKLMM NO NPUMEHEHUIO UHCTPYMEHTA)
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Materials in contact with a human body:

The hook blade -Titanium alloy grade Ti 6A14V ELI, composition:

In accordance with 1SO 5832-3, ASTM F1472 and ASTM B348, ASTM
F 136, Dynamet Inc

Body - AISI 304 stainless steel, composition

In accordance with ASTM A959, no specific raw material supplier
specified.

Body coating - polydimethylsiloxane Silastic Q7-4850, natural color
manufactured by Dow Coming.

Silicone primer 3-6060 Prime Coat, natural color manufactured by Dow
Coming

Insulated contact - AISI 302 stainless steel composition

with accordance ASTM A313

Polycarbonate Colorcomp Eastalloy DA003 EES BK8-065 779-000 black
color BK8-065, manufactured by SABIC Innovative Plastics

Polyurethane 1ISSC 6400-5829, black with a gloss of 8-10% produced by
Integrated Surgical Sciences

Vented sleeve - Polydimethylsilox Baysilone LSR 4070 natural color
manufactured by Bayer

Fender - polydimethylsiloxane Silastic Q7-4765
manufactured by Dow Coming

Tube - Teflon 100J natural color manufactured by TFX Medical
Protective shell - Polydimethylsiloxane MED-4050 Natural
manufactured by NusSil

Primary packaging -

Lid: PTH-025 Coated 1073B Tyvek, Amcor Flexibles

Blister: Clear Eastar PETG 6763 with Dow 365 Silicone, Eastman Chemical
Products

translucent gray

color

Instructions for Use

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

The hand piece, adaptor, and blade wrench are reusable and shipped non-
sterile. These components must be sterilized per their insert instructions
prior to each use.
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MaTtepunasnbl, KOHTaKTUPYOLWNE C OPraHNU3MOM YenoBeKa:

JNle3Bne KpHOYOK: TUTaHOBLIA cnnaB Ti 6AlI4V ELI B cootBeTcTBMM ¢ ISO 5832-3,
ASTM F1472 and ASTM B348, ASTM F136, nponssoacTtsa Dynamet Inc;

Kopnyc - Hepxxasetowas ctanb AlSI 304

B cooTtBeTcTBUM ¢ ASTM A959;

MokpbITHE Kopnyca - nonnagnmeTunaKcoHaH Silastic Q7-4850, HaTypa/ibHOro LBETa,
npoussogcTea by Dow Coming;

FpyHT Ha cuaMKoHoBol ocHoBe 3-6060 Prime Coat,
npoussogcTsa Dow Coming;

KOHTaKT M30NMpoOBaHHbIi - HepXagetowas ctanb AlSI 302
B cooteetcTBum ¢ ASTM A3 13

Monnkap6oHaT Colorcomp Eastalloy DA003 EES BK8-065 779-000 yepHoro ugeta
BK8-065, nponssogctea SABIC Innovative Plastics;

MonuypetaH ISSC 6400-5829 uepHoro useta ¢ 6neckom 8-10% npon3BoACTBa
Integrated Surgical Sciences;

Btynka - MonugumetuncunokcaH Baysilone LSR 4070 HaTypanbHOro LBETa,
npounssofcTBa Bayer;

Oexpep - NMonngumetuncunoke Silastic Q7-4765 nonynpo3payHOro ceporo useta
npoussogcTea Dow Coming;

Tpy6kKa - TedpnoH 100J HaTypanbHOro uBeTa nponssogcTea TFX Medical

3awunTtHas obonouka - MonugmmetuncunokcaH MED-4050 HaTypanbHOro ugeta
npomnssogactea NuSil;

MepBMYHasA ynakoBKa -

Kpbiwka: MonnatuneHtepedranar-ramkons PTH-025 nokpbiTeii Tyvek 1073B
npoussogcTtea Perfecseal

Bnuctep: nonuatuneHrnukons PETG 6763 ¢ cunukoHom Dow 365 npounsBofcTBa
Eastman Chemical Products.

HaTypanbHOrO LBeTa,

WNHCTPYKLMS NO MPUMEHEHWIO

Meped MCMonb3oBaHMEM WHCTPYMeHTa y6eauTecb B  COBMECTMMOCTM  BCeX
WHCTPYMEHTOB W MpUHAANexHocTeid  (cm.  MpefocTepexxeHns u  Mepbl
NPefoCTOPOXHOCTH).

PyuYHoil Mofynb, afantep W K4 ANs Ne3BUS NpegHasHaueHbl 4N MHOTOKPaTHOroO
MCMONb30BaHUS W MOCTABASIOTCA HECTepUNbHLIMK. eped KaXAblM MpUMEeHeHWeM
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Attachment

1 Attach the 5 mm adaptor or hand switching adaptor to the hand
piece. (lllustration 2)

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

3 Remove the protective cap from the blade tip.

Note: Take care to avoid injury from the blade tip when removing
the protective cap.

4 Attach the blade manually to the hand piece by turning it clockwise
(finger tight only).

Note: Take care to avoid injury from the blade tip when attaching the
blade to the hand piece and while sliding the blade wrench onto or
offofthe blade. (Illustration 3)

5 Use the blade wrench to tighten the blade. Slide the wrench over the
blade until it stops at the Hand Piece adaptor. Turn the wrench and
continue to push it gently until the wrench nose is adjacent to the
adaptor. Turn the wrench clockwise until it “snaps,” indicating
that sufficient torque has been applied to secure the blade.
(Mlustration 4)

Note: Inspect the blade wrench hub for cracks or wear before use. If
damage is seen, replace the blade wrench. Before use after
autoclaving, cool the blade wrench at room temperature for at least
45 minutes or soak it in room temperature sterile water for 5
minutes.

6 Remove the blade wrench by sliding it straight back over the blade.
(Mustration 5)
Do not dispose of the reusable blade wrench. It is used for removal
ofthe blade following the procedure.

Operation

Refer to a compatible HARMONIC Generator Manual and hand piece

package insert for hand piece attachment and system operation
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JAHHbIE  KOMMOHEHTbl  [JO/XHbl  CTEPUAN30BAaTbLCA  COMNACHO  WHCTPYKLMAM.
NpuBeSEHHbIM B UX BKNafblLLax.
Mopagok coopku

1

MpucoegmHute 5 MM afanTep WM afanTep PYYHOro BbIK/KOUATENS K PYyUYHOMY
mogynto. (Unnoctpayma 2)

Monb3yscb CTEPUNIbHLIM METOAO0M, U3BNEKUTE UHCTPYMEHT U3 yNakoBKW. UT0ObI
n36exaTb MOBPEXAEHNIA, He BOpackIBaliTe MHCTPYMEHT B CTEPUSIbHOE MOSe.
YpanuTe 3alWUTHbIA KOMMAa4Y0K C KOHYMKA N1e3BUS.

MpumMeyaHue: ByabTe OCTOPOXHBI, YTOObI M36€XaTb TPaBMbl KOHUYMKOM Ne3BuS
npy yaaneHnmn 3aMTHOrO KoJinayka.

MpucoefnHUTe Ne3Bre K PyYHOMY MOAYMHO BPYYHYH, Bpallas ero rno 4acoBol
cTpenke (MCnonb3ys TONbKO YCUane nanbLes).

MpumMeyaHue: ByabTe OCTOPOXHbI, UTO6ObI N36€XaTb TPaBMbl KOHYMKOM /1€3BUS
npv NpUCcoeaNHeHUN

Vicnonb3yiiTe KN4 N8 Nne3Bus A0S 3aTAXKU ne3sus. [poseauTe KoY Mo
Ne3BMI0 40 ynopa B afantep pyyHoro mopayna. MoBepHUTE KU, NPOJo/XKas
OCTOPOXHbI/ H&XXUM, NOKa KOHYMK KNOYa He MOAOKAET BNAOTHYIO K ajanTepy.
lMoBepHUTE KAKOY MO YacoBOW CTpefke, MNOKa He pa3facTcs Lenyok,
yKasblBaloLWNiA Ha [OCTaTOYHOCTb MNPWIOXEHHOr0 KPYyTALLero MOMeHTa Ans
(hmkcauum nessus. (Mnnoctpaums 4).

MpumeyaHue: MNepef UCNOb30BAHMEM OCMOTPUTE BTYJIKY KNOYa AN Ne3BUSA Ha
Hanuume TpewmH nnm nsHoca. Ecnm o6Hapy>XeHbl NOBPEXAEHUS, 3aMeHUTE KoY
ana  nessua. [pexge 4em  WUCMOMbL30BaTb  KAKWY  ANA  f1e3BUA  nocne
aBTOKNaBUPOBaHUS, 0X/1aaUTe ero Npu KOMHATHOW TemnepaType B TeUYeHUE He
MeHee 45 MWH WM NOTpy3nTe B CTEPUNBHYIO BOAY KOMHATHOM TeMnepaTypbl Ha
5 MUH.

Ypanute KoY 45 Ne3Bus, CTAHYB ero no fessuio Hasag. (Mnnoctpaumsa 5). He
yfanaite KoY ANd Ne3BuUs B 0TXOAbl, OH MpefHa3HayeH AN MHOropasoBoro
ncnonb3osaHns. OH WUCNOMb3yeTCAa AN YyLaNEHUA f1e3BUA MO OKOHYaHWUu

npoueaypsbl.

JkcnnyaTayua

CM. VHCTpYKUMIO NO 3Kcnjyatauum coBmecTumoro reHepatopa HARMONIC un
BK/IaAblll PYy4YHOro MOZYNA OTHOCUTENbHO MOAK/IOYEHUS PYYHOro MOAYNA U
aKcnnyaTaunm CUCTEMBI.
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Connect the assembled hand piece, adaptor, and blade to the
generator and turn the generator power on.

Note: Do not turn the generator power on before the hand piece,
adaptor, and blade are connected to the generator.

Select the desired power level using the INCREASE and
DECREASE buttons on the generator.

The blade is ultrasonically energized when either foot switch pedal is
depressed.

Note: Scratches on the blade may lead to premature blade failure.
- Avoid accidental contact with other instruments during use.

- Do not use any other means than the blade wrench to attach or
detach the blade.

After inserting the blade through a trocar or an incision, press the
blade against tissue during ultrasonic activation to cut and/or
coagulate tissue under direct visualization.

Note; In general, sharper ultrasonically activated edges cut faster
with less hemostasis, while more blunt edges and surfaces coagulate
more and cut less rapidly. The amount of energy delivered to the
tissue and resultant tissue effects are a function of many factors,
including the power level selected, blade characteristics, tissue
tension, tissue type, pathology, and surgical technique.

Disassembly

1 Turn the Generator OFF at the power switch or enter STANDBY
mode.

2 Slide the wrench over the blade to the base ofthe hand piece. Align
the flats on the wrench with the flats on the blade. Loosen the blade
by turning the wrench counterclockwise. Continue to loosen by
turning the wrench or blade manually to unscrew it completely.
(Hlustration 6)

3 Remove the blade wrench by pulling it straight back over the blade.
Save the blade wrench for future use.
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MoaknounTe pyvHOW Mofynb B c6Gope, afjanTep U /e3Bue K FeHepaTopy W
BK/IOUNTE NUTaHWE reHepaTopa.

MpumeyaHue: He BKAKOYaiTe NUTaHWe reHepatopa A0 NOAKNOYEHUS K Hemy
py4yHOro Mofyns, afjantepa v nNe3sus.

BbibepuTe HY>XXHbIA YPOBEHb MOLLHOCTM C NOMOLWb KHOMOK YBE/IMUNTDL u
YMEHbLWWTb Ha reHepaTope.

Ne3Bne nonyyaeT ynbTPasBYKOBYK 3HEPrMI0 MPU HaxaTuum Ha Nnwobylo u3
nejaneii HOXXHOIO BbIK/HOYATENS.

MpumeyaHue: LiapanuHbl Ha f1e3BUM MOTYT NMPUBECTU K €70 NPeXAeBpeMEHHOMY
0TKasy.

- Mpu wncnonb3oBaHWW U3beraiiTe CcnyvyaiHOro KOHTakTa € Apyrumu
WNHCTPYMeHTamu.

- lns NpuCoesUHEHNs N OTCOeAMHEHUA Ne3BUA He NONb3yWTecb KakuMu-nnbo
WHbIMU CpeACcTBaMM, MOMUMO KNtOYa ANS Ne3BUs.

Mocne BBefeHWA f1e3BMA Yepe3 Tpoakap WAM pas3pe3 HaXMWUTE fe3BUEM,
nofBeprarowumes ynbTpasByKoBOM akTMBaLMK, Ha TKaHb, 4YTOObl paspesaTb
nvnn  KoarynmposaTb  TKaHb  MOJ  HENOCPEACTBEHHLIM  BU3ya/ibHbIM
HabMoeHNEM.

MpumeyaHune: B uenom, 605ee oCTpble aKTUBUPYEMbIe YbTPa3BYKOM Kpas pexyT
bbICTpee Mpy MeHbLEM remMocTase, B TO BpeMs Kak 0onee Tynble Kpas u
MOBEPXHOCTU KoarynupyloT B 6onblueid CTeneHW, a pexyT Mea/ieHHee.
KonuyecTBo 3Hepruun, MPUMOXEHHON K TKaHW, W OKa3blBaEMbIA Mpyu 3TOM Ha
TKaHb 3((eKT 3aBMCAT OT MHOIMX (DaKTOPOB, BKIOYasA Bbl6paHHbI YPOBEHb
MOLLLHOCTW, XapaKTepuUCTUKN Ne3BUA, HaTSXKEHNE TKaHW, TUN TKaHW, NaTtonoruio
N XNPYPTrUYECKYIO TEXHUKY.

JemoHTax

1

2

3

BbIkNOUYMTE reHepatop, NOCTaBMB BbikaYaTens Ha BbIK/1 |, unn yctaHosuTe
pexum OXXKNAAHWE.

lMpoBefWTe KNHOY MO /1IE3BUIO A0 OCHOBAHMA PYYHOTro Mofyns. COBMeCTUTE NbICKU
Ha K/toue ¢ fbickamMmy Ha ne3sumn. OcnabbTe KpenneHue ne3sus, NOBepHYB KoY
NpoTMB 4acoBoOW cTpenku. MpogonxaiiTe ocnabnAtb KpensjeHue, nosopaynsas
K04 UK Ne3Bue PyKoi, YTobbl MOMHOCTLIO OTBUHTUTL ero. (MnntocTpauus 6)

YaanuTe KoY Ans Ne3sns, NOTAHYB €ro ro 1e3Buto BHM3. CoxpaHuTe Koy Ans
Ne3Bus 4NS NocneAytowero NnpyuMeHeHNs.
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Note: Take care to avoid injury from the blade tip while sliding the
blade wrench onto or off of the blade.

4 Remove the blade and dispose of it in an appropriate container.
(Hlustration 7)

5 Remove the adaptor and save it for future use.

Warnings and Precautions

« ATTENTION! Product modifications are not allowed! (Applicable for all
versions of ultrasonic instruments for the electrosurgical ultrasound
generator GENI 1)

e 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 ofany 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 bum hazards to both patient and medical personnel and damage to the
device or other medical instruments. Ensure that electrical insulation or
grounding is not compromised. Do not immerse instruments in liquid unless
the instruments are designed and labeled to be immersed.

 Audible high-pitched tones, resonating from the blade or hand piece, 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 sheath temperatures and user or patient
injury.

« Do not use the HARMONIC blade without the proper adaptor. Failure to
use the proper adaptor as described in the device description may result in
user or patient bum injury.

e The blade has been designed to meet the international safety standard
EN60601-1 based on an intermittent operation of 15 second on/off
intervals. For activation time of longer duration and under certain fault
conditions, the blade sheath may become hot. To prevent bum injury, avoid
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MpumMeyaHue: bybTe OCTOPOXHbI, YTOObI N36eXaTb TPaBMbl KOHUMKOM ne3BUS
npy HaZeBaHUW K/koua AN1s Ne3BKA Ha IE3BME UAW CHATUMW C HErO.

4  CHuMMWTE Ne3BME W yAanuTe ero B COOTBETCTBYOLW U KOHTEHEP AN OTXOA0B.
(UnmocTtpaymsa 7)

5 CHvMUTe aanTep v COXpaHWUTE ero ANs NocneayroLero nprMeHeHus.

MpepocTepeXxeHna 1 Mmepbl MPeAOCTOPOXHOCTH

* BHUMAHWE! Mogndukaumna usgenns He ponyckaetca! (MpumeHMMo Ans Bcex
BapUaHTOB  WCMOJIHEHWA  WHCTPYMEHTOB  YyNbTPasBYKOBbIX A/  reHeparopa
3M1eKTPOXMPYPrMYEecKoro ynbTpa3BykoBoro GEN11)

¢ MVHMMaNbHO WHBA3WBHbIE MpoLUedypbl AO/KHbI BbIMOMHATECA WCKIHOUYUTENbHO
avuammn, cneumanbHo O0OYYEHHbIMU UM 3HAaKOMbIMW C  METOAaMW  MUHUManbHO
MHBA3WBHOrO BMelLaTenbcTBa. [lepes  BbINOMHEHWEM  NO60A  MUHMMAbHO
WNHBa3MBHOW MpoLeaypbl 03HAaKOMbTECh C MeAULMHCKOI NMTep>aTypoii OTHOCUTENbHO
MeTO/0B, OC/TIOXXHEHWIA U pUCKa TaKnX npoLeayp.

* VIHCTPYMEHTbI 419 MUHUMaNbHO MHBA3WBHOIO BMELLATEIbCTBA MOTYT pas3nnyarbca
B 3aBMCMMOCTW OT wu3rotoeutens. Korga B Xofe npoueaypbl NpUMeHAoTCA
MWUHUMASIbHO WHBa3UBHbIE UHCTPYMEHTbI M MPUHAANEXHOCTU pasHbIX U3rOTOBUTESEN,
ybeamTech B MX COBMECTUMOCTM 0 Hayana npouesypsi.

e ny6okoe NOHWMaHWe MPUHLWUMOB W METOAOB, UCMONb3yeMbIX MPU NasepHbIX,
3NIEKTPOXMPYPTUYECKUX W YyNbTPa3BYKOBbIX MNpoueaypax, Heob6XxoAWMo, YTOObI
n3bexarb pucKa 31eKTPOLIOKa WM OXOroB Kak MauueHTa, Tak U MeauUMHCKOro
nepcoHana, a TakXXe MNOBPEXAEHUA JAHHOr0 YCTPOWCTBA M APYTUX MeSULMHCKUX
WHCTPYMEHTOB. YO6efuTecb, 4YTO 3NeKTPUYeckas WU30NAUMA W 3a3eMNeHne He
HapylweHbl. He norpyxariTe WHCTPYMEHTbl B >XWUAKOCTb, 3a WCK/IKOYEHMEM Tex
WHCTPYMEHTOB, KOTOpble CneuunanbHo paspaboTaHbl ANA MNOTPYyXeHWs u UMeroT
COOTBETCTBYHOL e 0603HAUEHNUS.

e BbICOKMEe 3BYKW, UCXOAALLME OT NEe3BUA WM PYUYHOro MOAYNSA, YKa3blBalOT Ha
HelTaTHble yCnoBuUA paboTbl M HAa TO, 4YTO Ne3BUE WM PYYHON MOAYNb He
(hYHKLMOHUPYIOT HOPMAnbHO. Takune 3BYKU MOTYT OblTb MPU3HAKOM TOr0, YTO CPOK
aKcnayatauum pPyyHoOro MOLYNs Mpoweén wam nessue 6bl1I0  NPUCOEAUNHEHO
HenpaBu/bHO, B pe3y/ibTaTe Yero KOXYyX MOXeT HarpeTbCs A0 HEHOPManbHO BbICOKOM
TemnepaTypbl ¥ NPOM30ATK TpaBMa NObL30BATENS MW NaLMeHTa.

e He npumeHsinite nessne HARMONIC 6e3 coOTBeTCTBYHLWEro aganrtepa.
HecobntoeHne TpeboBaHMiA K UCMONb30BAHUIO HYXXHOTO0 afanTepa, CofepXaluxcs B
OMMCaHMM YCTPOIACTBA, MOXET MPUBECTU K 0XXOFOBOM
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direct tissue contact with the blade sheath or take preventative measures to
protect tissue that comes in contact with the sheath.

* Blood and tissue buildup between the blade and sheath may result in
abnormally high temperatures at the distal end of the sheath. To prevent
bum injury, remove any visible tissue buildup at the distal end ofthe sheath.
< 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.

« In case of system failure, ensure the availability ofthe appropriate backup
equipment relevant to the specific procedure.

« Do not attempt to bend, sharpen or otherwise alter the shape ofthe blade.
Doing so may cause blade failure and user or patient injury.

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

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

» To avoid user or patient injury, do not activate an electrosurgica! device in
close proximity to the HARMONIC instrument. The aerosols created by the
activation of the HARMONIC instrument in fatty tissue are potentially
flammable.

» The entire exposed blade tip and any exposed blade shaft is active and will
cut/coagulate tissue when the instrument blade is activated. Be careful to
avoid inadvertent contact between all exposed blade surfaces and
surrounding tissue when using the HARMONIC instruments.

* Use only the HARMONIC Foot Switch, Hand Piece, blade accessories,
and power cord to ensure that they are compatible with the Generator.

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

e After removing the instrument, examine the tissue for hemostasis. If
hemostasis is not present, appropriate techniques should be used to achieve
hemostasis.
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» KOHCTpYKUWSA Nne3Bus yA0BNeTBOpseT TpeboBaHWAM MeXAyHapoAHOro craHjapTa
6e3onacHocTn EN60601-1 B yc/lioBMAX MPeEPLIBUCTOr0 pexuma paboTtbl, rge 15
CeKyHA paboTbl nepemexatwTca 15 cekyHgamum nokosd. [lpu  6osbliei
NPOLOMKUTENbHOCTY aKTUBaLUKN 1 B ONPeeNiéHHbIX YCIOBUAX 0TKa3a KOXYX /1e3Bus
MOXET cTaTb ropsaymm. Ytob6bl n3bexaTb 0XXOroBoli TpaBMbl, M3beranTe NpsAMoro
KOHTaKTa TKaHW C KOXYXOM /e3BUA WM NpUMUTe NpouiakTUyeckme Mepbl Mo
3alMTe TKaHW, KOTOpas KOHTaKTUPYET C KOXYXOM.

e HakonneHne KpoBWM W TKaAHW MEXAY NIe3BUEM W KOXYXOM MOXET MNPUBECTU K
HeHOpMasibHO BbICOKOI TemMnepaType y ANCTanbHOro KOHLa KoXyxa. UTobbl n3bexarb
0XKOrOBOW TpaBMbl, yAanuTe BCIHO BUAWMYH HAKOMUBLUYKOCA TKaHb C AUCTaNbHOrO
KOHLA KOXYXa

* B cnyyae n06bIX UCTOYHWKOB 3HEPruun (3NEKTPOXMPYPrusa, nasep, ynbTpas’sByk)
CYLWeCcTBYeT 03a604EHHOCTb OTHOCWUTENbHO KaHLEPOreHHOro u WHMEKLNOHHOIO
noTeHuMana No60YHbLIX MPOAYKTOB, KakK TO fAbiMa OT rOpALEei TKaHU W aspo3onei.
COO0TBETCTBYIOLLME MEPbI, TAKME KaK 3alUTHbIE 04KMW, pecnupaTopbl U 3PpdeKTUBHOE
AbIMOY/I0BUTENIbHOE 060pYAOBaHWe, CnefyeT NPUMEHATb KaK NPy OTKPbITbIX, TakK U
npu N1anapockonmyecknx npouegypax.

* Ha cnyuyail oTkasa cMcTeMbl 06ecrneybTe Hannumne COOTBETCTBYHOLLEr0 MPOBOAUMONA
npouesype pe3epBHOro o60pyoBaHus.

* He nbiTaliTecb W30rHYTb, 3a0CTPUTb WAW KakK-NMBO W3MEHUTb (OpMy ne3Bus.
Mofo6HbIe AeCTBMS MOTyT NPMBECTW K OTKa3y N1e3BMSA 1 TpaBMe Nonb30BaTens wim
nawmeHTa.

* YTto6bl M36eXaTb TpaBMbl NOMb30BaTENs WAM MalMeHTa B Cayyae CnyyainHol
aKTMBaLumn, ne3sue MHCTPYMEHTA HE [O/DKHO HaxOAMUTbCA B KOHTAKTE C NaLUeHTOM,
NPOCTBIHAMW  WUAW  NIETKOBOCM/NAMEHALWUMIUCA  MaTepuanamm, Korga OHO He
ncnonb3yeTcs.

» Bo BpemMsa ¥ noc/ie akTMBaL MM B TKAHW fIe3BME NHCTPYMEHTa MOXET CTaTb ropsynMm.
Mocne akTuBauuu u3berainTe HenpefHamMepeHHOro KOHTAaKTa fe3BUS C TKaHAMMU,
NPOCTBIHAMMW, XMPYPruyecKMMmM xanatamy 1 Npo4MMM NOCTOPOHHUMU NpegmMeTamMu.
e UT06bl M36eXaTb TpaBMbl MOMb30BaTeNs WAM NauWeHTa, He akTUBUpYliTe
3M1EKTPOXMNPYPTrMYecKoe YCTPOCTBO B HEMOCPEACTBEHHOW 6/1M30CTU OT UHCTPYMEHTA
HARMONIC. A3aposonu, obpasytowuecs npu aktmeauum nHcTpymeHta HARMONIC
B XKMPOBbIX TKaHAX, ABAAKOTCS MNOTEHLUMANbHO NEFKOBOCM/IAMEHSAOLLMMUCS.

» Becb OTKPbITbIA KOHeL, nNe3BUA W Nobas 4yacTb OTKPLITOrO Basa N1e3BUA ABAAOTCSA
aKTUBHBIMW W 6YyAyT paccekaTb/KoarynuposaTb TKaHW Mpu akTUMBauuu Ne3Bus
MHCTPYMeHTa. ByabTe OCTOPOXHbI, YTOObI M36exaTb CNyYalHOro KOHTaKTa Mexay
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* Inst s or devices which come into contact with bodily fluids may
require special disposal handling to prevent biological contamination.

» Avoid contact with any and all metal or plastic instruments or objects when
the instrument is activated. Contact with staples, clips, or other instruments
while the instrument is activated may result in cracked or broken blades
which may be identified by generator solid tone or instrument error.

* Incidental and prolonged activation against solid surfaces, such as bone,
may result in blade heating and subsequent blade failure, and should be
avoided.

« Dispose ofall opened instruments whether used or unused.

 This device is packaged and sterilized for single use only. Do not reuse,
reprocess or resterilize. Reuse, reprocessing, or resterilization may
compromise the structural integrity of the device and/or lead to device
failure that in turn may result in patient injury, illness or death. Cleaning
and resterilization of single patient use HARMONIC 5 mm Instruments can
also result in abnormally high sheath temperatures and bum injury to user
or patient when the blade is activated. Also, reprocessing or resterilization
ofsingle use devices may create a risk of contamination and/or cause patient
infection or cross-infection, including, but not limited to, the transmission
of infectious disease(s) from one patient to another. Contamination of the
device may lead to injury, illness, or death of the patient.
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BCEMW OTKPbLITbIMM MOBEPXHOCTAMMU flIe3BUA N OKPYXAKLWMMW  TKaHAMU MpK
Ncnonb3oBaHUM NHCTpyMeHTOB cepun HARMONIC.

* YTo6bl 06€CNeYnTb COBMECTUMOCTL C FEHEPaToOpPOM, UCNONb3YHATE NCKNIOYNTENbHO
HOXHOW BbIK/lOYaTeNb, PYYHOW MOAYNb, NPUHALNEXHOCTY 1€3BUA U LUHYP NUTaHWA
HARMONIC.

e [lpoAyKTbl, W3rOTOB/IEHHbIE WM  PacnpoCTpaHsAemMble  KOMMaHUAMU,  He
nuueHsmpoBaHHbiMK Ethicon Endo-Surgery, MOryT oka3aTbCf HECOBMECTUMbIMWU C
cuctemoit HARMONIC. Wcnonb3oBaHWe NOLOGHBIX NPOLYKTOB MOXeT NPUBECTU K
HeOXNAaHHbIM pesy/ibTaTaM U BO3MOXHbIM TpaBMaM Monb30BaTeNs Uamn nauueHTa.

e lMocne ypaneHns WHCTPYMEHTa OCMOTPUTE TKaHb Ha npeameT remocrtasa. Ecnu
remocta3 He Habnogaetca, cnegyeT MNPUMEHWTb COOTBETCTBYHOLLIME METOAbI
[LOCTUXEHMA remocTasa.

* VIHCTPYMEHTblI MMM YCTPOICTBA, HaxXOAALMEecs B KOHTaKTe C 6MONOrMYeCcKUMM
XUAKOCTAMM, MOTYT NoTpe6oBaTh crneunanbHbIX METOLO0B YAaNeHUSA B OTXO4bl, YTOObI
n36exaTb 6MONOrMYECcKOro 3arpssHeHus.

e W3beraiiTe KOHTakTa C /NO6bIMM  MeTaNANYECKUMW U NNACTMAcCOBbIMM
WHCTPYMEHTaMN UM 00beKTaMu B Nepuoj akTUBaUuM WHCTPyMeHTa. KOHTakT co
ckobamu, 3aKUMamMu UM APYruMu  MHCTPYMEHTaMu Npu  akTuBauuMum [aHHOro
WHCTPYMEHTA MOXET MPUBECTW K PacTPeCKMBAHWIO WAW MEpPenoMy nesBuil, o 4ém
MOXET CUTHANN3NPOBaTb HEMPepbIBHbIA TOH reHepaTopa Uy coobLieHne 06 ownbke
MNHCTPYMeEHTA.

e CnyyailHas W NPOJOMKUTENbHAA aKTMBaUWA B KOHTaKTe C TBEPAbIMM
MOBEPXHOCTAMU, TakKMMW KaK KOCTb, MOXET MPWUBECTU K HarpeBy /e3BuA W ero
nocnesytoLemMy 0Tkasy, 1 N03ToMy eé cneayet usberatb.

e Ypanaiite B OTXOAbl Nt06ble W3BNEYEHHbIE W3 YMAaKOBKW WHCTPYMEHTbI, Kak
MCMONb30BaHHbIE, TAK U HENCMONb30BaHHbIE.

e HacToslee YCTPOWCTBO YyNakoBaHO W CTePUIN30BAHO WCKKUUTENbHO ANA
O[HOKPaTHOro NpMMeHeHUs. He nCNonb3yiiTe MOBTOPHO, HE NOABEpraliTe NOBTOPHOWA
o6bpaboTke wunu cTepunusauuun. TTOBTOPHOE WUCMONb30BaHWe, 06paboTka unan
cTepunmsauns MOryT HapylWTb CTPYKTYPHYHK LEeNOCTHOCTb YCTpOicTBa w/unu
NPUBECTW K OTKa3y YCTPOWCTBa, YTO B CBOK OYepefb MOXET MPUBECTU K TpaBMe,
3ab60neBaHMI0O 1 CMepTU nauveHTa. Moiika M NOBTOPHas cTepunusauns 5 MM
nHctpymeHtoB HARMONIC gng npumeHeHUs Ha OLHOM MauMeHTE MOXET Takxe
NPUBECTUN K YPe3MepHO BbICOKOI TeMMNepaType KOXyXa W 0XOry nonb3oBaTens uau
nauueHTa npu axktmsauuu nessmd. Kpome TOro, nosTopHas o6paboTka wam
cTepunm3aLms OfHOPA30BbIX YCTPOWCTB MOXET c03[aTb PUCK 3arpasHeHus u/unu
NPUBECTU K MH(MLMPOBAHUIO UNW NEePEKPECTHOMY UHMULMPOBAHUIO NaLUEHTA, B TOM
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Sterilization

The Ultrasonic instruments for generator G11, various modifications, are
supplied sterile and hermetically packaged. The instrument is sterilized by
25kGy y-irradiation.

The sterilization process is validated conforming the requirements of EN
ISO 11135-1 {for EO sterilization of Harmonic instruments) and the
requirements ofEN ISO 11137-1 (for y-irradiation sterilization of Harmonic
instruments), with SAL 10" confirmed.

How Supplied

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

Note; for an explanation of the symbols on the package see the end of this
IFU.

Additional symbols required:

Use Until Date
Lot

Stock number

Sterilized by Irradiation

Recycling mark

Open here
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ynucne, HO He UCKIIOUYUTENbHO, nMepejadye WHMeKLMOHHOro 3aboneBaHus
(3aboneBaHUin) OT O4HOrO nNauMeHTa K APYromy. 3arpssHeHue yCTpolCTBa MOXeT
NPUBECTU K TpaBMe, 3a601eBaHUIO U CMEPTU NaLMeHTa.

Crepunusaums

VIHCTPYMEHTbl  MOCTaBNseTCHd  CTEPWIbHbIM B FEPMETUYHOA  YNakoBKe U
npefHasHayeHbl 419 04HOPa30BOro NPUMeEHEHUs y OAHOro nauneHTa. CTepunmsams
NpPOBOAMTCA METOLOM PajuaLMOHHON cTepuansaLmm go3om - 25 kp:

Mpouecc cTepunusaunm BaMAMpoBaH B COOTBeTCTBMM C TpeboBaHuamu EN ISO
11137-1, c nofTBEPXKAEHNEM YPOBHSA cTepuibHoCcTN (SAL) 10

[na ogHopa3oBoro nucnonb3osaHus. MoBTopHaa cTepunmnsayua sanpeLleHa.
KomnnekTauus

MNHCTpYyMeHTbI MOCTaBNAETCA CTEPUNbHLIM W NMpefHa3HayeHbl 4158 UCNOMb30BaHNUsA y
0flHOro nauueHTa. lMocne Ucnonb3oBaHUA MHCTPYMEHT CeayeT yTUIN3NpoBaTh.
MpumMeyaHue: PacliMdpoBKY CUMBO/OB Ha YNAKOBKE CM. B KOHLE UHCTPYKLWN.

MHTepnpeTaumnsa cMMBOJIOB:

2 Mcnonb3osathb 40...
Kog naptun

Homep no katanory

PagualunoHHasa cTepunusayms (MeTog CTepuamsaLnmm
pagnaunoHHbIii)

3HaK BTOpUYHOIi nepepaboTKu

OTKpbIBaTb 3[€Ch
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Caution: Federal (USA) law restricts this device to sale by or
on the order ofa physician.

Manufacturer

Authorized Representative in the European Community

Single Patient Use

Authorized Representative inthe USA

Temperature

Relative Humidity

See Instructions for Use. (Refer to blue symbol on outer
packaging.)

Do not re-sterilize

Do not use if the package is damaged

Attention! For more information see IFU

Compliance with Directive
93/42/EES

Product passed procedure of declaration of conformity

requirements of European
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[N NPpUMEHEHMS TONbKO KBanUMULMPOBaHHBIM MeAULUHCKUM
nepcoHanom

MN3roToBuTenb

Y NOMHOMOYEHHbI T npeacTtaBuTeNlb B EBpOI‘IEVICKOM coobuiecTtBe

3anpeT Ha NOBTOPHOE MPUMEHeHMe

YNoNHOMOYEHHbI npeacTaBuTens B8 CLUA

TemnepaTypblii AnanasoH

[nanasoH BnaxHocTn

CM. MHCTPYKLMIO NO NPUMEHEHUIO (CM. rony60ii CMMBO Ha
BHELUHEN ynaKoBKe)

He cTepunnsosatb NOBTOPHO

He ncnonb3oBath NpU NOBPEXAEHUN YNAKOBKM

OcTopoXHo! O6paTuTech K UHCTPYKLMM MO NPUMEHEHWNIO

CootseTcTBUe TpeboBaHuAM EBponelickoit AupekTusbl 93/42/EEC

MpoAyKT npolien npoueaypy 0653aTeNbHOro NoATBEPXKAEHNS
COOTBETCTBUS
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*: Keep away from moisture, store in a dry place. ‘f. Bepets oT Biarn
* Keep out of sunlight. Keep away from heat. * He nomyckats Bo3icHiCTBUA CONHEYHOTO CBETA
The transport individual packaging includes symbols: TpascniopTHan HHAMBHAYANbHAA YTIAKOBKA AOMONHHTEILHO COACPXKUT CReAyIOl(HE
CHMBONABI

% Keep away from moisture, store in a dry place.
*" Bepeus oT B

Keep out of sunlight. Keep away from heat.

He aomyckats Bo31eHiCTBUA CONHEYHOTO CBET2

Relative Humidity
JinanasoH BI2OKHOCTH

® *
X Tempersture j, Temneparyphit THANA3OH
© &
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Ethicon

|
Endo-Siirg«ryl HAITTIONK:
Ultrasonic instrument for generator G il

HARMONIC Disposable Hand Switching Adaptor

Please read all information carefully.

Failure to properly follow the instructions may lead to serious surgical
consequences.

Important: This package insert is designed to provide instructions for use of
the Harmonic Disposable Hand Switching Adaptor. It is not a reference to
surgical techniques.
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9 ETHICON ENDO-SURGERY. i11c

WMHCTPYMEHT yNbTPa3BYKOBOW N5 reHepaTopa 3afNeKTPOXMPYPrHYecKoro
ynbTpa3sykosoro GENII

AfanTep 0AHOPA30BbI 415 PyYHOTO NepekItYeHns

MoxanyicTa, BHUMATENbHO NPOUTUTE BCHO MH(OPMALIUIO.

HenpaBunbHoe cnefgoBaHWe WHCTPYKUMAM  MOXET TNpPUBECTU K  CepbE3HbIM
XVUPYPrUYecKUM NOCNeaCTBUSM.

BHuMaHWe: HacToswWmii BKNafAblll COAEPXWUT WHCTPYKUMIO MO MPUMEHEHUIO
AfanTtep 04HOPa30BbIN 415 PYYHOro NepeKtoUeHns. ITOT JOKYMEHT He siBAsieTCs
PYKOBOACTBOM M0 METOfaM XUPYPruueckoro BMellaTebCTBa.
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Instructionsfor use

This IFU applies to ultrasonic
thefollowing modifications:

Instrumentsfor the generator GEN I, with

HARMONIC Disposable
Adaptor

Hand Switching HSAO08

Ultrasonic Instrumentsfor use with the Generator GI11, will hereinafter be
referred to as «Instrument/Instruments»

Indication

HARMONIC Disposable Hand Switching Adaptor is designed to expand
the functions of the HARMONIC Dissecting Hook, 5 mm diameter, 32cm
length.

Device Description

The Harmonic Disposable Hand Switching Adaptor is a sterile, single patient
use instrument designed to add hand switching capability to the Harmonic
System. The hand switch includes buttons that allow the surgeon to activate
maximum (MAX) or minimum (MIN) power levels. Availability of rotation
allows the surgeon to adjust the location of the switch to correspond with the
blade surface being used.

Illustration and Nomenclature (Illustration 1)

1. MIN/MAX Power Switch;

2. Hand Piece Connector.

Materials in contact with a human body:

Casing - polycarbonate Calibre 2061-15 FC850122 white colour
manufactured by Trinseo;

Button - polycarbonate Calibre 2061-15 Charcoal FC780546 manufactured
by Trinseo;

Label on the casing - Ethicon Ink PG PMS 307C PG/BNT/226/TP acrylic-
based thermal black manufactured by ITW Transtech America Inc.;

Label on the button - Transtech America PG/2NT acrylic-based thermal
black manufactured by ITW Transtech America Inc.

Primary packaging.
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NHCTPYKLMS NO NPUMEHEHUIO

HacToAawaa MHCTPYyKUMa pacnpocTpaHaeTca Ha MHCTPYMEHT bl yNbTpa3ByKOBbI e
ONA reHepaToOpa 37eKTpoOXupypruyeckoro ynbrpassykosoro GENII, B cnegytowunx
BapuMaHTax UCMNONHEHUA:

AjanTtep o4HOPa3oBblli ANA PYHHOTO NEpeKYeHuns HSAO08
Danee no TEeKCTYy MHCTpPYMEHTbl  yNbTpas3ByKOoBble ANd redHepaTtopa
3NeKT POXUPYPTNYECKOTO yneTpassykosoro GENII, B BapuaHTax WCNONHEHUSA
MOTYT 0603HaYaTbCA KAK KUHCTPYMEHT bI»/ KUHCT PYMEHT ».

Moka3aHuUs
AfanTtep 04HOPa3oBbI ANA PYYHOro MepPeKNtYeHNs npegHayveH Ans pacllinMpeHus
(hYHKUWIA ne3Bms Kprovka AMCcCeKLMoHHOro Harmonic, guameTtp 5 MM, gnnHa 32 cm.

OnucaHue ycTpoicTaa

AgjanTtep 0fHOPA30BbIA ANS PYYHOrO NEPEKNHOYUYEHUS - 3TO CTEPUNbHbBIA MHCTPYMEHT
4N UCMNONb30BaHWA Ha OLHOM MauMeHTe, MpefHasHauyeHHbI Ans obecneyveHus
cucTembl Harmonic (yHKLMeR pyyHOro nepeknoyeHns. Ha pyyHom nepekntoyatene
pacnonoXeHbl fABe KHOMKW, KOTOpPble MO3BONSKOT XWUPYPry akTUBMPOBaTb
MakcumanbHblit (MAX) nam MuHuManbHbli (MIN) ypoBeHb MOLHOCTW. DYHKUWSA
BpalleHWs MO3BONSET XMPYPry YCTaHaBNMBATb MepektoyaTe/lb TakK, 4TOObl OH
COOTBETCTBOBA/ MOBEPXHOCTU UCMOMb3YEMOTO Ne3BUS.

Mnnoctpaynm n HomeHknat}'pa (Mnnwoctpaynsa 1)

1. MIN / MAX BbIKAOYaTENb NMUTAHUS;

2. PyuHoii coefuHuTeNb.

MaTtepuanbl, KOHTAKTUPYHOLLME C HE/TOBEKOM:

Koxyx - nonmkap6oHat Calibre 2061-15 6enoro ugeta FC850122, npoussoactda
Trinseo;

KHonka - nonukap6oHat Calibre 2061-15 Charcoal FC780546, npou3BoacTBa
Trinseo;

Haanuch Ha KoXyxe - TepMOYepHUM/Ia Ha akpuaoBoil OCHOBE CUHEro LBeTa Ethicon
Ink PG PMS 307C PG/BNT/226/TP, npoussoactea ITW Transtech America Inc.;
Haanuch Ha KHOMKe - TepMOYepHUIa Ha akpuioBoil ocHoBe 6enoro LBeTa Transtech
America PG/2NT, npoussogctsa ITW Transtech America Inc.;

MepBMYHaa ynakoBka.
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Lid: Olefin polyethylene with foam coating Perfecseal CR27 Tyvek 1073B
Tyvek 1073B manufactured by Perfecseal.

Blister: C-Film 73X772 manufactured by Amcor Flexibles

Operation conditions for surgical field:
Temperature: from ~-10®C to +30®C
Relative Humidity: 10%- 85%
Atmospheric range: 700 hPato 1060 hPa

Storage Conditions

Temperature: from -20°C to +60®C
Relative Humidity: 10% —80%
Atmospheric range: 700 hPa to 1060 hPa

Transport Conditions

Temperature: from -20°C to +60*'C
Relative Humidity: 10% - 80%
Atmospheric range: 700 hPa to 1060 hPa

Kpblwka: MonuatuneH oneuHa ¢ nokpeltveM K3 neHonnacta Perfecseal CR27
Tyvek 1073B npoussogctea Amcor Flexibles.

Bnunctep: nonusuHunxnopug C-Film 73X772 npounssoactsa Amcor Flexibles
Ycnosua akcnayatauum 418 onepaLMoHHOro nons

Temnepatypa oT +10°C go +30@C

OTHOCUTeNbHas BRaXHoCTb: 10%-85%

ATmocthepHoe gasneHue: ot 700 rfMa go 1060 rMa

Ycnosusa xpaHeHus

Temnepatypa oT -20®C go +60®C

OTHOCUTeNbHaA BNaXHoCTb: 10%-80%
ATmocdepHoe gaBneHune: ot 700 rfMa go 1060 rlMa

YcnoBus TpaHCNOPTMPOBAHUSA

Temnepatypa oT -20°C fo +60®C

OTHocuTeNnbHaa BnaxHocTs: 10%-80%
ATmocdepHoe gaBneHune: ot 700 rfa go 1060 rMa

Basic specifications OCHOBHbIE TEXHUYECKNE XAPAKTEPUCTUNKM

Specifications Value XapakTepucTukn 3HaueHune
Length, mm 48 OnunHa, mm 48
Width, mm 18 LWwnpuHa, Mm 18
Height, mm 29 BbicoTa, MM 29
Mass, g 10,4 Macca, r 10,4

MHCTPYKLMSA no aKcnayaTayuu
Meped MCNOMb30BAHWEM MHCTPYMeHTa Yyb6eautecb B COBMECTMMOCTU  BCEX
WHCTPYMEHTOB 1 MpWHagfexHocTeld  (cM.  [MpegocTepeXxxeHus U Mepsbl

Instructions for Use
Verify compatibility ofall instruments and accessories prior to using the
instrument (refer to Warnings and Precautions).

NpesoCTOPOXKHOCTH).
Before using the Harmonic Disposable Hand Switching Adaptor, inspect Mepen wvcnonb3oBaHMEM ajanTepa OAHOPA30BOro A1 PYYHOro MepekyeHus,
the package for genera! packaging integrity. If the packaging appears to npoBepbTe, He NOBPEXeHa N1 ynakoBka. ECM BamM MoKaxeTcsa, 4TO ynakoBKa 6bi1a
have been opened or damaged, do not use or attempt to resterilize. BCKpbITa WAM MOBPEXAEHa, He WCMOob3yiTe W He Mb[TaliTeCcb CTepuan3oBaTb
NHCTPYMEHT.

The Disposable Hand Switching Adaptor is compatible with the following
Harmonic System components: Generator, Hand Piece and 5 mm instrument
blades. The Hand Switching Adaptor is not compatible with Harmonic
Shears, 10 mm instrument blades, and Blue Hand Piece.

AfanTtep OAHOPA30BbIV AN PYYHOrO MEPEKIOYEHMS COBMECTUM CO C/efo'toLMm
KOMMOHEHTaMM cucTemMbl Harmonic: reHepaTopoMm, PyYHbIM GIOKOM M 5 MM
Ne3BUAMM UHCTpPYMeHTa. AfanTep OA4HOPA30Bblii ANs PYYHOro MepeknoUYeHUs He

149

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



ETHICON ENDO-SURGERY, ac
a conpany

Attachment

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

Attach the Hand Switching Adaptor to the Hand Piece by pushing the
adaptor onto the Hand Piece until a click is heard and the adaptor is
fully seated on the hand piece. (lllustration 2)

Attach the 5 mm blade following instructions in the package insert for
that instrument.

Rotate the adaptor to align the MIN/MAX power switch to the desired
position relative to the 5 mm instrument blade.

To activate the blade, depress the desired power level (MIN or
MAX) switch. “MIN” and “MAX” positions are labeled on the
switch. Refer to a compatible Harmonic Generator User Manual for a
complete description of power levels.

NOTE: For hand control function, refer to a compatible Harmonic
Generator User Manual for further detail and setup and operation
instructions.

Disassembly

1 Remove the 5 mm blade following the instructions in the package
insert for that instrument.

2 To remove the Hand Switching Adaptor from the Hand Piece, pull the
adaptor firmly away from the Hand Piece.

3 Remove the adapter and dispose of it in an appropriate container.
Warning: Place the Generator in Standby mode or turn off before
removing or replacing an instrument, Hand Switching Adaptor or
Hand Piece.
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COBMECTUM C HOXHuuamu Harmonic, 10 MM Nne3BUAMU WHCTPYMEHTA W CUHUM
PY4YHbIM 6/10KOM.
Mopagok c6opku

1

Monb3ysAcb CTEPUIBHBIM METOAO0M, U3B/IEKMTE NHCTPYMEHT U3 YNAKOBKM.
UT06bI 136€XKaTb NOBPEXAEHWIA, He BOpACbIBaiiTe MHCTPYMEHT B CTepU/IbHOE
nosne.

MpucoefnHUTe afanTep ¢ PyUYHbIM Mepeknoyarenem K py4Homy 60Ky,
HaTankuBas afanTtep Ha py4HoOi 610K f0 Tex nop, Noka He 3pasgacTces
LeNyoK v afanTep He 3aKpPenuTCs MOMHOCTbIO HA PyYHOM 6/1OKe.
(UnnocTpauus 2)

MpucoeanHnTe 5 MM Ne3Bue B COOTBETCTBMM C MHCTPYKLMEA Ha BKNagbllle,
B/IO>)KEHHOM B YNAaKOBKY 3TOr0 MHCTPYMEHTA.

MoBepHWTe aganTep A0 Tex Mop, Noka nepekntoyarens nutaHna MIN/MAX
He YCTaHOBWTCS Ha OfHOMN IMHUN C HYXXHbN” MOMI0XEHNEM MO OTHOLLUEHUIO K
5 MM Ne3BUI0 MHCTPYMEHTA.

[na Toro 4To6bl aKTUBUPOBATL NE3BME, HOXKMUTE Ha NepekntoyaTenb
HY>XHOT0 Bam ypoBHA MowwHocTh (MIN nam MAX). Mosnunn MIN 1 MAX
0603HayYeHbl Ha nepekntoyvartesne. Y poBHU MOLLHOCTM COBMECTUMOTO
reHeparopa Harmonic nogpo6Ho onucaHbl B PYKOBOACTBE MO 3KCnayaralum
reHeparopa.

MPUMEYAHWE: CM. MHCTPYKLMIO NO 3KCMyaTauuy COBMeCTUMOro
reHeparopa Harmonic, rge cogepXxutcsa nogpobHas nHhopmaums un
MHCTPYKLUMM MO NOArOTOBKE K paboTe 1 aKcnyatalum CUCTEMbI B pEXUME
py4HOro ynpaBneHus.

JemoHTax

1

CHUMMUTE 5 MM f1e3BUE COFMACHO MHCTPYKLMU Ha BKNaAbIlWe, BNOXEHHOM B
YNaKoBKY 3TOF0 MHCTPYMEHTA.

LN TOro yTo6bl CHATL aganTep 415 PYYHOrO NePeKTHOYEHUS C PYUHOTO
6/710Ka, MPOYHO CTAHMTE afanTep ¢ Py4Horo 6okKa.

CHUMMUTe aflanTep v YAanuTe ero B COOTBETCTBYIOLW NI KOHTEHep AN
OTXOAO0B.

MpepocTepexeHune: Mpexae YeM CHATb UK 3aMeCTUTb MHCTPYMEHT, aganTep
[N PYYHOTO MEPEKOYEHNS UK PyYHOIt 610K, NepeBeinTe reHepaTop B
PEXWUM TOTOBHOCTM WM BLIK/HOUYUTE €ro.
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Warnings and Precautions

« ATTENTION! Product modifications are not allowed! (Applicable for all
versions ofultrasonic instruments for the electrosurgical ultrasound generator
GENII)

« 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 ofany minimally invasive procedure.

¢ 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 ofthe procedure.

« A thorough understanding ofthe 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 instruments. Ensure that electrical insulation or grounding is
not compromised. Do not immerse instruments in liquid unless the
instruments are designed and labeled to be immersed.

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

« To avoid user or patient injury in the event that accidental activation occurs,
the instrument blade and distal end ofthe sheath should not be in contact with
the patient, drapes, or flammable materials while not in use.

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

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

« Instruments or devices which come into contact with bodily fluids may
require special disposal handling to prevent biological contamination.

« Dispose of all opened instruments whether used or unused. This device is
packaged and sterilized for single use only.

« Reuse and improper reprocessing or resterilization may compromise the
structural integrity ofthe device and/or lead to device failure that in turn may
result in patient injury or illness.
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MpefocTepeXxxHUs 1 Mepbl NPesoCTOPOXHOCTH

* BHUMAHUWE! Moandukauna nsgenus He gonyckaetca! (MpumeHMMo gns Bcex
BApMAHTOB  WCMOJIHEHWA  WHCTPYMEHTOB YNbTPa3BYKOBbIX AN1IA  reHeparopa
3NeKTPOXUPYPrMYECKOro ynbTpasBykosoro GEN11)

*MWHNMaNbLHO WMHBa3WBHbIE MpoLeypbl LOMKHbI BbINOMHATLCA MCKIOYUTENBHO
avuamu, cneymanbHO 00YYEeHHbIMM UM 3HAaKOMbIMU € MEeTOAaMu  MWHWUMAabHO
WMHBA3MBHOr0 BMellaTenbcTBa. [leped  BbIMNOMHEHWEM  NOO0A  MWHUMAbLHO
MHBA3VWBHOW NpoLeypbl 03HAKOMbTECH C MEAULIMHCKOM NUTEPaTypoii OTHOCUTENbHO
MeTO/i0B, OCNOXHEHUA 1 pUCKa Taknmx npouesyp.

*/IHCTPYMEHTbI A1 MUHUMA/IbHO WHBA3WBHOMO BMeLLATeNbCTBA MOTYT pasnnyarbcs
B 3aBMcMMOCTM OT wu3srotoBuTend. Korga B xoge npoHeztypbi npumeHstoTca
MUHAMaNbHO  WHBAa3WMBHble  WHCTPYMEHTbl U TMPUHAANEXHOCTM  pasHbIX
M3roToBuTENEi, ybeanTech B X COBMECTUMOCTM A0 Havyana npouesypsbl.

*[[ny6boKoe MNOHWMaHWe MNPUHLMNOB W METOAOB, WCNOJMb3YEMbIX MPU Nas3epHbIX,
3NEKTPOXMPYPIrUYECKUX W YNbTPa3BYKOBbIX Mpoueaypax, Heo6X0AMMO, 4TOObI
n3bexarb pUCKa 3NEKTPOLLOKA M 0XOroB Kak MauueHTa, TakK W MeAWULMHCKOro
MepcoHana, a Takke MOBPEXAEHWS [AaHHOrO YCTPOWCTBA U APYTUX MeAULMHCKUX
MHCTPYMEHTOB. Y6eAuTecb, UTO 3NIEKTPUYECKas WU301AUMA U 3a3eMNIEHUE He
HapyleHbl. He norpyxaiTe WHCTPYMEHTbl B >XWAKOCTb, 32 WCK/IKOYEHUEM Tex
MHCTPYMEHTOB, KOTOpble CreuunanbHO paspaboTaHbl AN MOTPY>XEHUS W UMeT
COOTBETCTBYHOLWNE 0603HAUEHNS.

*Ha cnyuaii oTka3a cucTeMbl 06ecnedbTe HalnM4YmMe COOTBETCTBYIOLLEr0 NPOBOAMMONWA
npouesype pe3epBHOro o6opyaoBaHus”™  VIHCTPYMeHTbl  UAW  YCTPOMCTBA,
BCTyMalowmne B KOHTAKT C OMOMOrMYECKMMMU XKXULKOCTAMU, MOTYT MnoTpeboBatb
ocoboil 06paboTKM Ana  yTuauMzauum  Ana  npefoTBpalieHns  6UoNornyYeckmnx
3arpsAsHeHuii.

*UT06bl M36€XaTb TpaBMbl MNONb30BATENs MM NauueHTa B Cayyvae CayyainHom
aKTMBALMM, KOTAa MHCTPYMEHT He UCMOMb3yeTCs, Ne3Bue 1 ANCTanbHbIA KOHeL, Bana
WHCTPYMEHTa He JO/MKHbI HAXOAUTLCA B KOHTaKTe C MauueHTOM, NPOCTbIHAMUW UMK
NIerKoBOCMNAMEHAIOLWMMUCA MaTepuanamu.

*Bo Bpems akTmMBauMM B TKaHW W MOCMe akTuBauuum Temnepatypa /fe3Bus
MNHCTPYMeHTa MOXeT CUNbHO MOBBLICUTLCS. MocTosaHHO nsberaiTe
HenpeAHamMepeHHOro KOHTaKTa C TKaHAMMW, MPOCTbIHAMW, XUPYPrUYECKUMU
xanaramMmy 1 NPpoYMMM MOCTOPOHHUMMW NpeLMeTaMu.

*[1IpOAYKTbI,  W3rOTOB/IEHHbIE  WAM  PacnpocTpaHAemble  KOMMaHWAMMK,  He
nuueHsmpoBaHHbiMKM Ethicon Endo-Surgery, MoryT oka3aTbCi HECOBMECTUMbIMU C
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* Reuse and improper reprocessing or resterilization of single-use devices
may create a risk of contamination and/or cause infection or cross-infection,
including, but not limited to, the transmission of infectious diseases.
Contamination may lead to injury, illness, or death.

Sterilization

Harmonic instruments for use with Generator G11, are supplied sterile and
hermetically packaged. The instruments are sterilized by gas

The sterilization process is validated conforming the requirements ofEN ISO
11135-1 (for ETO sterilization of Harmonic instruments) with SAL 10"
confirmed.

Forsingle use only. Do not attempt to re-sterilize and re-use the instrument.

How Supplied

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

Note: for an explanation of the symbols on the package see the end of this
IFU.

Symbols description:
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cuctemoin Harmonic. Vicnonb3oBaHue MOAOOHLIX MPOAYKTOB MOXET MPUBECTU K
HeoXuaHHbIM pe3ynbTaTam Y BO3MOXHbIM TpaBMamM NoJ/ib30BaTeNa UK NauueHTa.
*/IHCTPYMEHTbI UNAKN YCTPOWCTBA, HAaxXOAALWMEcs B KOHTaKTe C OMONOrMYecKUMU
XUAKOCTAMU, MOryT noTpeboBaTb CheuuanbHbIX MeTOAO0B YAaNeHUus B OTXOAb,
4ToObI M36€XaTb BMOMIOTNYECKOTO 3arpA3HEHMS.

e YTuUAusmpyite BCe WCMOMb30BaHHblE W HEUCNO/b30BaHHbIE WHCTPYMEHTHI,
ynakoBKa KOTOPbIX Oblfa BCKPbITa. [JaHHOE YCTPONCTBO YNaKoBaHO 1 CTEPUAIN30BAHO
TO/IbKO A1 04HOPa30BOro NUCMO/b30BaHNUA.

* [1OBTOPHOE UCNONb30BaHWE U HEMpaBuibHas NOBTOPHas 06paboTKa UM NOBTOPHas
CTepunu3aumsa MOryT HapyLWWUTb CTPYKTYPHYH LENOCTHOCTb YCTPOACTBA W/Uu
MPVBECTU K BbIXOAY €ro U3 CTPof 1, KaK C/ie4CTBME, K TPDABMUPOBAHUWIO NauneHTa uim
BO3HWKHOBEHWIO 3a60/1€BaHUIA.

* [10BTOPHOE MCMOMb30BaHME U HerpaBuabHas NOBTOPHAaA 06paboTKa UM NOBTOPHaA
cTepunAunsaumns ycTponcTB 04HOPA30BOr0 MCMOMb30BaHNA MOFYT NPUBECTU K PUCKY
KOHTaMUHaLMM U/MAN MHPULMPOBAHUIO NGO NepeKPecTHOMY WHAULMPOBaHUIO, B
TOM yucne, CPesmu NPoYero, NepeHocy MHEKLMOHHbIX 3aboneBaHnii. KoHTaMuHawms
MOXeT MNpMBECTM K MNPUUYMHEHUIO Bpefa, BO3HWUKHOBEHWIO 3aboneBaHwuii uwau
netanbHOMY UCXOAY.

Crepunusaumns

WHCTpYMEHTbl  MOCTaBNATCA CTEPUIbHbIMA B FEPMETUYHOW YynakoBke MU
npefHasHayeHbl 419 04HOPa30BOro NPYMeHeHNs y ofHOro nayveHTa. Ctepuansaymns
NpPOBOAMTCA ra3oBbIM METOAOM (C MPUMEHEHMEM ITUNEHOKCUA).

Mpouecc cTepuamsauny BanuaMpoBaH B COOTBETCTBUM c TpeboBaHuamMu EN 1SO
11135-1 (aNa MHCTPYMEHTOB, CTEPUAN3YEMbIX 3TU/IEHOKCUAOM) C NOATBEPXKAEHNEM
YPOBHS cTepunbHocTh (SAL) IC*,

[nsa ogHOPa3oBoOro ncnosib3oBaHuA. NoBToOpHaA CTepunmn3aLmna sanpeLleHa.

KomnnekTaynsa

VIHCTPYMEHTbI NOCTaB/AeTCA CTEPU/IbHLIM M NpefHasHayeHbl A8 UCNONb30BaAHUA Y
OZHOro nauueHTa. locne NCNoib30BaHNA UHCTPYMEHT cnegyeT yTUan3nposarb.
MpumeyaHune: PacwinpoBKY CMBOMNOB Ha YNaKOBKe CM. B KOHLE UHCTPYKLUW.

NHTepnpeTaLus CUMBONOB:
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u Use-by date 2
mn Lot Number fnm
Stock number iRifl
jio|  Sterilized by ETO
€ ) Recycling mark

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

Manufacturer/Date of Manufacture

Authorized Representative in the European Community

onf
EC IREP
Single Patient Use
|u«|Rtp| Authorized Representative in the USA
u{sEp]
Temperature limit
Relative Humidity
O Refer to Instruction Manual/Booklet for Information Related
to Safety
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Mcnonb3oBath 40...

Kog naptum

Homep no katanory

CTepunusauus oKCUAOM aTuneHa (MeTog CTepuamn3ayumn —
rasoBblii, C MPUMEHEHNEM TUEHOKCWAR)

3HaK BTOPUYHOI NepepaboTKn

[nsi NpUMEHEHNS TONIbKO KBaM(ULMPOBAHHBIM MEAULMHCKAM
nepcoHanom

M3roToBuTens/[aTa npon3BoACTBa

Y NONHOMOUEHHBIV NpeAcTaBUTeNb B EBpoNeiickoM coo6LiecTBe

3anpeT Ha MOBTOPHOE NPUMEHEHNe

YnonHOMOYeHHbI npegctasnTens B CLUA

TemnepaTypblii fnanasoH

[nanasoH BNaXXHOCTH

CM. UHCTPYKLUMIO NO NPUMEHEHMUIO (CM. Tony6oii cMMBOA Ha
BHELUHEN YNaKOBKe)
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Do not re-sterilize

Do not use ifthe Product Sterile Barrier is Compromised

K Attention! For more information see IFU
CE Compliance with requirements of European Directive
93/42/EES

Product passed procedure of declaration of conformity
Keep away from moisture, store in a dry place.

K Keep out of sunlight. Keep away from heat.

[ - \ Do not use this instrument with UltraCision® Generator
(GENO01/GEN32).

The transport individual packaging includes symbols:

jiki Keep away from moisture, store in a dry place.

Keep out of sunlight. Keep away from heat.

Temperature

Relative Humidity
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CE

He cTepunn3oBatb NOBTOPHO

He ncnonb3oBatb npun noBpexxaeHnn ynakoBkKu

OcTOopOoXHO! O6paTUTECH K MHCTPYKLMU MO NPUMEHEHUIO

CooTBeTcTBUE TpeboBaHMsIM EBponeiickoi AupekTusbl 93/42/EEC

MpoAyKT NpoLien npoLeaypy 0643aTeNbHOr0 NoATBEPXKAEHMSA
COOTBETCTBUS

bepeub o1 Bnaru
He gonyckaTtb BO34eACTBUA CONHEYHOr0 CBETa

He NpuMeHsTb AaHHbIA MHCTPYMEHT ¢ reHepaTopom UltraCision®
(GENO1/GEN32).

TpaHCcnopTHas MHAMBMAYaSbHAS YNaKoBKa fOMOMHUTENILHO COAEPXKUT CeayroLine
CUMBO/bI;

Bepeub oT Bnaru

He ponyckatb BOS,CI,GVICTBVIFI CO/THEYHOTO CBeTa

TemnepaTypblil AnanasoH

[wvana3oH BnaxHocTu
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ITepesod c anzauiicko20 R301Ka HA pyceKuii AIIK

<Jlororu: «3THKOH SHAO-CEPIDKEPH, 2a-21-Cu»
PYNNA KOMITAHUHR «DKOHCOH & JDKOHCOH»>

<Kpyraas negars ¢ repbom mrrara Oratio:
MEYATb HOTAPUYCA; IIITAT OrAHO>
<NOANHCAHO>

<Haodnuce om pyxu: 26 nosbpa 2021 z0da>
<Ilivamn: BPAHAH N'O/IBUH;
Hotapuyc, mrrar Oraiio,
Cpok nelicTBHa Moeil NHIICHINA ACTEKAET
17 nexabpa 2023 ropna™>

«3THKOH 3HJO
3amecTurellb ZMPEKTOPa OTAENA HODMATHRHO
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HHCTPYKIUS 0O TPHAMEHEHHIO
ME/JALAHCKOrO H3AEIMS

HucTpyMenTnl yabLTpassyKoBhle I reseparopa
3INEKTPOXMpYPruveckoro ynstpassyxoporo GENI1,
B BAPHAHTAX UCIIOHEHAR

TIPOU3BOACTEA KOMITAHKH
«3Jukon 3uao-Cepmxeps, In-2n-Cu»
(ETHICON ENDO-SURGERY, LLC)
475 Kanne C, 00969 I'yaiina6o, [Tyspro-Puxo, CILIA
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MepeBof JaHHOTO TEKCTa BbINONHEH NepeBoaUYMKoM KpannmHbimM leHMcoM AneKcaHapoBnuyeM

[Mognunck

poccuiickan deaepauus

"opog Mocksa.
BToporo fexkabps ABe TbicAuM ABaALaThb NepBOro roga.
A, MpokoweHkoBa EneHa EBreHbeBHa, HoTapuyc ropofa MOCKBbI, CBUAETENLCTBY MOAMHHOCTb

nognucu nepesofuvka KpannvHa [ieHuca AnekcaHapoBuya.
Moanuck chenaHa B MOEM NPUCYTCTBUN.
JInyHoCTb NogNUCaBLLEro AOKYMEHT YCTaHOB/EHa.

3apeructpupoBaHo B peectpe: Ne 21/86-H/77-2021-

YnnayeHo 3a coBeplueH! e HnTapuansHore-geiicTeus: 400 py6. 00 kon

I_I OIEIII—I NCb LE. lNMpokoLlleHKoBa

I
I"EPBF%BI_AFI MEYATH! 0 Xb/» o

MPOLIHYPOBaHO, MPOHYMEPOBAHO W CKpen/eHo nedyatblo 155 nuct(-a,-¢).

I_IO,CI,I'I |/|C|:> E.E. NpokoleHkoBa

Bc

npoHymepa

"Ay »
<(omyc ropoga
on«un/N1p«i.:\neHHor

E.E. I'hokoLLeHkosa
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