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NHCTPYKUMS NO NPUMEHEHUIO
Ha meaunuymnHckoe nagenune: «Hacaaka ana AUCCEKLUNN N Koarynsauum ENSEAL® X1 K FeHepaTopy
3NEKTPOXNpPYPruveckomy, ynbTpassykosoMy G11, B BapuaHTax UCNONHEHUSA»

Instructions for Use
for medical device: “The Tissue Sealer ENSEAL® XI for open and laparoscopic surgery, in variants”

IMEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM HCTILITAHUI 1 PETUCTPALIMH MELMLIMHCKUX U3AEMM
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SURQICAL TCCHNOLOQIES

HanmeHoBaHWe MeaNLMHCKOIO N3fenuns
Hacagka pgna pguccekumm u  kKoarynsaumm ENSEAL® X1 K reHepatopy
3NeKTPOXMPYpPruyeckomy, ynbTpassykosomy G11, B BapMaHTax UCMOHEHUS:

1 Hacagka ana guccekumm n koarynsauum ENSEAL® XI ¢ npambiMu
BpaHLaMmn 418 OTKPbITbIX 1 1anapoCcKONMYecKnx onepauuii, AnvHa cTeona
25 CM, C UHCTPYKLMel No NpUMeHeHUIO (3 WT. B yNakoBKe);

2. Hacagka gna guccekumn n koarynaumm ENSEAL® X1 ¢ npaMbiMK

OpaHLWamu A1 OTKPbITLIX 1 N1anapoCKONMYECKMX OnepaLmii, AnvHa cTBoNa

37 CM, C UHCTPYKUMEN N0 NPUMEHEHMIO (3 LUT. B YMaKOBKe).

HasHayeHVe MegULIMHCKOTO N3genvs

W3genve npegHasHauyeHo 4i1s 6MnNonspHo Koarynaumm n MexaHu4ecKoro

pacceyeHmns TKaHel, BK/IOYas CoCybl AnaMeTpoM 4O 7 MM U COCYAUCTbIE NMYYKN,

BO BPEMS /1anapOoCKOMNMYECKMX U OTKPbITbIX MPoLEeAyp.

MNokasaHus
Hacagku pgna amccekumm m koarynsuum ENSEAL X1 — 3710 6unonspHble
3M1EKTPOXUPYPruyeckmne WNHCTPYMEHTHI, KOTOpble NCMoMb3yTCA c

3NEKTPOXUPYPruyecknmM reHepatopom. OHU nNpegHasHayeHbl 4ns UCMo/b30BaHKs
B X0Je OTKPbITbIX WX NanapoCcKONUYeCKUX XUpypruyeckux onepauunii ¢ Lenbko
paspesaHus W KoarynauumM COCY[OB, a TakXke [A1A paspesaHus, 3axsara U
pacceyeHmnst TKaHel BO BPEMS XMPYPrUYecKux onepawuii.

MoKa3aHWs K MPMMEHEHUIO BK/THOYAKOT OTKPbITbIE 1 NanapoCcKonuyeckune obLuue,
TMHEKO/OrMYecKne, Yponormyeckme 1 TopakasibHble BMELLATeNnbCcTBa, a TaKXke
JNTOP-onepauuy unu nobele Apyrve XMpyprmyeckrie onepauun, B Xofe KOTOpbIX
BbIMONIHAETCA /IUTMPOBaHNE COCYAOB (pacceyeHve W Koaryndaums), 3axsar W
pacceyeHne TKaHW, a TaKXe pasfefieHVe COCYAOB, IMM(aTUYECKUX Y3/10B U
MyYKOB TKaHel (Hanpumep, pe3eKums KWLLKW, TUCTEPIKTOMUSA, onepauum Ha
XXeNnyHoM nysbipe, yHAoNANKauma no Hucceny, aaresnonnsunc, 0BapuakToMus).
3TN ycTponcTBa MOTYT MNPUMEHATLCA [ANA COCYZAOB [MaMeTpoM A0 7 MM
(BKMOUMTENBHO) WM ANA  MNYYKOB COCYAOB, MNOMELLAOLMXCA B BpaHLm
WNHCTPYMEHTOB.
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Name of the medical device
The Tissue Sealer ENSEAL® Xl for electrosurgical, ultrasonic
generator G11, available in the following versions:

1 The Tissue Sealer ENSEAL® XI with straight jaws for open and
laparoscopic operations, shaft length 25 cm, with instructions for use (3
eaches in a case);

2. The Tissue Sealer ENSEAL® X1 with straightjaws for open and
laparoscopic procedures, shaft length 37 cm, with instructions for use
(3 eaches in a case).

Purpose of the medical device

The device designed for bipolar coagulation and mechanical dissection
of tissues, including vessels up to 7 mm in diameter and vascular
bundles, during laparoscopic and open procedures.

Indications

The ENSEAL X 1Tissue Sealers are bipolar electrosurgical instruments
for use with an electrosurgical generator. They are intended for use
during open or laparoscopic surgical procedures to cut and seal vessels,
and to cut, grasp and dissect tissue during surgery.

Indications for use include open and laparoscopic general,
gynecological, urologic, thoracic, and ENT surgical procedures or any
procedure where vessel ligation (cutting and sealing), tissue grasping,
dissection, and division of vessels, lymphatics, and tissue bundles is
performed (e.g. bowel resections, hysterectomies, gall bladder
procedures, Nissen Fundoplication, adhesiolysis, and oophorectomies).
The devices can be used on vessels up to and including 7 mm and
bundles as large as will fit in the jaws of the instruments.

The ENSEAL X1 Tissue Sealers have not been shown to be effective
for tubal sterilization or tubal coagulation for sterilization procedures.
Do not use this system for these procedures.
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He [okaszaHa 3(h(heKTMBHOCTb MPUMEHEHUs KOoarynsTopa-AuccekTopa TKaHein

ENSEAL XI ana Tpy6HOI cTepunusauum n TpyOGHON cTepunmnsaumm MeToaoMm

Koarynsaumn. He ucnonb3yiite cuctemy Ana NpoBefeHWs AaHHbIX OnepaLyii.

Knaccugpmkaumnsa mMegnunHCKOro nsnenms Classification of the medical device

B 3aBMCMMOCTM OT CTeMNeHW NOTEHUMANBHOIO pUcka npumeHeHns B MeguuuHekux  Depending on the potential risk level ofthe use inthe medical purposes,
Lenax, meaMUUHCKoe n3genve «Hacagka gnsa guccekumm n koarynsumm ENSEAL  the medical device " The ENSEAL X1 Tissue Sealers " is coded as a
XlI» oTHocutes K Knaccy [lb, B cooTBeTcTBMM C EBponeiickoi Oupektmsoii Class Ilb medical device according to the EC Medical Devices

93/42/EEC. Directive 93/42/EEC.

Knacc B 3aBUCMMOCTHU oT 26 Class depending on the potential lib

NOTEHLMANIbHOTO pUCKa MeAMLMUHCKOrO risk ofthe medical device

n3genusa Invasiveness Invasive

HBa3MBHOCTb NHBa3nBHoe Type of contact with the human Contact with the internal

Twun KOHTaKTa ¢ Te/loM KOHTaKT ¢ BHYTpPEeHHEi cpeaoli body environment and  body
TKaHAMKW opraHm3ma tissues

YacToTa npyMeHeHns OpnHopasoBoe Frequency of use Single use

MpofoMKMUTENBHOCTL KOHTaKTa KaTeropus A — MU Contact Duration A category -MD with
KpaTKOBPEMEHHOI0 KOHTaKTa limited exposure

CrepunbHOCTb CrepunbHO Sterility Sterile

Knacc  sawmTel 0T  nopaxeHua | Class of protection affection current |

3/IEKTPUYECKMM TOKOM
Pexxum paboTsl MpoA0MKNTENbHbIN
CreneHb 3alnTbl OT MNPOHUKHOBEHMA |PXX

BHELIHNUX  TBepAblX MpegMeToB U

NPOHVKHOBEHWS BOAbI

Operating mode Continuos

Degree of protection against IPXX

penetration of external solid objects

and penetration of water

Classification of the product wearable, portable and

Knaccugukauyms n3genms B 2 - HOCUMbIE, MEPeHOCHbIE U ) : | s

3aBMCUMOCTM  OT  BOCMPUHMMAEMbIX MepeABMKHbIE, HE dependl_ng _on the  perceived  mobile, not mtengled for

MeXaHUYeCKMX BO3AENCTBUIA npeAHasHauYeHHble Ans paboThbl mechanical influences work during carrying and
npu m0\_/ement Wlthln a
MepeHoCcKax v nepeasukeHnsX B . L . stationary premises
npenenax feyeBHOro The maximum permissible time to 25 seconds
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yupexkaeHus

MakcvMansHoe [onycTumMoe Bpems 25 CeKyH[,

yCTaHOB/eHMs paboyero pexvmMa

Paboyas yacTb
lMpoTrBONOKa3aHNA
Ah(heKTUBHOCTb Hacaflok Ana amccekumm u koarynauum ENSEAL X1 nipu
MPOTMBO3a4aTOUHOW  Koarynauum MaTtoyHblIX Tpyo (MOCTOSIHHAsA >KeHCKas
CTepunn3auns) He OUeHMBANACh M MO3TOMY Hem3BecTHa. KOHCTPYKUUA Hacagok
ons auccekuum un koarynaumm ENSEAL X1 3HauuTensHO OTAMYaeTcs OT
OGUNONAPHBIX KOHCTPYKLMIA, BbINYCKaeMbIX 415 NPOTMBO3a4aTOUHONM Koarynauum
MaTO4HbIX TPYo.
3TN KOHCTPYKTWMBHbIE  OTIMUMA  MOTYT MOB/UATL  HA  3PgeKTUBHOCTb
OrepaTMBHOIro BMELLATENLCTBA, M MPOLEHT HeYAauHbIX UCXOA0B MOXET 0Ka3aThbCA
HecornocTaBMMbIM.

CF

YCTPOCTBO He MOABEPrasiocb OLEHKe 3(EKTUBHOCTM B OCHOBHbIX COCY[ax
LEHTpanbHO/  CMCTEeMbl  KPOBOOGpAlLEeHUs W He  MNpefHasHauyeHo A
MCMONb30BaHMS B TaKWX COCYAax: NeroyHas apTepusi, BOCXOAsLas aopTa, Ayra
aopThbl, HUCXOASLLAs aopTa A0 BUtypKaLMK aopTbl, KOPOHapHas apTepus, 06LLas
COHHasi apTepusi, Hapy>Has COHHas apTepusi, BHYTPEHHSS COHHas apTepus,
MO3roBasi apTepwsi, M/1eYerosioBHON CTBOJ, BEHbl CEPALA, JIerOYHble BEHbI,
BEPXHSI MoNast BEHA U HUXKHASA Nonast BeHa.

B03MOXXHbIe OCNIOXHEHMST U NO6OYHbIE 3PGEKTDI

HexxenatenbHble M0604YHbIE 3((EKTbI U PUCKKM, CBSA3aHHbIE C Hacagkamu Ans
auccekuun un koarynauum ENSEAL X1, BKM4aloT B cebs BEPOATHOCTb
KPOBOTEYEHMS, TPaBMUPOBaHME TKaHW B pe3y/ibTaTe MeXaHW4eckoro wnm
TEPMUYECKOr0 MOBPEXAEHUS, BBEAEHME HECTEPUSIbHbIX MOBEPXHOCTEA WK
MepeHoC natoreHa, BOCMAJEHWE WM HeXenaTe/lbHyl peakuuio  TKaHu,
NOpaXXeHWe 3N1eKTPUYECKMM TOKOM, HECOBMECTUMOCTb C UHOPOAHBIM TEJIOM UK
MarHUTHbIM PE30HaHCOM, a TakXe MNOBPeX[AeHWe UMYLLecTBa WM HaHeceHue
Bpeda OKpyxatoulen cpege. Kpome TOoro, HenpegHamepeHHbI  Bpes,
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establish the operating mode

Applied part CF

Contraindications

The efficacy of the ENSEAL XI Tissue Sealers for the indication of
contraceptive tubal coagulation (permanent female sterilization) has not
been evaluated and is unknown. The design ofthe ENSEAL X1 Tissue
Sealers is significantly different from bipolar designs that are marketed
for the indication of contraceptive tubal coagulation. The design
differences may affect the efficacy of the procedure and failure rates
may not be comparable.

Device has not been evaluated in main vessels ofthe central
circulatory system and is not intended for use in the following named
vessels: arteriae pulmonales, aorta ascendens, arcus aortae, aorta
descendens to the bifurcatio aortae, arteriae coronariae, arteria carotis
communis, arteria carotis externa, arteria carotis interna, arteriae
cerebrales, truncus brachiocephalicus, venae cordis, venae
pulmonales, vena cava superior, and vena cava inferior.

Possible complications and side effects

Undesirable side effects and risks associated with ENSEAL® bipolar
electrosurgical 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, or electromagnetic
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paclMpeHHOe XMPYPruyecKoe BMeLLATeIbCTBO UM U3MEHEHUE XMPYPrUYECKOro
nogxofa MOryT CTaTb C/feAcTBMeM Mpob/iem, CBA3aHHbIX C  aKTuBaumein
YCTPOICTBA, NOBPEXAEHWEM YCTPOMCTB WU BO3AEACTBMEM 3/1EKTPOMArHUTHbIX
MOMeX.

CBefeHns 0 NpoM3BoAnTESe

MpousBoanTenb MefULUMHCKOro U3AeNuns:

«Ethicon Endo-Surgery, LLC»

(9TMKOH 3HZO-Cepmkepun, In-On-Cu),

475 Calle C, Guaynabo, Puerto Rico 00969, USA

YNONHOMOYEHHbIN NpeacTaBUTelb NPOU3BOAUTENS

000 «[1>XOHCOH & [I)KOHCOH»

121614, r. Mocksa, yn. Kpbinatckas, g. 17, kopn. 2, Ten. +7(495)580-77-77, thakc
+7(495)580-78-78.

RA-JNJRU-RZNOJTS.JNJ.com

MecTo Npon3BOACTBA:

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

Ycnosusa npuMeHeHNA

MprMeHseTCA TOMIbKO B YC/MIOBUAX fleYebHbIX N NevebHO-NPopuIakTUYECKNX
MEANLMHCKNX YUPEXEHWIA.

MoTeHUManbHbI NOTPeduTeSb

OCHOBHOI1 nonb3oBatenb: Xupypr

MWHMMa/bHO VMHBa3VBHbIE MPOLEAYPb! AO/MKHbI BbINOMHATLCS TOMBKO LAMM,
VMEILWVMN  COOTBETCTBYIOLLYHO MOATOTOBKY W 3HAKOMbIMWU C  MWHWMa/IbHO
WHBA3BHbIMIN MeTOAaMW. [POKOHCYNbTUPYWATECH C MEAULIMHCKOW NUTEPaTypoi
OTHOCUTE/IbHO METO/LOB, OCNOXHEHWI M ONACHOCTEN Nepes, BbINOHEHNEM 1060
MUHVMabHO MHBa3VMBHOW XMPYPruyecKoii NpoLeaypbl.

TpeboBaHNsA 6e30MacCHOCTM U Mepbl MPeA0CTOPOXHOCTU
» OCMOTpUTE TPAHCMOPTMPOBOYHYIO YNAKOBKY U MHCTPYMEHT Ha npeamMeT
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interference.

Information about manufacturer

The manufacturer of the medical device:
«ETHICON ENDO-SURGERY, LLC»
475 Calle C, Guaynabo, PR 00969, USA

Authorized manufacturer”™ representative

LLC Johnson & Johnson

Krylatskaya 17, Building 2, 121614 Moscow, Russia tel.
(495)5807777, fax (495)5807878.

RA-JNmU-RZN(2)JTS.JNJ.com

Manufacturing sites:

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

It is used only in medical and preventive health care institutions.

Potential consumer
Intended user: Surgeon

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.

Warnings and precautions
» Examine the shipping carton and instrument for signs of shipping
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MOBPEXAEHWIA B X04e TPaHCNOPTUPOBKM. OTMETbTe BCe HeLOCTauu, NOSOMKU damage. Note any shortages, breakage, or apparent damage, retain the
NN BUAMMbIE MOBPEXAEHUSA, COXPaHWTe A0Ka3aTebCTBa, HEMEA/IEHHO evidence, notify Ethicon Endo-Surgery Customer Service immediately
yBefOMUTEe OTAeN 06CNyXMBaHNUA KNeHTOB KoMnaHuy Ethicon Endo- Surgery n and replace with a new instrument. Do not use a damaged product.
3aMeHWTe MHCTPYMEHT Ha HOBbIN. He ncnonb3yiTe NOBPeXaeHHOe nsgenve. « Minimally invasive procedures should be performed only by persons
* Ma/iouHBa31BHbIe NPoLeaypb! AOKHBI BbIMOMHATLCA TONBKO TEMU NIULAMN, having adequate training and familiarity with minimally invasive
KOTOpble MMEKT COOTBETCTBYHOLLYHO NMOATOTOBKY U 3HAKOMbI C techniques. Consult medical literature relative to techniques,
Ma/lOMHBa3UBHbIMI METO4aMM OMepaTUBHbLIX BMeLLaTebCTB. Mepes complications, and hazards prior to performance of any minimally
BbIMO/IHEHNEM Ma/IOVHBAa3VIBHOIO ONepaTUBHOrO BMELLIATEIbCTBA 03HAKOMBTECH C  invasive procedure.

npeACcTaBNEHHON B MEANLMHCKON NuTepaType MH(opMaLmein 0 TEXHNKaX, e Minimally invasive instruments may vary in diameter from
TPYLHOCTAX U pUCKaX. manufacturer to manufacturer. When minimally invasive instruments
o lnameTpbl MasIOVHBA3VBHbLIX MHCTPYMEHTOB pa3HbIX NMPOU3BOAUTENEN MOTYT and accessories from different manufacturers are employed together in
pasnuyatbed. Ecnun B npouenype UCnonb3yrTcs Masio MHBa3WBHbIE a procedure, verify compatibility prior to initiation of the procedure.
WHCTPYMEHTLI 1 BCNOMOraTe/lbHoe 060pyA0BaHMe NPOU3BOACTBA PasHbIX A thorough understanding of the principles and techniques involved
KOMMNaHWUii, y6eamnTech B X COBMECTMMOCTM 10 Ha4ana npoueaypbl. in laser, electrosurgical, and ultrasonic procedures is essential to avoid
* 1na npefoTBpaLleHNs NopaxXeHNa 3NeKTPUYECKMM TOKOM W 0XKoros nauueHToB  shock and bum hazards to both patient and medical personnel and
1 MeAMLMHCKOro nepcoHata 1 Bo U3bexkaHne NoBpeXXaeHns yCTPOCTBa U damage to the device or other medical instruments. Ensure that
APYTUX MeANLMHCKUX MHCTPYMEHTOB Ype3BblvaliHO BaXKHO MOTHOCTLIO electrical insulation or grounding is not compromised.

MOHMMATb NPUHLMNbI N TEXHUKY NPOBEAEHUA Na3epHbIX, 3NEKTPOXMpypruvecknx <« Device has not been evaluated in main vessels of the central
N yNbTPa3BYyKOBbIX OMEPaTUBHbIX BMELLIATE/NLCTB. Y 6eanTech, uTo circulatory system and is not intended for use in the following named
3NEKTPOU30NALMS UK 3a3eM/IEHNE HE HapYLUEHbI. vessels: arteriae pulmonales, aorta ascendens, arcus aortae, aorta
* YCTPOWCTBO He MOABEPranoch OLeHKe 3(h(heKTBHOCTU B OCHOBHbIX COCYAax descendens to the bifurcatio aortae, arteriae coronariae, arteria carotis
LIeHTPa/IbHOW CUCTEMbI KPOBOOOPALLEHUA U He NpeAHa3HauYeHo A4 communis, arteria carotis externa, arteria carotis interna, arteriae

MCNONb30BaHUA B TaKMX COCYfax: NIeroyHas apTepus, BOCXoasLlas aopTa, gyra cerebrales, truncus brachiocephalicus, venae cordis, venae pulmonales,
aopThbl, HACXOAsLLLasA aopTa 4o 6udypKaumm aopTbl, KOPOHapHas apTepus, oblas  vena cava superior, and vena cava inferior.

COHHasa apTepus, Hapy>XHasi COHHasA apTepus, BHYTPEHHAS COHHas apTepus, « Ifthe instrument shaft is visibly bent, replace the instrument. A bent
MO3roBasi apTepusi, Ne4eron0BHON CTBO/, BEHbI CEPALLA, TErOYHbIE BEHbI, shaft may cause decreased device performance.

BEPXHSASA MoMas BeHa N HUXHASA Nonas BeHa. » Connect the instrument power cord to the generator when the energy
e ECM CTBON MHCTPYMEHTA 3aMETHO U30MHYT, MHCTPYMEHT HEO6X0AMMO is off. Failure to do so may result in an injury or electrical shock to the
3aMeHUTb. cnonib3oBaHNe MHCTPYMEHTA C U30rHYTbIM CTBOSIOM MOXET patient or operating room personnel.

MPUBECTM K HapYLUEHUIO (DYHKLUMOHA/IbHBIX XapaKTepUCTUK YCTPOCTBA. * Prior to squeezing the closing handle, check for objects such as
* [MoacoenHSANTe WHYP NUTaHWUS MHCTPYMEHTA K FeHepaTopy, Korja nojava surgical drapes, gowns, and/or patient tissue that could get caught
3HepPrny OTK/IYeHa. between the closing handle and the grip housing of the device.
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HeBbINonHeHWe JaHHOI0 YKa3aHWUsA MOXET NMPUBECTU K TPABMUPOBAHUIO UK Failure to do so may result in patient injury, loss of sterility, and/or
NOpPaXKeHUIO 3/1EKTPMYECKMM TOKOM MauuMeHTa Unn nepcoHana, Haxogsaweroca B impaired device functionality.

orepauyoHHOIA. « Do not grasp tissue beyond the electrode surface, in the hinge of the
* [Nepea cxaTVeM PYKOSTKM CMblKaHWs yoeanTech, UTO Mexay Heil n koprnycom  jaws. Do not overfill the jaws of the instrument with tissue. This could
PYKOSITKM YCTPOICTBA He Nonaiv NpeAMeThl, Takne Kak onepawyoHHoe 6enbe, result in difficulty opening the jaws, partially cutting tissue, and
MeULMHCKMe Xanatbl U (MNn) TKaHU nauueHTa. B npoTMBHOM cyyae 3To MOXeT  unintended injury.

NPUBECTW K TPAaBMUPOBAHMIO NaLMeHTa, yTparte CTeEPUIbHOCT U (MNK) « To reduce the possibility of an inadvertent activation of the sealing
YXY/LLIEHNIO paboTOCNOCOBHOCTM YCTPOMCTBA. mechanism, do not place your finger on the blue SEAL button until the

* He 3axBaTbIBaiiTe TKaHb HKe NOBEPXHOCTM 3/1eKTPOAA B LiapHuUp 6paHw. He  jaws are in the desired position and activation is intended.
3anonHsANTe Ype3MepPHO TKaHbI0 BPaHLLIM UHCTPYMEHTA. OTO MOXKET YCOXHUTb * If the closing handle is not fully latched, this may result in improper

OTKpPbITWE GpaHLL, MPUBECTU K YaCTUYHOMY pa3pesy TKaHu 1 sealing and thermal spread.

HenpeAHamMmepeHHOMY TPaBMUPOBaHWIO. * Do not turn the rotation knob when the closing handle is latched. This
* C LEeNbI CHUXEHUS pUCKa CyYaliHoM aKTUBaLMM MexaHu3mMa Koarynsuum He may damage the device.

cnefyeT noMewyatb nanew, Ha CUHIOK KHOMKY SEAL A0 Tex nop, noka 6paHLumn e This instrument contains a surgically sharp knife. THIS DEVICE
He OyfyT HaxoauTbCA B TPeOYEMOM MOMOXKEHUM U He NOTPebyeTCs aKTMBaLUS. CUTS!

* ECnn pyKOATKA CMbIKaHWA 3aDMKCMPYeTCS He MOSIHOCTbIO, 3TO MOXeT npueecTn « Do not press the CUT button unless transection is desired. There may
K HENpaBW/IbHOW Koarynsauum 1 pacnpocTpaHeHuio Tenna. be situations where cutting tissue prior to energy activation is desired
* He noBopaumBainTe pyKoSTKY BpaLLeHUs CTBOMA, KOrfa PyKOATKa CMbIKaHWS (i.e. avascular tissue).

3a(hMKcrpoBaHa. ITO MOXET MPUBECTU K MOBPEXAEHMIO YCTPOCTBA. * Avoid placing tension on the tissue when sealing or cutting to ensure
* [laHHbIA MHCTPYMEHT OCHalLLIEH OCTPbIM XUPYpPruyecknm Hoxom. JAHHOE adequate hemostasis.

YCTPOWNCTBO PEXET! * If transection of tissue is desired after sealing, wait for the end tone
* He HaxknmaliTe kHonky CUT, ecnv He nnaHupyeTca BbiNosiHeHWe pacceveHnsa.  before pressing the CUT button and transecting the tissue. If the knife
MOXeT BO3HUKHYTb CUTYaLus, KOrda XenatenbHO paspesatb TKaHb [0 is advanced prior to hearing the end tone, this may result in an
aKTMeaLmm aHeprum (T. e. 6eCCOCYANCTYHO TKaHb). incomplete sealing and lack of hemostasis.

* He fonyckaiiTe HaTsXKeHWUs TKaHW B npovecce ee Koarynaumm unm paccedednss  « The knife is sharp. Take care to avoid injury Irom the knife.

BO U36eXXaHve HapyLLeHns remMocTasa. * Prior to cutting, inspect the vessel or tissue to ensure proper sealing.
* EC/in Heo6Xx04MMO pacceyeHme TKaHW nocsie Koarynauum, nofoxaure If the instrument is removed from the tissue for inspection, create a

3BYKOBOI CMIHa/1 OKOHYaHWs, nocne KOoToporo Haxmute kHorky CUT n HauHnte  second seal adjacent and distal to the first seal, then cut tissue.
pacceyeHue TKaHn. Ecnv BbIABUHYTL HOX /10 3BYKOBOIO CMrHasia oKoHYaHusa, aTo  « |If the CUT button does not automatically return, open the closing
MOXET NPUBECTU K HEMOJIHOM Koarynaumm 1 HefoctaTo4HOMY reMocTasy. handle to manually return the CUT button, retract the knife, and open
* Hox ocTpbliii. Cneante 3a TeM, YTO6bI HE NOMYYUTL TPABMY OT HOXA. the jaws.

* [Mepep BbINOHEHMEM pa3pe3a OCMOTPUTE COCYA UM TKaHb, UT0BbI ybeanTbes B ¢ Do not immerse distal tip in liquid, including saline solution, to clean.
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YCMELIHOM Koarynauun. MNpu n3snevyeHnn MHCTPYMEHTa U3 TKaHW 418 NMPOBEPKU
KoarynvpywTe y4aCcTOK TKaHW, NpueratoLwnii K Mecty UCXOAHOM Koarynauum un
pacnonoXeHHbIN 4UCTaNbHO OTHOCUTENBHO HEro, MPeXae YeM NpUCTYnuTb K
pacceyeHuIo TKaHW. ¢ Ecnn kHonka CUT He BO3BpaLLlaeTcs B UCXOLHOE
NOJIOXKEHME aBTOMATUYECKMN, HEOOXOAUMO OTKPbITb PYKOATKY CMbIKaHWS, YTOObI
BPY4HYIO BepHYTb KHOMKY CUT B NCXOLHOE MOMOXEHWE, BTAHYTb HOX

1 PacKkpbITb GpaHLLn.

* He norpyxaiite gnctanbHblii KOHEL, B XMAKOCTK, BKNKOYas CONEBON pacTBop,
LNA OYMCTKN. DTO MOXKET MPUBECTU K NOBPEXKAEHNIO UHCTPYMEHTA.

* He ncnonb3yiite 411 NpoBefeHNS OYUCTKN MHCTPYMeHTa abpasuBHble
cpenctsa. [na yaaneHus TKaHeid MHCTPYMEHT Mpu HEOO6X0AUMOCTM MOXHO
NpoTMpPaTh CTEPUSIbHBIM BAXHbLIM Map/ieBbiM TaMNOHOM. Ec/in Ha 6paHLuax Bce
eLe BUAHbI OCTaTKN TKaHeM, yaanTe UX ¢ NOMOLLbH XUPYPIrUYECKUX LMMLLOB.
Cnepgwute 3a TeM, YTOObI He aKTUBMPOBAaTb MHCTPYMEHT.

* He aKTuBMpY#Te MHCTPYMEHT BO BPEMS OUYUCTKM BO U36eXaHWe Cy4ainiHoro
TPaBMWPOBaHUSA NOMNbL30BATENS.

* JT)XKNLbI 3NEKTPONPOBOAALLMX XMUAKOCTEW (Hanp., KPOBK, (PU3M0N0rMYecKoro
pacTBopa) B HEMOCPELCTBEHHOM KOHTaKTe ¢ BpaHLLamMy NHCTPYMeHTa MOryT
NoBAMATbL Ha 3(h(heKTMBHOCTL PaboThl YCTPONCTBa. [epe akTMBaLMeN
WHCTPYMEHTA Ya/nTe XNLKOCTb, CKONMBLUYHCA B6IM3N GpaHLL MHCTPYMEHTA.
* MpoBepbTE COBMECTUMOCTb C reHepaTopamu. [laHHOe YCTPOCTBO cregyet
1CNoMb30BaTb TONLKO C BEpCMei NporpaMMHoro obecneyeHns 2016-1 nnm 6onee
nosgHen ans reHeparopa Ethicon G11(GENID).

* Mpwv BK/IHOYEHHOM reHepaTope YCTPOMCTBO BCerfa HaxoAMTCS NOA BbICOKUM
HarnpskeHneM.

Bo nsbexxaHune cnyyaiHoOM Koarynsuum TKaHel Uam HeKpo3sa JaHHOe YCTPOCTBO
cnegyeT akTMBMPOBaTh, TO/IbKO KOrja 6paHLLN HAX04ATCS NOJ,
HernocpeACTBEHHbLIM BU3Ya/ibHbIM KOHTPOJIEM.

* Y3HaliTe, HET 1 Y NaumeHTa KapAauoCcTUMYNATOpa UM UMNIaHTUPOBAHHOIO
KapavoBepTepa/ getmbpunnstopa. ObpaTtutecs K NPpOU3BOANTENAM
KapAnMOoCTUMYNATOPOB, YTOObI Y3HaTb O BAUAHWUM PY-3Heprum Ha aTu
YCTPOWACTBA.
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This may result in damage to the instrument.

* Do not clean the instrument with abrasives. It can be wiped with a
sterile, moist gauze sponge to remove tissue, if necessary. If tissue is
still visible in the jaws, use forceps to remove residue, taking care not
to actuate the instrument.

« Do not activate the instrument while cleaning to avoid inadvertent user
injuiy.

* Pools of conductive fluids (e.g., blood, saline) in direct contact with
the instrument jaws may affect device performance. Remove pooled
fluid from around the instrumentjaws before activating the instrument.
» Verify compatibility with generators. Use device only with the
Ethicon Generator G il (GENI 1) software version 2016-1 or later.

» The device is at high voltage whenever the generator is active.
Activate this device only when the jaws are under direct visual
observation to avoid unintended tissue coagulation or necrosis.

» Check if patient has a pacemaker or implanted
cardioverter/defibrillator. Consult pacemaker manufacmrer for
information about the effects of RF energy on these devices.

 Use caution during surgical cases in which patients have connective
tissue disorder or exhibit certain types of pathology (e.g..
Atherosclerosis, Crohn’s, etc.). For best results, apply the seal to
unaffected vasculature.

* Avoid contact with metal and plastic when instrument is active. Avoid
cutting over metal or plastic as damage to the knife may occur.

 Use surgical gloves specifically designed by their manufacturer for
electrosurgical procedures. The use of other gloves can result in bums
or shocks.

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

* During and following activation in tissue, the jaws and shaft may be
hot. Avoid unintended contact with patient, tissue, drapes, surgical
gowns, or other unintended sites at all times. The surface of the active
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BynbTe 0c06eHHO BHUMATE/IbHbI BO BPEMS XUPYPrMYecKUX BMeLLATEeNIbCTB B
Tex Cyyasx, Korgay nauyueHToB MMETCS HapyLUeHNs COeLUHUTENbHbIX TKaHel
UM BbIpaXKeHbl ONpejeneHHble TUMbl NaToNoruiA (Hanp., aTepocknepos, 601e3Hb
KpoHa n T. 4.). NS JOCTVIKEHNS HanNyYLLnX pe3ybTaToB NPUMEHAITE
KOarynsiLmio Ha He NOpaXKeHHbIX COCyaax.

* He gonyckaiiTe KOHTaKTa akTMUBMPOBAHHOIO MHCTPYMEHTa C METa/IIMYeCKMU
WA NNACTUKOBLIMU MpeaMeTamm. He ncnonb3yite HOX AN pesku
MeTa/IMYECKNX UK NNACTUKOBbLIX MPeLMETOB, NOCKO/bKY 3TO MOXET NPUBECTU
K ero noBpexzeHuo.

* lcnonb3yiiTe XMpypruyeckre nepyaTku, crneumansHo paspadboTaHHbIe
NMPOu3BOAMTENEM A1 3NEKTPOXUPYPrUYECKUX OMNepaTUBHbIX BMELLIATE/bCTB.
Vcnonb3oBaHve apyrmx nepyaTok rpo3uT MoslyYeHeM OXOroB U 3/1EKTPOTPaBM.
* Ha cnyuyaii BbIxofa cMcTeMbl U3 CTPOS CnedyeT 06ecneuntb Hanmume
pe3epBHOro 060pyA0BaHNsA 41 MPOBELEHUS KOHKPETHOrO ONepaTUBHOIO
BMeLLIaTe/IbCTBaA.

* bpaHLU¥ 1 CTBO/T MHCTPYMEHTA MOTYT HarpeBaTbCs BO BPeMs U Moc/e
aKTvBauuu B TKaHW. Bcerpga nsberarite cy4yaiHOro KOHTaKTa MHCTPYMeHTa ¢
MaLMeHTOM, TKaHAMU, OMepaLyoHHbIM GeNbeM, XMPYPruyecKMi KOCTIOMaMu 1
Apyrummn npegmetamu. MNoBepxHOCTb aKTUBHOMO 3/1EKTPOAA MOXET OCTaBaThCS
[0CTaTOYHO ropsyeit, YToObl BbI3BaTb OXKOIW, iaXKe MOoc/e OTKNoYeHNs PY-Toka.
* Bo n3bexkaHve TpaBMUPOBaHNA M0/b30BATENS WY NaLMeHTa Npu Cny4vainHoi
aKTMBaLN HENCMNO/b3yeMOro YCTPOCTBa BpaHLLM 1 CTBOM He JOMKHbI KacaTbCs
naumeHTa, onepawMoHHOro 6e/bs 1N BOCNNAMEHSAIOLLNXCA MaTepuasios.

* B0 Bpems aKTVBaLn 3HEPTMN B TKaHSX BbIAENAeTCa Tenao, KOTopoe MOXeT
MPUBECTM K NPeo6pa3oBaHmnio BOAbI B Map. 3TO MOXET BbI3BaTb HEXe/aTeNbHble
M3MEHEHUS B TKaHAX, HAXOAALMXCS B HENOCPEACTBEHHON 61130CTM K GpaHLLam,
MO3TOMY PeKOMEHZYeTCs MPUHATL Mepbl MPeLOCTOPOXHOCTY [151 3alUThI
OKpY>KatoLLen TKaHW. Takoe siBfeHune, Mo BCeil BEPOSTHOCTU, 06YCNOBEHO
paboToii B OrpaHM4YeHHOM NPOCTPaHCTBE.

* [Mocne NpUMeHeHUs MHCTPYMEHTA B LeNSIX Koarynauum v paccevyeHns Beerga
ocmaTpyvBaiiTe TKaHW Ha nNpeAMeT remMoctasa. HesHauuTelbHOe KPOBOTEYEHNE
MOXHO KynupoBaTb JI06bIMU afieKBaTHbIMU METOAaMU.
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electrode may remain hot enough to cause bums after the RF current is
deactivated.

« To avoid user or patient injury in the event that inadvertent activation
occurs while not in use, the device jaws and shaft should not be in
contact with the patient, drapes, or flammable materials.

* During energy activation in tissue, heat will be produced which may
lead to the conversion of water into steam. This may lead to unintended
tissue effects in close proximity to the jaws, and it is recommended that
precautions be taken to protect surrounding tissue. This effect is more
likely to occur when operating in confined spaces.

* After utilizing the instrument to seal and transect, always examine the
tissue for hemostasis. If hemostasis is not present, appropriate
techniques should be used to achieve hemostasis.

« Due to the difficulty ofvisualizing internal stmctures, proceed slowly
and do not attempt to clamp/transect large masses of tissue in one
activation. Avoid the division of large tissue and/or vascular 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 ENSEAL
instrument. Use of such products may lead to unanticipated results and
possible injury to the user or patient.

» As with all energy sources (Electrosurgery, Laser, or Ultrasound),
there are concerns about the carcinogenic and infectious potential ofthe
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 open
procedures.

» Do not connect wet accessories to the generator due to the risk of
electric shock.

* Do not use in the presence of flammable anesthetics or oxidizing gases
(such as nitrous oxide (N20) and oxygen) or in close proximity to
volatile solvents (such as methanol or alcohol), as an explosion may



Ethicon Endo-Surgery, LLC
475 Calle C

Guaynabo, Puerto Rico 00969
USA

ETHICON

eUROICALTECHNOLOaIES

* BcnefcTeume 3aTpyAHEHHOV BU3yanusaL i BHYTPEHHWUX CTPYKTYP AeCTByiiTe
MeZJIEHHO 1 He MblTaliTech 3aXMMmaTb/paccekaTb 60/bLUNE MACChl TKAHW 3a OfHY
aKTMBaumto. Mpu NCcNoNb30BaHWM MHCTPYMEHTA B TaKMX YCOBUAX CTapainTech He
pa3fensaTb y4acTKN TKaHW U/UAKM NYYKN COCy0B 60/bLIErO pa3vepa.
* 3genns, n3roToB/IEHHbIE Y PaCNpPOCTPaHAEMble KOMMaHUAMU, He UMEOLLMMM
COOTBETCTBYHLLNX NOAHOMOUNI OT Ethicon Endo-Surgery, MoryT okasaTbcsl
HECOBMECTMMbIMMN C MHCTPYMeHTOM ENSEAL. Mcnonb3oBaHue Takoi
MPOAYKLMM MOXET NPUBECTU K HEMPeLBUAEHHbIM pe3yibTataM 1 CTaTb
MPVUYMHOI TpaBMbl MO/L30BATENS UMW MaLMeHTa.
« [Mpy UCNob30BaHNN NHOOLIX IHEProeMKUX NPUG0OPOB
(3NeKTPOXUPYPr1UYeCcKOro, NasepHoro Uam ynbTpasByKoBOro 060pyA0BaHUA)
CyLLeCTBYeT pucK 06pa3oBaHus NOGOYHbIX MPOLYKTOB, 06/1aar0LLMX
KaHL,epOreHHbIM UM MHPEKLMOHHLIM NOTEHLUMANIOM, Hanp., a3p030/1ei 1
Lwineida abiMa oT TKaHei. Mpy OTKPbITbIX BMELLATENbCTBAX HEO6X0AMMO
MPUHSATL COOTBETCTBYIOLLME MEPbI, HAaMp., UCMONb30BaThb 3aLUMTHbIE OUKN,
(hMIbTPaLMOHHbIE MacKK 1 aPpdeKTMBHOE 060pYyL0BaHNe NS 0TBOAA AbIMa.
* He nogkntoyaTb MOKpbIE NMPUHAANEXXHOCTU K FeHepaTopy, NOCKO/bKY
CYLLECTBYET PUCK NOPXKEHUS 3NEKTPUYECKUM TOKOM.
* He ncnonb3oBaTb HeNOCPeACTBEHHO BOM3M BOCMNAMEHAIOLLMXCA aHECTETUKOB
WM OKUCNAOLLMX ra3os (Hanp., 3akucm asota (N20) n kucnopoga) unm psgaom ¢
NeTYYUMU PacTBOPUTENAMI (Hamp., METAHOIOM WK CIUPTOM), NOCKOJIbKY 3TO
MOXET MPUBECTM KO B3pPbIBY.
* He ncnonb3yite gaHHOe YCTPOMCTBO Ha cocyax ¢ AMamMeTpom 6onee 7 MM.
3TO MOXET NMPUBECTMN K HEMPaBW/IbHOM Koarynaumm u reMocTasy.
* 3arnpeLaeTcsa UCMosb30BaTh 3N1EKTPOUHCTPYMEHTbI, TaKmne Kak
3NEKTPOXUPYPrUYECKME PYUKU- 3NEKTPOAb! NN YNbTPa3BYyKOBbIe CKasbMesnu,
ANS pacceyeHmns YNaoTHEHWIA 1 CNaek.
* Henb3s MCrnonb3oBaTh YCTPOMCTBO MOC/E UCTEYEHUS CPOKA MrO4HOCTH,
YKa3aHHOr0 Ha 3TUKETKE. ITO MOXET NPUBECTU K HENPaBWU/IbHON Koarynsaumm u
remocrasy.
* [Mpn nposegeHunn JIOP-onepauuii ¢ NPUMEHEHNEM AAaHHOIO YCTPOCTBA
cnepyeT cobnogarb 0Co6yH OCTOPOXXHOCTL BOMM3M TEMI04YBCTBUTESbHBIX.
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occur.
* Do not use this device on vessels in excess of 7 mm in diameter. This
may lead to improper sealing and hemostasis.

e« Do not use energy-based devices to transect seals, such as
electrosurgical pencils or ultrasonic scalpels.

* Do not use the device beyond the labeled shelf life. This may lead to
improper sealing and hemostasis.

* When using the device for ENT procedures, particular care should be
taken near thermally-sensitive, proximal tissues, such as nerves and
parathyroid glands, as the thermal safety margin for this device may
exceed 3 mm. Adjunctive use of a nerve-monitoring device is
recommended during nerve- sparing procedures.

* Instruments or devices that come into contact with bodily fluids may
require special disposal handling to prevent biological contamination.
e Dispose of the instrument and its integrated power cord in an
appropriate “Sharps” container.

» 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 turn 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.

» Non-flammable agents should be used for cleaning and disinfection
wherever possible. Flammable agents used for cleaning or

disinfecting, or as solvents ofadhesives, should be allowed to evaporate
before the application of electrosurgery. There is a risk of pooling of
flammable solutions under the patient or in body depressions such as
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MpOoKCUMabHbIX TKaHEe:, Hanpyumep HepPBOB 1 NapaLLMTOBUAHBIX XENes,
MOCKO/IbKY /IMHWS TeNIoBoi 6e30MacHOCTM YCTPOKCTBA MOXET MPEBbILIATL 3 MM.
Mpy NpoBeAeHUM HepBOCGEpEeratoLLyX onepauuili peKOMeHAYeTCS 1CMo/b30BaTh
BCMOMOraTe/lbHoe YCTPOCTBO MOHUTOPUHTA HEPBHBIX TKaHE.

e N yTUAM3aLMN UHCTPYMEHTOB WU YCTPOICTB, HAXOAMBLUMXCS B KOHTAKTE C
61OM0rNYECKMMM XMAKOCTAMYM, MOTYT NOTPe60BaTLCA CreLnaibHbIE MepbI,
npegynpexaatoLLyie 61oNormyeckyto KOHTaMMHaLWIO.

* BbI6GPOCUTE VHCTPYMEHT U MHTErPUPOBAHHbIN LLIHYP NUTaHUS B
COOTBETCTBYIOLLMIA KOHTEHEP A/11 OCTPbIX NPeAMETOB.

* YTUNN3NPYiiTe BCE NCMOMb30BaHHbIE 1 HENCNONb30BaHHbIE MHCTPYMEHTbI,
ynaKoBKa KOTOpbIX 6blna BCKPbITA. [JaHHOe YCTPOICTBO YNakoBaHO M
CTEpPWIN30BaHO TO/MBKO AN1S1 OAHOPA30BOr0 MCMO/b30BaHMS.

* [0OBTOPHOE MCMO/Mb30BaHME U HENPaBW/IbHAs MOBTOPHas 06paboTKa Mm
MOBTOPHas CTEPWIN3aLIMSA YCTPOICTB OAHOPA30BOr0 UCMO/b30BaHMS MOTYT
HapYLIWTb CTPYKTYPHYH LIeNIOCTHOCTb YCTPOICTBA M/MNK NMPUBECTY K ero
BbIXOAY W3 CTPOS U, KaK CNeACTBUE, K NMPUUMHEHUIO BPeAa NaLMEHTY,
BO3HVIKHOBEHWIO 3a60/1EBaHNIA UM NETAILHOMY UCXOAY.

* MoBTOPHOE MCMO/b30BaHME U HenpaBuIbHas MOBTOPHAs 06paboTkKa Unn
MOBTOPHAs CTEPUM3aLMS YCTPONCTB OHOPA30BOI0 NCMO/b30BaHMS MOTYT
MPUBECTU K PUCKY KOHTaMUHALMMN W/MNN MHULMPOBAHMIO TGO NepeKpPecTHOMY
VH(VLMPOBaHNIO, B TOM YMC/IE, CPEAM NPOYEro, NePeHoCy MHPEKLMOHHBIX
3a6oneBaHuii. KOHTaMMHaLs MOXET MPUBECTU K NPUUMHEHMIO Bpeaa,
BO3HMKHOBEHWIO 3a60/1EBaHNIA UM NETalbHOMY MCX0ay.

o N5t Ae3nHMEKLMMN 1 OUNCTKM CNefyeT UCTO0/b30BaTh HEBOCM/TAMEHSIHOLLMECS

BELLLECTBA, eC/IN 3TO BO3MOXKHO. JIerKOBOCMN/TaMEHSIOLLMECS BELLLECTBa,
MCMONb3YHOLLMECS AN OUUCTKN UMW Ae3NHEKL MM NN KaK pacTBOPUTENN ANS
CBA3YHOLLMX BELLECTB, JOMKHbI UCNapUTbCs Nepes NPpUMeHeHeM
ANEKTPOXMPYpPruun. CyLLecTBYeT PUCK CKOM/EHNS NErKOBOCM/IAMEHSIHOLLINXCA
pacTBOPOB M0J TeNIOM NaLyeHTa Unu B yray6ieHnsx Tena, Takmx Kak mymnok, uam
B MOJIOCTSIX TeNa, TaKUX KakK Bnaranuiie. JS1to6as XXnaKocTb, CKOMMBLUASICS B 3TUX
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the umbilicus, and in body cavities such as the vagina. Any fluid pooled
in these areas should be mopped up before the electrosurgery. Attention
should be called to the danger of ignition of endogenous or other
flammable gases. Some materials, for example cotton and gauze, when
saturated with oxygen may be ignited by sparks produced in normal use
during electrosurgery.

« Cables to the surgical electrodes should be positioned so that contact
with patient or other leads is avoided.

*Monitoring electrodes should be placed as far as possible from the
disposable device tips when high frequency surgical equipment and
physiological monitoring equipment are used simultaneously.
Monitoring systems incorporating high frequency current-limiting
devices are recommended for use.

» Needle monitoring electrodes are not recommended.

« Skin-to-skin contact (for example between the arms and body of the

patient) should be avoided, for example by insertion of dry gauze.
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06M1acTsX, AO/MKHA ObiTh OCYLLIEHA NEpes HauanoMm anekTpoxupyprum. Cnegyet

06paTI/ITb BH/MaHMe Ha ONaCHOCTb BO3ropaHnAa aHAOTrEHHbIX UK APYTnX

JIerKOBOCN/TAMEHAILLUXCA ra30B. HeKOTopble MaTepuasibl, HaNnpuMep, X10onokK

UMW Mapns, NP NPONUTbIBAHM KUCMIOPOAOM MOTYT BO3ropaThCsl OT UCKD,
KOTOpbI€ BO3HMKAIOT NP 06bIYHOM MCMO/b30BaHUM B NPOLIECCe
3NEKTPOXUPYPIUAN.

* He cneflyeT flonyckaTb KOHTaKTa KaGenei, BeAyLLMX K XUpYprityecknm
3MeKTPo/aMm, C NauyeHToM WK APYrMMU NPOBOAAMU.

* [pn of4HOBPEMEHHOM WCMNO/Ib30BaHWNM BLICOKOYACTOTHOIO XMPYPruyeckoro

060pyi0BaHNA 1 YCTPOWCTB KOHTPONSA (DM3MON0rMYeCKNX nokasartesei Bee

KOHTPO/IbHbIE 3M1IEKTPOALI CNneayeT pacnosiaratb Ha MakKCMMaslbHOM yaa/lEHUN OT
0/1HOPa30BbIX HAKOHEYHMKOB annapara. PeKomMeHAYeTCA UCNO/b30BaTb CUCTEMbI

KOHTPO/IS C BbICOKOYACTOTHbIMM TOKOOTPaH1YMBatOLLVMMU YCTPOCTBAMU.
* He peKoMeHZyeTCs UCMOMb30BaTh Uro/byaTblie KOHTPOMbHbIE 3N1IEKTPOBI.
« CnefyeT U36eratb KOHTaKTa KOXW C KOXei (Hanpumep, Mexay pyKamu

Tenom MALUMEHTA), Hanpumep, NyTeM pa3MeLLeHns MeXay HUMMW CyXol Map/n

MpeaynpexaeHns

eHepaTop G11 noagep>XmBaeT crefytoLye TUMbl NPesynpeXxXaeHunin ans

obneryeHms I/I,quTI/ICpI/IKaLI,VIVI N AMarHoOCTUKM HenonaaoK KOMMOHEHTOB Npun

ncnosb3oBaHMM MHCTpymeHTa ENSEAL. MpurBefeHHbIe HMXKe nepeyHu

npegHasHavyeHbl A4 NCMo1b30BaHNA B Ka4ECTBE A0MO/IHEHNA, HO HE 3aMEHbI

K/IMHNYECKON OLEHKN N Ha6J'I}O,£I,6HVIFI.

OcTopoxHo! Korga 3ByunT npegynpexaeHune, paboTa reHeparopa

npekpaLyaetcs. Ecm 6paHLLIM COMKHYTbI Ha TKaHW 1 3BYUYUT NPeAYyNPexXaeHue,
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Alarms

The Generator G11 supports the following alarms to help in the
identification and troubleshooting of component problems when using
an ENSEAL tissue sealing instrument. The following list is meant as
an adjunct to, but not a substitute for clinical judgment and
observation.

Other than fuses the Generator G11 contains no operator-serviceable
parts. For replacement or service contact the Ethicon Customer
Service Department or your local representative.

Caution! When an alarm sounds, the generator output stops. Ifthe
jaws are closed on tissue and an alarm sounds, do not advance the
knife.

Ifthe knife is advanced, do not release the instrument. Add additional
clamping as necessary to prevent blood loss before releasing the
instrument.

Visual Alarms Description Troubleshooting
Steps

Instrument is Reposition the
being activated  instrument jaws

RGpofMon Jawt end R«Ktlve(» on low and reactivate.
impedance
(thin) tissue or
metal (such as
staples, clips,
retractors, or
clamps).
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He NPo/BUraiiTe HOX. EC/IM HOX Haxoawu/cs B paboTe, He BbICBOGOXAalTe
MHCTPYMeHT. [lo6aBbTe A0NONHNTENbHbIE 3aKUMbI, NPY HE0GXOAUMOCTM, BO
136eXKaHne KPOBONOTEPH, MPEXAE YeM OTKIOUUTb MHCTPYMEHT.

BusyanbHble OnucaHwne [OelictBua gna
npesynpexaeHns yCTpaHeHus
HeuncnpasHOCTH
VIHCTpYMEHT 6bln MepemecTnTe GpaHLLIn
aKTMBMPOBaH Ha (TOHKOIA) WHCTPYMEHTa 1
PenoguunoM1Ayii 6panwy u TKaHN C HU3KVM BK/OUMTE MOBTOPHO.
PeaKTNBUPYN MHCTPYMEHT CO”pOTMBﬂeHMeM N

meTa/In1e (Hanpumep, Ha

CKOGax, KmMncax,

peTpaxTopax uim

3KUMAX).

OpHanTae 3ameHuTe
oLmbkacpaboTaia Tpy pasa  UHCTPYMEHT.

nogpsa.
3ameHuTe MHapyMeHT
Bo3MoXkHa OLLMGKa B

paboTe MHCTPYMeHTa

YKa3bIBaeT Ha BHYTPEHHIOD  3aMeHuTe
npo6nemy I/IAGHTI/I(DI/IK&LI,VII/I WHCTPYMEHT.
WHCTpyMeHTa. Ha

HEKOTOpbIX

YCOBEPLLIEHCTBOBAHHbIX

WHCTPYMEeHTaX yCTaHOB/EHa

crieLmnasibHas cxema s

NAEHTUUKALIN

WHCTPYMeHTa reHepaTopoM

W PErynMpoBKU BbIXOLHOM

3amMeHuUTe HCTP)NeHT

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

The same alarm
has triggered
three times ina
row.There may
be an issue in
the instrument.
Indicates an
internal issue
with the
identification
circuitry inthe
instrument.Sj>ec
ial circuitry is
installed on
certain
advanced
instruments to
identify the
instrument to
the generator
and tailor the
generator’s
output to the
instrument.
Thisisa

Replace the
instrument.

Replace the
instrument.

Ifthe instrument

medium priority jaws are open,

alarm.

The generator
cannot deliver
energy.(The

close jaws on
tissue and
reactivate.
Ifthe jaws are
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MOULHCIV reHeparopa
COr/1IacHO TPeboBaHVIAM
VHCTPYMEHTA.

3aMeHuTe UHCTPYMEHT.

370 OLLMbKa cpeaHeit
MPVOPUTETHOCTU.
eHepaTop He MOXET

aKTBMPOBATb IHEPIUIO.

(IHCTpYMEHT MOXeT
paccekarb TKaHu 6e3

Koarynauun, ecnn Xxmpypr

aKTVIBMPYET HOX.)

Ecnv 6paHLLm
VHCTPYMeHTa
OTKPbITbl, 3aKPOWATE 1X
Ha TKaHu 1
aKTUBUPYIATE
VHCTPYMEHT
NOBTOPHO.

Ecnm 6paHLm
COMKHYTbI Ha TKaH! U
3BYYUT AaHHas
CUrHasm3auys, He
MPOJBUrainTe HOX.
Ecnmn HoXx Haxogwmncs
B paboTe, He
BbICBOOOXaiTE
VHCTPYMEHT.
[Jo6aBbTe
[ONONHNTENbHbIE
3K1MbI, MK
HeobXoayMOoCTH, BO
n3bexaHve
KpOBOMOTEPK, NPEX.e
4em OTK/IOUNTb
VIHCTPYMEHT.

14

instrument may
cut tissue
without a seal if
the surgeon
advances the
knife.)

closed on tissue
and this alarm
sounds, do not
advance the
knife.lfthe knife
is advanced, do
not release the
instrument.Add
additional
clamping as
necessary to
prevent blood loss
before releasing
the instrument.
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Hzobpaxenne R ONHCABENE HAZEAHSA | Picture and description of device
1. Bpanwm, wTudgTH 1. Jaws pin
2. OnextpogsHox 2. Electrode/Knife
3. Ilirudr sakpbiTHa* 3. Closure pin*
4. Hsomauua 4. Shaft insulator
5. Kopnyc 5. Device's housing/casing
6. Yepuuna Ha Kopnyce 6. Ink on housing

15
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7. Kuonka Seal/ Knonka Seal - uepuuna

8. Cut Button — yepauna / Knonka Cut

9. PyxosTxa cMblKanns GpaHiu

10. Ctson

11. KabGens muTaHug U NOKpHTHE KaGens nHTanus
12. IliTekep xabeng nuTaHKA

13. Ultexep xabens NHTAHKK — YiepHHIA

14. Cmazounbie MaTepHans*

15. Onokcuanas cona®

*BayTpeHHAs 9acTh/Hen300paxaeMan 4acTsb

7. Seal Button with pad print
8. Cut Button with pad print
9. Closing handle

10. Outer tube

11. Power cable with coating
12. Cable plug

13. Cable plug pad print

14. Lubrication*

15. Epoxy*
*Internal part/not pictured part

IoaroToRrKa K HCHOJLIOBAHAIO

Preparation for use
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[epen HCNONB30BAHHEM HHCTPYMEHTa YOCAHTECH B COBMECTHMOCTH BCEX
HHCTPYMEHTOB B npuHamnexsocrel (cM. « TpeGopanua 6e30NacHOCTH H MepH

NPEROCTOPOKHOCTI ).

Ho3uyuonuposanue uncmpymenma
1. M3BnekuTe MECTPYMEHT H3 YNaKoBKH, cOOmo/ias nparuia obecnedeHua
cTepunbHOCTH. Bo HabexaHue MOBPEXKACHHA aKKYPATHO NOMECTHTE HHCTPYMEHT

B CTEPHIBLHYIO 30RY. He Henonb3yiime NOBpeXAeBHOES U3AEIHE.
OCTOPOXHO?! Ecau cTBON HHCTPYMEHTA 38METHO H30THYT, WHCTPYMEHT

ReoOXOAHMO 3aMEHHTD. HCTIONB30BAHHE HHCTPYMEHTA C H3OTHYTHIM CTBOMIOM
MOXET MPHBECTH K HapyuieHuio GyHKUHOHANBHEIX XapaKTEPHCTHK YCTPOHCTRa.

2. [ToacoeAHHKTE WIHYP NHTAHMA MHCTPYMEHTA K FreHEPATOPY H BKIIOUMTE
NUTaHHKE TeHEPaTopa.
OCTOPOXKHO! INoacoeanusifte IIHYp NHTAHKA WHCTPYMEHTA K T€HEPATOPY,

KOrAa NoAa%a SHEPrHH OTKHo4YeHa. HeBhinonHenue AaHHOTO YKA3aHA MOXET
NPHBECTH K TPABMAPOBAHHIO WM NOPKEHHIO NEKTPHHECKIM TOKOM NAUEHTA
WIH NEPCOHANA, HAXOAAUIErocA B OMePallHOHHOM.

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

Positioning the Instrament

1. Using sterile technique, remove the instrument from the package.
To avoid damage, do not flip the instrument into the sterile field. Do
not use a damaged product.

WARNING: If the instrument shaft is visibly bent, replace the
instrument. A bent shaft may cause decreased device performance.

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

WARNING: Connect the instrument power cord to the generator
when the energy is off. Failure to do so may result in an injury or
electrical shock to the patient or operating room personnel.

If the plug looks like the image below, connect the instrument directly
to the Generator GI1 receptacle.

20
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« Ecnu wiTencenbHas BUKA BbIFMAAUT KaK Ha PUCYHKe HWXKe, MOAKIouaiiTe
VHCTPYMEHT HEMOCPeACTBEHHO K pa3beMy Ha reHepaTtope G11

Caution! Verify that the generator is secured to the cart or any other
suitable fixture before powering up.

OcTopoXXHO! Y6eamTech, YTO reHepaTop 3akpersieH Ha Tenexke wian 6ok  The green standby indicator illuminates and the system will run its

APYroi NoAXOAALLE onope nepes NOAKIOYEHNEM K 3/IEKTPONUTAHMIO. initiation sequence. A tone is heard during the initiation
sequence. When the initiation sequence is complete, the ENSEAL
BkntoyaeTcs 3eNeHbI MHAMKATOP PeXXMma OXXMAaHUsa 1 cUcTeMa HavyHeT ready screen appears and the generator is ready for use.

nocneaoBaTeNlbHOCTL NHULMaNM3aL M. Bo BpemMa nocnegoBaTebHOCTH
nHnumnannsaynn CribllleH 3ByKOBOVI curHan. Korga nocnefosaTe/lbHOCTb

VHULMANM3aLMy 3aBepLUeHa, NnosiBAsSeTcs 3KpaH rotoBHoCcTM ENSEAL u 3. Close the jaws by squeezing the closing handle, and insert the shaft
reHepaTop roToB K MCMO/b30BaHNIO. through a trocar or incision (Illustration 2).

WARNING: Prior to squeezing the closing handle, check for objects
3. COMKHUTE GpaHLLIM C MOMOLLI0 CKATUS PYKOSTKI CMbIKAHUS U BCTaBbTe such as surgical drapes, gowns, and/or patient tissue that could get

caught between the closing handle and the grip housing ofthe device.
Failure to do so may result in patient injury, loss of sterility, and/or
impaired device functionality.

CTBOJ Yepes Tpoakap unu paspes (PUCYHOK 2).

OCTOPOXXHO! lMepep cxxaTneM pyKOATKM CMbIKaHWSA yYOeaUTeCh, UTO MeXay
HEen 1 KOpMyCcOM PYKOSTKM YCTPOMCTBA He Monan NpeameThl, Takmne Kak
onepaLoHHoe 6e/be, MeAULIMHCKWE XanaTbl W (M1) TKaHu nauueHTa. B 4. Once the instrument is inside the patient, squeeze the closing handle
MPOTUBHOM C/ly4ae 370 MOXET MPUBECTM K TPAaBMUPOBaHUIO NaLWeHTa, yTparte until it unlocks to open the jaws (lllustration 3).

CTEPUNBHOCTY U (MNK) YXYALLEHNIO paBOTOCNOCOBHOCTH YCTPOMCTBA.
5. Turn the rotation knob to move the shaft around to the desired

position. Position the vessel or tissue in the center of the jaws

4. Kak TOMbKO MHCTPYMEHT OKXXETCSA BHYTPY NaLUMEHTa, COXMUTE PYKOSTKY (Illustration 4)

CMbIKaHNs, MOKa OHa He pa3bioKMPYeTCsl, UTOObI OTKPbITh GpaHLLKN (PUCYHOK 3).
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5. MNoBepHUTE PYKOATKY BpaLLEHWS, YTOObI MEPEMECTUTL CTBO/ B HY)XXHOE
nosioXkeHue. NoMecTuTe cocyf UM TKaHb B LieHTpe 6paHLL (PUCYHOK 4).
BHuMaHmMe! He 3axBaTbiBaiiTe TKaHb HIXKE NOBEPXHOCTU 3/1EKTPOAA B LLAPHUP
6paHLW. He 3anonHaiiTe Ype3mMepHO TKaHbO OpaHLIM MHCTPYMEHTa. TO MOXET
YCNOXHUTb OTKPbITUE BPaHLL, MPMBECTU K YaCTUYHOMY pa3pe3y TKaHW u
HernpefHamMepeHHOMY TPaBMUPOBaHMIO.

BHumaHwue! C uenbio CHKEHMS pUCKa CyYaliHON akTUBaLMM MexaHu3ma
Koarynsaumm He cnegyeT nomeLLartb nasew, Ha CUHIOK KHonky SEAL go tex nop,
NnoKa GpaHLIN He BYayT HaXoAUTLCS B TPEOYEMOM MOMNOXEHMMN U HE NOTpebyeTca
aKTMBaLms.

6. COXXMUTE PYKOATKY CMbIKaHUA J0 (uKcauum (Npy 3TOM JO/MKEH ObITh
C/IbILLEH LWENYoK), YTO6bI 3aKaThb LIE/IEBYHO TKaHb MeXay 6paHLwamu (pUcyHOK
5). Mocne dukcauuy oTNYCTUTE PYKOATKY CMblkaHWs. OHa OCTaHeTcs B
3a(MKCMpOBaHHOM COCTOSIHWK, MOKa ONsATb He ByfeT oxara.

OCTOPOXXHO! lNMepep cxatmem pyKOATKN CMbIKaHUSA Y6eauTeCh, YTO MEXAY
Hei 1 KoprnycoMm PYKOATKM YCTPOMCTBA He nonain npeameThbl, Takme Kak
orepawuoHHoe 6enbe, MeAULMHCKME Xanatbl U (MNn) TKaHu nauueHTa. B
NMPOTUBHOM C/lyyae 3T0 MOXKET MPUBECTW K TPAaBMMPOBAHUIO NaUMeHTa, yTpaTe
CTEPUNBHOCTU 1 (MNN) YXYALLEHNIO PaboTOCNOCOGHOCTIN YCTPOIACTBA.
OCTOPOXHO! Ecnu pykosTKa CMbIKaH/S 3a()MKCUPYETCA HE NOSTHOCTBIO, 3TO
MOXET NPMBECTN K HENPABW/IbHOM KOArynsiyMm 1 pacnpocTpaHeHuto Tensna.
BHumaHume! He noBopaunBaiiTe pyKosSITKY BpalleHWNs CTBOMA, KOraa PyKosiTKa
CMbIKaHWS 3a(iMKCMpoBaHa. ITO MOXET MPUBECTM K MOBPEXAEHMNIO YCTPOCTBA.

Cnocob npuMmeHeHuns
Koarynayus
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Caution: Do not grasp tissue beyond the electrode surface, in the
hinge ofthe jaws. Do not overfill the Jaws ofthe instrument with
tissue. This could result in difficulty opening the jaws, partially
cutting tissue, and unintended injury.

Caution: To reduce the possibility of an inadvertent activation of the
sealing mechanism, do not place your finger on the blue SEAL button
until the jaws are in the desired position and activation is intended.

6. Squeeze closing handle until it latches to clamp targeted tissue
between the jaws (lllustration 5).

Relax grip on closing handle once it is latched. Once the handle is
latched, it will remain latched until it is squeezed again.
WARNING: Prior to squeezing the closing handle, check for objects
such as surgical drapes, gowns, and/or patient tissue that could get
caught between the closing handle and the grip housing ofthe device.
Failure to do so may result in patient injury, loss of sterility, and/or
impaired device functionality.

WARNING: Ifthe closing handle is not fully latched, this may result
in improper sealing and thermal spread.

Caution: Do not turn the rotation knob when the closing handle is
latched. This may damage the device.

Mode of application
Sealing
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OCTOPOXHO! [aHHblA NHCTPYMEHT OCHALLEH OCTPbIM XMUPYPrnYecKnmM WARNING: This instrument contains a surgically sharp knife. THIS
HoxxoM. IAHHOE YCTPOMCTBO PEXET! DEVICE CUTS!

OCTOPOXXHO! He HaxumaiiTe kHorky CUT, ecnm He nnaHUpyeTcs WARNING: Do not press the CUT button unless transection is
BbIMO/IHEHWE pacceyeHnsA. MOoXeT BO3HUKHYTb CUTYaLus, Korja XenartensHo desired. There may be situations where cutting tissue prior to energy
pa3pesaTtb TKaHb [JO0 aKT1BaLuu aHepruu (T. e. 6eCCOCYANCTYHO TKaHb). activation is desired (i.e. avascular tissue).

7. HaxxmuTe cuHIo0 KHOMKY SEAL mnm negans HoxHoro npmeoga MIN, uto6bl 7. Press the blue SEAL button or MIN foot pedal to energize the jaws

aKT1BMPOBaTb GpaHLUM N HayaTb KOarynsaumio LeneBoi TKaHu (PUCYHOK 6). and begin coagulation of the targeted tissue (Illustration 6).

Mpu nogave sHePrumn Ha 3aKaTyto TKaHb FeHepaTop U3AaeT 3BYKOBOW CUTHa The generator gives audible feedback (Activation Tone) as energy is
06paTHOI CBA3M (3BYKOBOI CUIHa/ akTuBaumm). MNpogomkaiTe HOKMMaTb delivered to the clamped tissue. Continue to depress the blue SEAL
cuHIot0 KHoniQ SEAL nnm neganb HoxHoro npmeoga MIN, noka He 3aBepwmtca  button or MIN foot pedal until the activation cycle is complete, and a
LMK aKTMBALIMM U He pa3facTCsi BTOPOI 3BYKOBOW cMrHan (3ByKOBOI CMrHan second tone (End Tone) is heard, indicating energy has been stopped.
OKOHYaHMS), 03HaYaroLMiA, YTO Nogada sSHeprum npexpaLlieHa. WARNING: Avoid placing tension on the tissue when sealing or

OCTOPOXXHO! He pgonyckaliTe HaTsXeHWs TKaHW B NpoOLecce ee koarynauum — cutting to ensure adequate hemostasis.
WK pacceyeHmns BO M36eXaHne HapyLleHns remocTasa.
8. Release the SEAL button.

8. OTnycTuTe KHonkKy SEAL. WARNING: Iftransection oftissue is desired after sealing, wait for
OCTOPOXXHO! Ecnn HeobxoamMMO pacceyeHne TKaHW Nnocse Koarynauuu, the end tone before pressing the CUT button and transecting the
NOLOXANTE 3BYKOBOW CUTHaN OKOHYaHWS, NOC/e KOTOPOro HAXXMUTE KHOMKY tissue. If the knife is advanced prior to hearing the end tone, this may

CUT W HayHUTE pacceyeHne TKaHW. Ecnv BbIABMHYTbL HOX [10 3BYKOBOro curHasiia result in an incomplete sealing and lack of hemostasis.
OKOHYaHWs, 3TO MOXKEeT NPMBECTU K HEMOMHON Koarynsuuy u HeocTaTouHOMY
remocrasy. Cutting

Pa3pesaHue 9. Fully press the CUT button against the grip housing (lllustration 7).
The knife will advance to the end ofthe knife slot.
9. MonHocTeo HaXxxMuTe KHonKy CUT fo kopnyca pyKoaTku (pucyHok 7). Hook WARNING: The knife is sharp. Take care to avoid injury from the

NPOABMHETCA K KOHLYY HOXKEBOr0 nasa. knife.

OCTOPOXHO! Hox ocTpbliA. CneaunTe 3a TeM, 4T06bl He nonyunTb TpasMy oT  WARNING: Prior to cutting, inspect the vessel or tissue to ensure
HOXa. proper sealing. Ifthe instrument is removed from the tissue for
OCTOPOXHO! lMepes BbINOSHEHNEM pa3pe3a OCMOTPUTE COCYL UM TKaHb, inspection, create a second sea! adjacent and distal to the first seal,

4TOObI YOeANTLCA B YCNELHOM Koarynsaumm. Mpy n3BneyeHnn MHCTPYMeHTa 13 then cut tissue.
TKaHW 415 NPOBEPKM KoarynmpyinTe y4acToK TKaHW, NpUneratoLLmin K Mecty
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McxoHOM Koarynsumm 1 pacnonoXeHHbIi AUCTabHO OTHOCUTENbHO HEro,
npexze Yem NPUCTYNUTb K PacCeYeHMo TKaHM.

10. MNocne 3aBepLUEHNA LKA PACCEYEHUNA COXMUTE PYKOATKY CMbIKaHUA, MOKa
OHa He pa3bnokupyeTcs (PUCYHOK 8). Ecnm xxenaemblid paspes 4/IMHHEe, YeM X0f,
Nne3Bus, pa3pes MOXHO BbIMOSIHUTbL, NMOBTOPMB LWaru 5-10.

BHumaHwne! Ecnn kHonka CUT He BO3BpaLLaeTca B UCXO4HOE MOMOXKeHWe
aBTOMAaTUYECKN, HEOOXOAMMO OTKPbITb PYKOATKY CMbIKaHWS, YTOObI BPYUHYHO
BepHYTb KHOMKY CUT B MCXOAHOE NONOXEHWE, BTAHYTb HOX U PacKpbITb
GpaHLLn.

11. COMKHWTE BpaHLLM C MOMOLLBIO CXKaTUA PYKOSTKN CMbIKaHWUSA U 3aTEM
yfanuTe YCTPOWCTBO M3 Tpoakapa WUnm paspesa.

OCTOPOXXHO! lMepef cxxaTMem pyKOATKM CMbIKaHWS y6eanTecCh, YTO Mexay
HEe 1 KOpnycom pyKOATKW YCTPOMCTBA He Nonaau npegmeThl, Takme Kak
orepaLuoHHoe 6efbe, MefMUUHCKME XanaTbl 1 (UK) TKaHW nauueHTa. B
NPOTUBHOM C/ly4ae 3TO MOXEeT NPUBECTU K TPaBMMPOBAHMWIO NalueHTa, yTpaTe
CTEPUNBLHOCTU 1 (MNK) YXYALLIEHNIO paboTOCNOCOBHOCTM YCTPOMCTBA.

WHpopmayma 06 ouncTke, Ae3vHMeKLMM 1 CTepunmsaunum mMeiuLMHCKOro
ngenus  (4Na  CTepUNM3yemblX W3Lennin), nopsigke AencTBuii - npu
HapylWeHUN CTEepPUbHOW YMakoBKM (4NA  W3AENUIA, NOCTaBAAEMbIX B
CTEPUNLHOM BUAE)
OumncTKa ycTpoicTea

[ns oNTUManbHOM PaboTbl U BO M36GeXaHWe Ha/IMNaHWs TKaHeil NPoBOAMTE
OYMCTKY BpaHLL MHCTPYMEHTA U AUCTabHOTO KOHLA CTBOJIA CTEPU/bHBIM
BNXXHbIM Map/ieBbIM TaMMOHOM B TeUEHMEe BCEro NMPoLIecca onepaTMBHOIO
BMeLLaTe/IbCTBa.
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10. After the transection cycle is complete, squeeze the closing handle
until it unlocks (lllustration 8). If the desired cut is longer than the
stroke of the blade, transection can be accomplished by repeating
Steps 5-10.

Caution: Ifthe CUT button does not automatically return, open the
closing handle to manually return the CUT button, retract the knife,
and open the jaws.

11. Close the jaws by squeezing the closing handle, then remove the
device from the trocar or incision.

WARNING: Prior to squeezing the closing handle, check for objects
such as surgical drapes, gowns, and/or patient tissue that could get
caught between the closing handle and the grip housing of the device.
Failure to do so may result in patient injury, loss of sterility, and/or
impaired device functionality.

Information on cleaning, disinfection and sterilization of a medical
device (for sterilized products), the procedure in case of package
appears damaged (for sterilize products)

Cleaning the Device

For optimal performance and to avoid tissue sticking, clean the
instrument jaws and distal end of the shaft with a sterile, moist gauze
sponge throughout the procedure.

Caution: Do not immerse distal tip in liquid, including saline
solution, to clean (Illustration 9). This may result in damage to the
instrument.
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BHumaHuve! He norpyxaiite guctasbHblii KOHEL, B XWUAKOCTb, B TOM Yuc/e
(hm3nonormyecknii pacTeop, C LieNbio NPoBeAeHNS 04UCTKM (PUCYHOK 9). 31O
MOXET NPUBECTU K NOBPEXAEHMIO MHCTPYMEHTA.

OCTOPOXXHO! He ncnonb3yiite gns NpoBeAEHUS O4YUCTKN MHCTPYMEHTA
abpasviBHble CPefCTBa.

[na yaaneHns TkaHell MHCTPYMEHT Npy HEO6XOAMMOCT MOXHO NPOTUpaThb
CTEPUBbHBIM B/I&XKHBIM Map/ieBbIM TaMMNOHOM. Ecnin Ha 6paHLuax Bee eLle BUAHbI
OCTaTKV TKaHel, yfannTte Ux ¢ NOMOLLbIO XMPYpruyeckmnx wunuos. Cnegnte 3a
TeMm, 4TO6bl He aKTUBMPOBATb MHCTPYMEHT (pUcyHOK 10).

BHuMmaHmMe! He aKTMBMPYiTE MHCTPYMEHT BO BPEMSI OUUCTKM BO U3beXaHMe
C/lyHaliHOro TpaBMy1pOBaHNs Nosb30BaTens.

,ﬂ,eVICTBMH rnocne onepaTnBHOro BMeLWlaTeibCTBa

1 OTKNOUMTE MHCTPYMEHT OT reHepaTopa.

2. BbIGpoCHTE UHCTPYMEHT U MHTErPUPOBaHHbIN LUHYP NUTaHUA B
COOTBETCTBYIOLMNIA KOHTEHEP A/ OCTPbIX NpeAMeToB. He ncnonb3yiite
WHCTPYMEHT NOBTOPHO.

TexHuueckoe 06CnyxnsaHue
HenpvmeHumo. 3aenne ons 04HOKPATHOrO MCMO/b30BaHMS.

OCHOBHbIEe TEXHUYECKMNE U (DYHKLMOHANbHbIE XapaKTEPUCTUKN
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WARNING: Do not clean the instrument with abrasives. It can be
wiped with a sterile, moist gauze sponge to remove tissue, if
necessary. Iftissue is still visible in the jaws, use forceps to remove
residue, taking care not to actuate the instrument (lllustration 10).
Caution: Do not activate the instrument while cleaning to avoid
inadvertent user injury.

Post Procedure

1. Disconnect the instrument from the generator.
2. Dispose of the instrument and its integrated power cord in an
appropriate “Sharps” container. Do not reuse instrument.

Maintenance
Not applicable. Device for single use.

Main technical and functional characteristics
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Jlonyckn cocTaensatoT £10%, ecnm He yKasaHo 1Hoe The tolerances are +10% unless another is not specified
O6wwme rabaputbl, MM (OXLUXB) 25 cm: 460,6x 148,7x37,1 Total dimensions, mm 25 cm: 460.6x 148.7x37.1
37 cm: 580,5 X 148,7x37,1 (LXWxH) 37 cm: 580.5 x 148.7 x 37.1
Macca, r 25 cm: 317,5 Net weight, ¢ 25 cm: 317,5
37 cm: 317,5 37 cm: 317,5
[nvHa 6paHLumn, mm 21
LLinpuHa 6paHLLn, Mm 5 Jaw length, mm 21
[nvHa cTeONa, CM 25 vin 37 OT KOHUa bpaHLumn Jaw width, mm 5
0O  PYKOATKW  BpallleHuns Shaft length, cm 25 or 37 from jaw tip to rotation
cTBONA knob
JdwnameTp cTBOMA, MM 5 Shaft diameter, mm 5
[nvHa paspesa, MM 18 Cut Length, mm 18
[nvHa WHypa nuTaHus, M 3 Power cord length, m 3
MakcrmanbHoe BbIxogHoe 100 Max.output Voltage, 100
HanpsxeHue, B Vv
MakcumManbHas MOLHOCTb, BT 200 Max Power, Watts 200
YacToTa, KI'L, 300 - 490 Frequency, kHz 300-490
CsefieH1s 06 3/1EKTPOMarHMTHON COBMECTUMOCTU Information about electromagnetic compatibility
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CsefieHVs1 06 3M1EKTPOMArHMTHOW COBMECTMMOCTM yKasaHbl A5 COBMECTUMOrO
nsgenns  «FeHepaTtop 3MEKTPOXMPYPrUYecKuiA  ynbTpassykoBoin Gll1 ans
MOAKNOYEHNA MHCTPYMEHTOB», TaK Kak Hacagka gns AMCCEeKLMN U Koarynsaumm
ENSEAL® XI MOXeT MUCnonb30BaTbCA TOMIbKO C HUM.

Mpn ycTtaHOBKe reHepatopa G11 Heobxogumo cob6nogatb 0cobble  Mepbl
NPesoCTOPOXXHOCTU OTHOCUTENIbHO 3/1IEKTPOMAarHUTHOM coBmecTumMocTn (SMC).
YCTaHOBKY Heobxoaumo npoBOAUTbL C  YY4ETOM MHgopmaumm 06 3MC,
NPVYBEAEHHON B [JaHHOM pykoBoacTBe. [eHepatop G11 paccumTaH Ha
MCMO/MIb30BaHNe B  3MIEKTPOMArHUTHBLIX Cpefax, XapakTepUCTUKU  KOTOPbIX
MPUBOLATCA HUKE.

OcTopoXHo! Y6eauTecb, 4TO reHepaTop G11 MCNOMb3yeTcs TOMbKO B TaKMX
cpegax. CnegyeT usberatb MCNOMb30BAHWA JaHHOIO YCTPOICTBA PSALOM C ApYTUM
060pyfi0BaHMEM MM NOMELLATb ero CBepXy, MNOCKO/bKY 3TO MOXET MPUBECTU K
HapyLleHusm B paboTe. ECnn Takoe MpuMeHeHWe HeobXo4umo, 3TO W Apyroe
obopyfoBaHMe B TOW KOH(WMrypauuu, B KOTOPOW OHM [O/MKHbI  ByayT
MNCNONb30BaTbCA, [O/MKHO HAXOAWUTLCA MOL HabnofeHWeM Ans obecrneveHus
HOpPMa/IbHOM PaboThl.

XapakTepucTUKN  U3NYYeHUs  [aHHOro  060pyfoBaHUA  MPUrOAHbI  AN1S
MCNOMNb30BAHNA B MPOMBILLIEHHBIX 30HaX W Y4YpeXAeHUAX 34paBOOXpaHeHus
(CISPR Il knacc A). Ecnvn paHHoe 060pyfoBaHMe WUCNOMb3YeTCs B XKWUbIX
nomeLLeHnsx (4N KoTopbix 06blYHO Tpebyetca cTaHfgapT CISPR 11 knacc B),
BbICOKOYACTOTHble KaHa/lbl CBA3W MOTyT OblTb HELOCTATOYHO 3alLULLEHbI.
Monb3oBaTento  MOXET NoTpe6oBaTbCA MPUHATL  Mepbl MO CHUKEHUIO
BO3AENCTBMSA, HaNnpUMep NepemeLLeHre UK NepecpreHTaL Mo 060pyA0BaHNS.

TecTbl afleKTpOMarHUTHbIX  COOTBETCTBUE

N3NyYeHNiA

PykoBoacTso
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The electromagnetic compatibility information is indicated for
compatible device «Ultrasonic electrosurgical generator Gil for
connecting instruments», as The Tissue Sealer ENSEAL® XI is used
with it.

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

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

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

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

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

Emissions Test Compliance Guidance

RF emissions Group 1 The Generator G11 uses RF

CISPR 11 (according  to energy only for its internal
IEC 60601-2- function. Therefore, its RF
2:2009)
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Pagyoriomexu no CISPR 11 pynna 1 TeHepatop G1l1lucnonb3yeTt emissions are very lowand are
(cornacHo  IEC  pagvo4acTOTy TO/bKO /151 BbINOSHEHWS not likely to cause any
60601-2-2:2009)  BHYTPeHHWX (PyHKLMIA. Mo3TOMy ero interference in nearby electronic

Pafno4acTOTHOE M3TyYeHNe O4eHb equipment.

cnaboe 1 Bpsif, I MOXET CO3AaTh Kakuie- RF emissions Class A The Generator G11 s suitable for

NGO NOMEXM [/151 PACrONOXEHHOTO CISPR use in all establishments other

BOMM3M 3MIEKTPOHHOIrO 060PYA0BAHUS. than domestic and those

directly connected to the public

Pagnonomexv no CISPR 11 Knacc A leHepatop  G1!  nogxomut  4/1a low-voltage  power  supply

MCMOMb30BaHNA BO BCEX MOMELLEHUAX, network that supplies buildings

KpOMe XXWU/bIX, a TakoKe B MOMELLIEHNSAX, used for domestic purposes.

Kypa HarpaMyto noaseaeHa HARMONIC Class A

KOMMYHa/bHasi  HU3KOBO/IbTHas  CeTb emissions

3MEKTPONMTaHKA BLITOBOrO Ha3HAYEHMS. IEC 61000-3-2

Harmonic  cocTasnsatowpe  Knacc A Voltage Complies

ToKa no IEC 61000-3-2 fluctuations/flicker

KonebaHus HanpsbkeHnst - CooTBeTCBYeT emissions

thnvkep no 1EC 61000-3-3 IEC 61000-3-3

Immunity Test IEC 60601 Test Compliance Electromagnetic

TecT Ha YpOBeHb MPOBEPKM  YPOBeHb SNeKTPOMarHuUTHble Level Level Eﬂ\i’é;%nc?ent'

YCTONYMBOCTb IEC 60601 COOTBETCTBUA cpefibl - PyKOBOACTBO . : L

AnekTpocTaTiueck  KOHTakT+ 8 KB+ 15 KOHTakT+ 8KB  OTHOCKTENbHaS Eies‘éggrstanc $815k\k/VCgi1;tact ffglyvcﬁmad Eﬁgﬁ}g’eggﬂgg W

ve paspagpl no KB uepes Bo3ayx + 15 kB uepes B/TXXHOCTb He meHee 30%. IEC 61(%042 - -

IEC 61000-4-2 BO3AYX Electrical fast ~ +2kVonPower  +2KkVonPower  Mains power quality

Transient/ Burst ~ Supply Lines Supply Lines should be that ofa

HaHoceKyHaHble + 2 kB B Lensix + 2 KB B Lensix KauecTBo IEC61000-4-4 +1kVon +1kVon typical commercial or

UMMy/bCHbIE nutaHusa+ 1kB B MTaHWA = 1kB  3neKTponuTaHUA AO/MKHO Input/Output Input/Cutput hospital environment.

nomexn no IEC wuensx BBOga/BbiBOAA B LENsX 6bITb TaKMM, Kakoe Lines Lines

61000-4-4 BBOAA/BLIBOAA  OBbIYHO TpebyeTcs Ana Surge + IkVline()to kv Vains power quality

MPOMBILLUTEHHbIX IEC61000-4-5  line(s) - Differential Mode  should be that ofa
MpeanpUATY 1 +2kVlire(s)to  +2kV Common  typical commercial or
MELIMHCKIIX earth Mode hospital environment.
< Power 3Am 3A/m Power frequency
. YHPEKAEHAN. Frequency megnetic fields should
MwukpocekyHaHble  + 1KB oT ogHoM + 1kB KayecTBo Megretic Fields be at levels characteristic
MY/ IbCHbIe JWMHWY (HeCKOMbKUX  AudidbepeHupanb — aneKTPONUTaHKS A0MKHO IEC 61000-4-8 ofatypical location ina

nomexu 60/1bLLIOI

JHWIA) K Jpyroli
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HbIlA PEXUM + 2

ObITb TaKUM, Kakoe
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3Heprum IEC
61000-4-5

(Apyrvm
HECKOJTbKVM
NHUAM) + 2 KB oT
OAHOI NHMN
(HECKOMBbKMX NNHWIA)
K 3emrie

MarHuTtHoe none 3 A/M
MPOMbILLTEHHO

yactoTbl (50/60

Iu) IEC 61000-4-8

Mposasibl 0%wuT; 0,5 umkna
HanpsHkeHus, Mpn 0°, 45®) 90°.
KpaTkoBpeMeHHble  135°, 180°, 225°,
npepbIBaHyA K1 270°n315°0%wuT,;
N3MEHEHMA lumknan 70 % uT;
HarpsXeHWs BO 25/30 uviknos

BXOAHbIX MHUSX  OpHOMA3HbIA: Npu
aNEKTPOMUTaHM O

no IEC 61000-4-

I

Mepebou 0% nT; 250/300
HanpsbkeHuns 1EC LIK/I0B
61000-4-11
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KB
CraHaapTHbIN
peXxum

3 AMm

0%wuT; 05
upmka Mpn 0°,
45°,90°, 135°,
180°, 225°, 270°
1n315°0%uT,;
lumknan70 %
nT; 25/30
LIMKITOB
OpHothasHbIi;
npwm 0°

0% nT; 250/300
LIMK/IOB

06bI4HO TpebdyeTcs Ans
MPOMbILLTEHHbBIX
NpeanpuUsTUi
MEAVLHCKIX
YUPEXAEHWIA,

MarHuTHble nons
NPOMBILLIEHHON YacTOTbl
[O/MKHBI 6bITb HA YPOBHE,
TUMUYHOM 151 06bIHHOIO
MOMELLIEHNS Ha TUMNYHOM
MPOMBILLJIEHHOM
NPeANPUSTAN WK B
MEAMLIIHCKOM
YUPEXAEHUN,

KauecTso
ANEKTPONUTAHWA JOMKHO
ObITb TaKWM, Kakoe
006bI4HO TPebyeTcs s
MPOMbILLTEHHBIX
NpeAnpUSTUR 1
MEAVILIHCKNX
yupexaeHwid. Ecim
NOTPe6UTENO MUTaHUS
reHeparopa G11
HeobXxoanmo
(hyHKLMOHMPOBaTb
HenpepbIBHO BO BpeMst
HapyLLEHWIA nogaun
HanpsPKEHNS,
PeKOMeHAyeTCs
MoAK/oYaTb reHepaTop
G11 K UCTOUHMKY
6ecrnepe6oinHOro NUTaHMS

W aKKYMYTISTOPY .
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Voltage Dips
IEC 61000-4-11

Voltage
intemiptions
IEC 61000-4-11
Conducted RF

IEC 61000-4-6

Radiated RF

IEC 61000-4-3

0% Ut; 0.5 cycle
At 0°, 45°, 90°,
135°, 180°, 225°,
270°, and 315°
0% Ut; 1cycle
and

70 % Ut; 25/30
cycles

Single phase: at
0°

0% Ut; 250/300
cycle

3Vrms

150 kHz to 80
MHz

6 Vnnsin ISM
bands

150 kHz to 80
MHz

3V/m

80 MHzto 2.7
GHz

0% Ut; 0.5 cycle
At 0°, 45°, 90°,
135°, 180°, 225°,
270°, and 315°
0% Ut; 1cycle
and

70 % Ut; 25/30
cycles

Single phase: at
0°

0 %uUt; 250/300
cycle

3Vrms

6 Vrms

3V/m

typical commercial or
hospital environment.
Mains power quality
should be thatofa
typical commercial or
hospital environment.If
the user ofthe Generator
G 11 requires continued
operation during power
mains interruptions, it is
recommended that the
Gener~orGll be
powered from an
uninterruptible power
suddlv or a battery.

Portable and mobile RF
communications
equipment should be
used no closer to any
part o fthe Generator
G 11, including cables,
than the recommended
separation distance
calculated from the
equation applicable to
the frequency ofthe
transmitter.

Recommended
separation distance:

d=12

t/=1.2V P80 MHzto
800 MHz

d=27><Ps8o0o MHz to
2.7 GHz
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KOHAYKTMBHblE 3 B 38

MOMEXW, (cpepHekBagpaTyec  (cpedHekBagpatiy
HaBeJeHHble Koe) eckoe)
PagMoYacTOTHBIMM

anekTpomarHuTHbl 0T 150 KTl 1o 80
mMi nonsmu IEC My

61000-4-6
6 B 6B
(cpeaHekBagpaTyeCc  (cpeaHeksappatuy
Koe) B €cKoe)
NPOMBILLITEHHOM,
Hay4HOM n
MEANLIMHCKOM
[JvanasoHax
or 150 kI'y go &0
My

PagyoyacToTHOE 3 B/m 3 B/m

anekTpomarHutHoe ot 80 MIy go 2,7
none IEC 61000-4- Ty,
3
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MopTaTvBHbIe "
MOGW/bHbIE  YCTPOIACTBA
CBSi3K, UCMOMb3YHOLLE
PaguoYacToThl,  JOMKHbI
ObITb  PacronoKeHbl  Ha
PacCTOAHMM, HEe MEHbLLIEM,
YeM  PEKOMeHAO0BaHHOe
paccTosHue,
paccuym1TaHHOe Mo (opmyne
B 3aBMCVMOCTM OT YaCTOTbI
repefaTymka, OT /06Ol
yactn reHeparopa Gl1,
BK/IHOYas Kabenu.

PexkomeHpgoBaHHOe
paccrosHue: ¢ = 1,2 WPa =
1,2 \b ot 80 MI'y go 800
My ¢ =23 W or 800
Mly go 2,7 T'Tw, roe P -
MaKcuMMasbHast
HOMUHa/IbHas  BbIXOAHas
MOLLIHOCTb MepefaTuunka B
BarTax (BT), MO [aHHbIM
npousBoauTeNs, a d
PEKOMEHAOBaHHOE
paccTosiHue B MeTpax (M).
HanpspkeHHOCTL nons oT
MOCTOSIHHbIX
nepesaTyrKoB,
YCTaHOB/EHHas B XOfge
MECTHOT0
371EKTPOMArHATHOIO
VCCnesoBaHUsAa,  [OMKHA
ObTb  HWKE  YPOBHS

30

Pagnouactota 3B/m 3 B/m
oe or 80 My fo
anekTpomarHm 2,7 Iy,

THoe none IEC

61000-4-3

where Pis the maximum
output powerrating of
the transmitter in watts
(W) according to the
transmitter manufacturer
and isthe
recommended separation
distance in meters (m).

Field strengths from
fixed RF transmitters, as
determined by an
electromagnetic site
survey,,should be less
than die compliance
level in each frequency
range.b

Interference may occur
in the vicinity of
equipment marked with
the following symbol:
PekoMeH0BaHHOe
pacctosiHue: d = 1,2
Wwd=12\ o 8
My, go 800 My d =
2,3 \p o+ 800 MI'y mo
27 Ty, rpe P -
MaKCUMasibHas
HOMMHa/IbHas
BbIXOfIHAA MOLLHOCTb
rnepefiaTyvka B BaTTax
(BT), no faHHbIM
npoussoauTens, a d -
peKoMeH0BaHHOe
paccTosiH/e B MeTpax
(m).

HanpsykeHHOCTbL Mona
oT MOCTOAHHbIX
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COOTBETCTBMSI B KaXKIOM
4aCTOTHOM [AnanasoHeo.
B6nm3n  0bopyaosaHus,
MOMEYEHHOTO CrIEAYIOLLIM
CUMBO/IOM, MOryT
BO3HMKATb MOMEXM:

4acTOTHbIV Anana3oH.

MpumeyaHue: 3TM o00WMe peKOMeHZauMnm MOryT ObiTb HenpuemieMbl B
HEKOTOPbIX CUTyauusix. Ha pacnpocTpaHeHMe 3MeKTPOMArHWTHbIX — BOJH
OKasblBalOT B/IMSHME MOT/OLLEHNE N OTPAXKEHME BOMH OT 3[aHWiA, NpeaMETOB U
noaei.

YacToTbl NPOMBILLIEHHOTO, HAYYHOr0, MeMLMHCKOrOo AnanasoHa Mexay 150 kIy,
n 80 MI'y HaxogaTca B NpPOMeXyTKax oT 6,765 MI'y fgo 6,795 MIy,; ot 13,553
MIy go 13,567 MI'u; oT 26,957 MI'y go 27,283 MI'u; ot 40,66 MI'y go 40,70
My,

YPOBHW COOTBETCTBMA YacCTOT MPOMbILLIEHHOTO, Hay4HOro, MegULMHCKOro
[manasoHa B npomexyTtke mexay 150 kl'y, n 80 MIy, 1 B 4aCTOTHOM [mana3oHe
o1 80 MI'y go 2,7 MU paccumTaHbl Ha YMEHbLUEHWE BEPOATHOCTWU TOr0, YTO
MOOW/IbHbIE/NOPTATVBHbIE  YCTPOWCTBA CBA3W, C/ly4yallHO MNPOHECEHHble B
60/IbHNYHbIE Nanatbl, MOTYT Bbl3BaTb NMOMexu. Mo3aToMy B opMy/ibl MoAcYeTa
PEKOMEH/[0BAaHHOIO0  PacCTOfHMA AN MepefaTtynMkoB B 3TUX  YaCTOTHbIX
AmnanasoHax Obln BK/IKOYEH AONONHUTENbHBIA KoaguumeHT 10/3.

PeKOMEH/I0BaHHble PACCTOSHUA MeXAy NOPTaTUBHbIM U MOGWUIbHLIMY
CpeacTBamy CBA3M, UCMOMb3YHOLWMMMN PagmoYacToThl, U reHepaTopom G11

leHepatop G11 npeAHasHaueH [ MCMOMb30BAaHWS MPU TakKuWxX NapameTpax
3N1EKTPOHHOrO  MONS  OKPY)KAlOLWLEn cpefbl, NpU  KOTOPbIX  W3My4yaemble
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rnepeaaTHMKOB,
YCTaHOB/IEHHasA B X0Ae
MECTHOT0
3MIEKTPOMArHATHOro
1ccnesoBaHusa,
[O/MKHA ObITb  HWKE
YPOBHSI COOTBETCTBUS
B K&KOOM YaCTOTHOM
[vana3oHeo.

B6mm3n
060pyL0BaHYA,
MOMEYEHHOI0
CreayHoLLM
CVIMBOJIOM, MoryT
BOSHMKATb MOMEXY:

Note: At 80 MHz and 800 MHz, the higher frequency range applies.
Note: These guidelines may not apply in all situations.
Electromagnetic propagation is affected by absorption and reflection
from structures, objects and people.

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

The compliance levels in the ISM frequency bands between 150 kHz
and 80 MHz and in the frequency range 80 MHz to 2.7 GHz are
intended to decrease the likelihood that mobile/portable
communications equipment could cause interference if it is
inadvertently brought into patient areas.
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PafMoYacTOTHbIE  MOMEXM  MOXXHO  KOHTpo/MposaTh.  [lokynatens — wau
nono3oBaTenib reHepatopa G11 MOXeT nNpeAoTBPaTUTL 3/1eKTPOMArHUTHbIE
MOMexu, MOAAEPXUBas MUHMMa/IbHOE PacCTOSAHME MEeXAY MOPTaTBHLIMUA |
MOGW/MbHLIMWA  CPEACTBAMM  PafMOYaCTOTHON  CBA3M  (nepefaTtuvkamu) W
reHepatopom G11, corfacHo pekoMeHAOBaHHOMY, B  3aBUCMMOCTW  OT
MaKCUMa/IbHOMN BbIXOLHOW MOLLHOCTW CPeACTB CBA3M.

OnucaHve NPUHAANEXHOCTEN, MEAULMHCKUX W3Lenunid Unn W3Lennii, He
ABNAKOLWMXCA MEAULMHCKUMM, HO NPefyCMOTPEHHbIX 415 UCMONb30BaHUS B
KOMOGWHALMK C 3a9BNEHHBIM MEAULVNHCKUM U3JeNTMEM

[eHepaTop 3M1EKTPOXMPYPrUYecKniA ynbTpa3sBykoBol G11 ans noaKIoYeHUs
NHCTPyMeHTOB (PY ®C3 2012/11599)

CBefleHNa 0 NIeKapCTBEHHbIX CPeACTBaxX BXOAALLMX B COCTaB MeMULMHCKOIO
n3genus

HenpumeHrmo

CBefieHNs 0 MaTepuanax XX1BOTHOI0/4e/I0BEYECKOT0 NPOUCXOXKEHWS
HenpumeHnmo

Ycnosus akcnnyaTtauuu MeguLUHCKOro n3genuns

YCnoBumsa aKcnyarauum 4ns onepaumoHHOro noss:

Temneparypa: ot +15 go +27 °C

OTHOCUTENbHAA BNXHOCTb BO3AYXa:
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For this reason, an additional factor of 10/3 has been incorporated into
the formulae used in calculating the recommended separation distance
for transmitters in these frequency ranges.

Recommended separation distances between portable and mobile
RF communications equipment and the Generator G 11

The Generator G11is intended for use in an electromagnetic
environment in which radiated RF disturbances are controlled. The
customer or the user of the Generator G11 can help prevent
electromagnetic interference by maintaining a minimum distance
between the portable and mobile

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

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

Ultrasonic electrosurgical generator G 11 for connecting instruments
(RUFSZ 2012/11599)
Information about the medicines included in the medical device

Not applicable

Information about materials of animal/human origin
Not applicable

Operating conditions of the medical device
Operation conditions for surgical field:

Temperature: from +15 to +27°C

Relative humidity:
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o1 30 8o 75 % (6e3 KoHAeHcaumm)

Y CcnoBus TpaHCMOPTUPOBKM M XpaHEHUS MeAULUHCKOro U3aenuns
Temneparypa; -22 to +30 °C

OTHOCKTENbHAA BNaXKHOCTL: 5% - 90%

XpaHUTb B CYXOM MeCTe.

He nogBepratb BO3AeACTBUIO COTHEYHOrO CBeTa.

CocTaB ynakoBku

Hacagka pna pguccekumm n  koarynsaumm ENSEAL® X1 K reHepatopy
3MIEKTPOXMPYPrMYecKoMy, ynbTpasBykoBoMy G11, B BapuaHTax UCMOMHEHWS:

1 Hacagka ana guccekummn n koarynaumm ENSEAL® XI ¢ npamMbimm
OpaHLwamMu 418 OTKPbITbIX 1 NanapoCcKONMYecKnX onepauuii, AnvHa CTBona
25 CM, C MHCTPYKLMEN Mo NpUMeHeHNIO (3 WT. B yn.);

2. Hacagka ana pguccekumm u kKoarynaumm ENSEAL® X1 ¢ npsMbIMy
GpaHLIamMK 415 OTKPbITbIX M 1anapoCKONMYecKnx onepawuii, AnnHa cTeona
37 CM, C UHCTPYKLMEN N0 NpUMeHeHUto (3 WT.B yn.)

CpoK rogHocTun / cpoK aKcnyarayum
Cpok rogHoctu 5 net

W3penve o4HOKPaTHOrO NMPUMEHEHUS, CPOK CTYXObl HEMPUMEHUM.

MopsALOK OCYLLECTBNEHUS YTUAM3ALUU WU YHUUTOXEHUA MeAULMHCKOro
n3genvs

N3penua, vMeBLUME KOHTAaKT C KPOBbIO W/Mnu Apyrumu  610N0rMyecKUMm
XWAKOCTAMM, OTHOCATCA K Knaccy b knaccuukaumm MefuUMHCKUX OTXOAO0B, U
nogsiexxar yTuamsauum UMM YHWYTOXKEHWIO,  COMNacHO  MPYIMEHSEMbIM
HaLMOHaNbHbLIM 3aKOHOZATEe/IbHbIM HOPMaM B COOTBETCTBUM C MOCTAHOB/IEHWEM
006 yTBepXAeHWN caHuUTapHbIX npasus 1 Hopm CaHlMuH 2.1.3684-21 "CaHuTtapHo-
ANMAEMUONOrnYeckne TpeboBaHWUS K COAEPXaHWK TeppUTOPUIA TOPOACKMX 1
CEeNbCKMX MNOCeNeHni, K BOAHbIM 060beKTaM, MUTbLEBOM BOAE W MUTLEBOMY
BOZOCHa0XeHUo, aTMoC(epHOMY BO3AyXy, MNOYBaM, >KW/bIM MOMELLEHUSM.
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from 30 to 75% (without condensation)

Storage and transportation conditions

Temperature: -22 to +30 °C

Relative Humidity: 5% —90%

Keep dry.

Keep away from direct sunlight.

Package contents

The Tissue Sealer ENSEAL® X1 for electrosurgical, ultrasonic
generator G |1, available in the following versions:

1 The Tissue Sealer ENSEAL® X1 with straight jaws for open and
laparoscopic operations, shaft length 25 cm, with instructions for use (3
eaches in the case);

2. The Tissue Sealer ENSEAL® XI with straight Jaws for open and
laparoscopic procedures, shaft length 37 cm, with instructions (3 eaches
in the case).

Shelf life / Service life

The shelf life is 5 years

Since the product is single-patient-use it has no service life
Disposal

Products that have come into contact with blood and / or other body
fluids belong to class B of the classification of medical waste, and
must be disposed of and / or destroyed in accordance with the
applicable national legal regulations in accordance with the decree
on the approval of sanitary rules and norms SanPiN 2.1.3684-21
"Sanitary and epidemiological requirements for the maintenance of
the territories of urban and rural settlements, for water bodies,
drinking water and drinking water supply, atmospheric air, soils,



Ethicon Endo-Surgery, LLC
475 Calle C

Guaynabo, Puerto Rico 00969
USA

ETHICON

§ohewonfohowon suraicaL TecuNOLOGHS

9KCILUTYaTalHH NMPOU3BOACTBEHHBIX, OOIIECTBEHHBIX MOMEILEHHIH, OPraHH3aLHH U
NpOBEJEHHIO CaHMTapHO-TIPOTHBOIMHUAEMHYECKHX (npodunakTHYECKHX)
MEpOMNpHATHA".

HeucnonbzoBanubie H3aenus (He MMEBLUIHE KOHTAKTa C KpOBBIO W/MIH
6HONOrHYECKUMH XHAKOCTAMH) B T.4. C HCTEKIIHM CPOKOM FOAHOCTH, OTHOCATCS
K K1accy A KIacCHPHKALHH MEAMUWHCKHX OTXOAOB, MOIEKAT YTHIH3ALHH
w/unu YHHYTOXEHHIO, COT/IacHO NPHMEHAEMBIM HaLMOHAJILHBIM
3aKOHOZAATENbHBIM HopMaM B cooTBeTcTBHH ¢ CanITnH the decree on the approval
of sanitary rules and norms SanPiN 2.1.3684-21 "Sanitary and epidemiological
requirements for the maintenance of the territories of urban and rural settlements,
for water bodies, drinking water and drinking water supply, atmospheric air, soils,
living quarters, the operation of industrial, public premises, the organization and
conduct of sanitary and anti-epidemic (preventive) measures"

living quarters, the operation of industrial, public premises, the
organization and conduct of sanitary and anti-epidemic (preventive)
measures”

Unused products (not having contact with blood and / or body fluids)
incl. expired, medical waste classification class, must be destroyed
and / or destroyed in accordance with applicable national legal
regulations in accordance with the decree on the approval of sanitary
rules and norms SanPiN 2.1.3684-21 "Sanitary and epidemiological
requirements for the maintenance of the territories of urban and rural
settlements, for water bodies, drinking water and drinking water
supply, atmospheric air, soils, living quarters, the operation of
industrial, public premises, the organization and conduct of sanitary
and anti-epidemic (preventive) measures"

IIepeqenb HANHOHAJbHBIX H MEKIYHaApPOAHBIX HOPMATHBHbBIX
noxyuemos/cralmaproa, KOTOPLIM COOTBETCTBYCT MCAHIHHCKOE H31CJIHE

List of international regulatory documents/standards which the
medical device complies with
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Homep cTaHgapTa
CYICTEMbI MeHeKMEHTa

EN ISO 13485
EN I1SO 14971

MapK/poBKa
ENISO 15223-1

EN 1041
ENISO 20417:2021
KoHCTpyKLyA

EN 60601-1

EN 60601-1-2

EN 60601-1-6

EN IEC 60601-2-2

EN 62366

Jvipektuea EU RoHS

3aronoBoK

MegunupmHckme n3aenms. CucteMbl MEHe[DKMeHTa KayecTsa.
TpeboBaHVs Ans LEeneli perymnpoBaHms.

MeguupyHcKme m3genust - MprMeHeHne ynpasneHys
OVICKaMM K MEAVILHCKVIM U30e/NsM

MeouyupHckme nzgenus. CUMBO/IbI, UCTIONb3YeMble Ha
3TUKETKaX, 3TUKETKaX W NPesoCTaB/ISeMOoi MHopMaLmm o
MeaVLMHCKUX n3genusx. Yactb 1 O6Lupme TpebGoBaHuS.
ViH(hopmMaums, npegocTasnsemMas ¢ MeavLMHCKMMK
npréopamm

MeouyupHckme nzgenus. ViHopmMaums, npesocTas/isemas
MpOV3BOAUTENEM

MeanumHCKOoe 3NeKTprUYecKoe 060pyaoBaHme. YacTb 1
O6LLve TpeboBaHUs K 6a30B0IA 6E30MACHOCTY 1 OCHOBHbIM
XapaKTeprCTUKaM.

MeayumHCKOe 3neKTpryeckoe obopyaosaHue - Yactb 1-2:
O6LLye TpeboBaHWA K 6a30B0I 6630MacHOCTY 1 OCHOBHbIM
XapaKTepuCTVKam - J1ononHUTENbHbINA CTaH4aPT:
OneKTpoMarH1THast COBMECTUMOCTb - TpeboBaHWA 1
ncnbITaHys

MeauupHCKOoe anekTpryeckoe 06opyaoBaHme. Yactb 1-6:
O6LLve TpeboBaHUs 6e30MacHOCTM. [ONONHWUTE bHbIA
CTaHZapT: Y 406CTBO UCMO/b30BaHWA.

MeayUMHCKOe 3/eKTprYeckoe 060pyaoBaHme - YacTtb 2-2:
Ocobble TpeboBaHMS K 6a30B0IA 6e30MacHOCTV 1 OCHOBHbIM
XapaKTePHCTMKaM BbICOKOYACTOTHOIO XUPYPrmyecKoro
0060pYyA0BaHUS Y1 BbICOKOUACTOTHBIX XMPYPrUYeCKmX
NPYHAANEXHOCTEN

MeaunumHCKMe YCTPOICTBA - MPYMEHEHME F03abMnnTY-
VHXEHEPUM K MEAVLMHCKM YCTPOIACTBaM
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Standard

Number
Management Systems
EN ISO 13485

EN ISO 14971

Labeling
ENISO 15223-1

EN 1041
ENISO
20417:2021
Design

EN 60601-1

EN 60601-1-2

EN 60601-1-6

EN IEC 60601-2-
2

EN 62366

Standard Title

Medical deyices - Quality management
systems - Requirements for regulatory
SUrposes

Medical devices - Application of risk
management to medical devices

Medical devices - Symbols to be used with
medical device labels, labeling and information
to be supplied - Part 1: General requirements
Information provided with medical devices
Medical devices - Information to be supplied
by the manufacturer

Medical electrical equipment —Part 1. General
requirements for basic safety and essential
performance

Medical electrical equipment —Part 1-2:
General requirements for basic safety and
essential performance - Collateral standard:
Electromagnetic compatibility - Requirements
and tests

Medical electrical equipment - Part 1-6:
General requirements for safety - Collateral
standard: Usability

Medical electrical equipment - Part 2-2:
Particular requirements for basic safety and
essential performance of high frequency
surgical equipment and high frequency surgical
accessories

Medical Devices- Application of usability
engineering to medical devices
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EN 50581

EN 62321-1

BrocoBMeCTUMOCTb
EN ISO 10993-1

EN 1SO 10993-2
EN ISO 10993-5
EN 1SO 10993-10
ENISO 10993-11
EN ISO 10993-12
ENISO 10993-17

Crepynunzaums
EN 556-1

EN ISO 11737-1

EN ISO 11737-2

TexHMYecKas LJOKYMEHTALMA MO OLEHKE 3MIEKTPUYECKMX U
3/1IEKTPOHHbIX NPOLYKTOB Ha MPedMET orpaHnyeHus
COZlepXaHuns BPeaHbIX BELLECTB

OnpefeneHe HEKOTOPbIX BELLECTB B 31EKTPOTEXHNYECKON
npofayKum - Yactb 1. BeeaeHue 1 0630p

Brionormnyeckas oLgHKa MeALIMHCKUX U3AeNnid - YacTb L
OLeHKa ¥ TeCTUPOBaHVie B MPOLIECCE YNPaB/eHUs prckamu
Brionornyeckas oLgHKa MeAVLIMHCKUX U3Aenni - YacTb 2:
TpeboBaHVA K 611arono/y4ymto XXMBOTHBIX

Buronorunyeckas oueHKa MeANLHCKX U3aenuia - YacTb 5:
TecTbl Ha LMTOTOKCUYHOCTb in Vitro

Buonornyeckas oLeHKa MeaVLHCKUX M3aeniid - YacTb 10;
TecTbl Ha pa3gpaXeHye 1 CEHCUONIN3ALMIO KOXN
Brionornyeckas oLieHKa MeauLIMHCKX u3aenunii - YacTb 11:
TecTbl Ha CUCTEMHYHO TOKCUYHOCTb

Bronornyeckas oLeHKa MeAVLIMHCKMX M3aennii - YacTb 12:
MogrotoBka Mpob v CnpaBoYHble MaTepuaibl

W3penna meamupHekvie. OLeHKa G1oorMyecKoro AeicTams
MEVLIMHCKNX U3aenmid. YacTb 17. YCTaHOBMEHME
MOPOroBbIX 3HaYEHMIA /151 BbIMbIBAEMbIX BELLECTB

Crepunmnsaups MeAVLMHCKUX M3aenuni - TpeboBaHus K
MeLVLIMHCKUM U3AENMAM, KOTOpbIe JOMKHbI UMETb
0603HaveHre «CTEPU/IBHBIE» - YacTb 1 TpeboBaHus K
OKOHYaTE/IbHO CTEPU/IN30BAHHBIM MEAVULIMHCKAM M3AENNAM
Crepunnszaums U3Lennii MeaULIMHCKOTO Ha3HaueHuS.
Muikpo6uronorndeckme Metogpl. Yacts 1 OnpegeneHne
Mony/ALN MAKPOOPTaHU3MOB Ha U3[ennax.
Crepynn3aums MeAULIMHCKNX U3LENNIA.
Mwukpo6uonormyeckue Metogbl. YacTb 2. McnbitaHus Ha
CTEPULHOCTb, BLTO/THAEMbIE MNP OMNpPeSeneHnH,
Ba/MAALMM 1 NOAAEPKaHN NpoLecca CTEPUN3aLN.
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EU RoHS Directive
EN 50581

EN 62321-1

Biocompatibilitv
EN ISO 10993-1
EN 1SO 10993-2
EN 1SO 10993-5
ENISO 10993-10
EN ISO 10993-11
EN ISO 10993-12
ENISO 10993-17

Sterilization
EN 556-1

ENISO 11737-1

Technical documentation for the assessment of
electrical and electronic products with respect
to the restriction of hazardous substances
Determination of certain substances in
electrotechnical products - Part 1: Introduction
and overview

Biological evaluation of medical devices - Part
1: Evaluation and testing within a risk
management process

Biological evaluation of medical devices - Part
2 Animal welfare requirements

Biological evaluation of medical devices - Part
5: Tests for in vitro cytotoxicity

Biological evaluation of medical devices - Part
10: Tests for irritation and skin sensitization
Biological evaluation of medical devices - Part
11: T ests for systemic toxicity

Biological evaluation of medical devices - Part
12: Sample preparation and reference materials
Biological evaluation of medical devices
Establishment of allowable limits for leachable
substances

Sterilization of medical devices - Requirements
for medical devices to be designated
"STERILE” - Part 1. Requirements for
terminally sterilized medical devices
Sterilization of health care products -
Microbiological methods - Part 1
Determination of a population of
microorganisms on products
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ENISO 111351

EN 1SO 10993-7

YnakoBKa
EN ISO 11607-1

EN I1SO 11607-2

INpon3BoACTBO
EN I1SO 14644-1

EN I1SO 14644-2

EN I1SO 14644-5

Crepynmsaums MeSULMHCKUX U3LeNniA. OKCUL aTUeHa.
Uactb 1 TpeboBaHWA K pa3paboTKe, Bamgaumn n
TeKyLLEMY KOHTPO/IHO NMPoLLecca CTepunm3aLmn
MELVLIMHCKNX U3LENNIA.

Brionornyeckas oLeHKa MeAULIMHCKMX U3aenuii - YacTb 7:
OcTarku CTepunm3aLmM OKCOOM 3TUMEHA - TEXHWUYECKOe
vcnpasneHve 1

YNakoBKa 15 OKOHYATESbHO CTEPU/IN30BAaHHbIX
MEAULMHCKMX M3aenuii - YacTb 1 TpeboBaHMs K
maTepuanam, CTepusibHbIM 6apbepHbIM CUCTEMAM U
C/CTEMaM YMaKOBKU

YNakoBKa e OKOHYaTEIbHO CTEPU/INZ0BAHHbIX
MEAULMHCKMX M3aenmii - YacTb 2: TpeboBaHus K Ba/mMaaumn
QHNpoLgeccoB POPMOBaHKSA, repMeTU3aLmn 1 COOPKA

UmCTble NOMELLIEHMS U CBA3aHHbIE C HUMW KOHTPO/IMPYeMbIe
cpeabl - Yactb 1 Knaccumkaums YACTOTbI BO3AyXa Mo
KOHLIEHTpaLmMM YacTuLy

UmCTble NOMELLIEHMS U CBSA3aHHbIE C HUMW KOHTPO/IMPYeMbIe
cpefb! - Yactb 2: MOHWUTOPUHT 415 NMOATBEPKAEHUSA
3()heKTUBHOCTM YMCTbIX MOMELLIEHWIA B OTHOLLIEHI
YMCTOTbI BO3AYyXa M0 KOHLEHTPaLMM YacTuLy

UmncTble NOMELLIEHMA U CBA3aHHbIE C HUMW KOHTPO/IMPYEMbIe
cpedb! - Yactb 5: Onepauym

MapaHTUitHbIe 0653aTeNbCTBA
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ENISO 11737-2

ENISO 111351

EN I1SO 10993-7

Packaging
ENISO 11607-1

ENISO 11607-2

Manufacturing
ENISO 14644-1

EN I1SO 14644-2

EN ISO 14644-5

Warranty

Sterilization of medical devices -
Microbiological methods - Part 2: Tests of
sterility performed in the definition, validation
md maintenance of a sterilization process
Sterilization of health care products - Ethylene
oxide - Part 1: Requirements for development,
validation and routine control ofa sterilization
process for medical devices

Biological evaluation of medical devices - Part
7: Ethylene oxide sterilization residuals -
Technical Corrigendum 1

Packaging for terminally sterilized medical
devices - Part 1: Requirements for materials,
sterile barrier systems and packaging systems
Packaging for terminally sterilized medical
devices - Part 2: Validation requirements for
forming, sealing and assembly processes

Cleanrooms and associated controlled
environments - Part 1 Classification of air
cleanliness by particle concentration
Cleanrooms and associated controlled
environments - Part 2; Monitoring to provide
evidence of cleanroom performance related to
air cleanliness by particle concentration
Cleanrooms and associated controlled
environments - Part 5; Operations
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["apaHTUIAHbIA CPOK XpaHeHWs - NPOV3BOAMTENb FapaHTUPYET COXPaHeHNe A storage warranty period - the manufacturer guarantees the
CTepU/IbHOCTM NpoAYyKTa 1 ero NpMroAHoCTb 4713 UCMOJb30BaHNA Mo preservation of the sterility of the product and its suitability for the
HasHa4ennto, Npn ycnosnn NpasibHON TPaHCNOPTUPOBKIA U XpaHEHWA B intended use, subject to the right transportation and storage within the

TeyeHve CPoKa rogHOCTU, YKa3aHHOMO Ha 3TUKETKe NpoayKTa. . - . .
P A y poay shelf life as indicated on the product labelling. Manufacturer is not
Mpoun3BoauTe/b He HECET OTBETCTBEHHOCTU 3a /IH0ObIe NOBPEXAEHUS UM . ) i )
liable for any damage or accidents resulting from improper use,

HecyacTHbIe Cllyuau, BO3HMKLLME B Pe3y/ibTaTe HenpaBu/IbHOMO 1CMO/b30BaHMNS,
YENOBEYECKOI OLLMBKI MW BHELLIHNX YPe3BbIYaiiHbIX CUTYaLWIA. human error or external emergencies. Regarding the product quality
Mo Bompocam KadyecTBa MpoOAyKuuWyM obpaljaiiTeck K aBTopusoBaHHomy please contact the authorized manufacturer’s representative.

NpeacTaBUTeNto MPOM3BOANTENS.

Peknamaumus Reclamation

000 «[IXOHCOH & [HKOHCOH» LLC Johnson & Johnson

121614, r. Mocksa, yn. Kpbinatckas, 4. 17, kopn. 2, Krylatskaya 17, Building 2, 121614 Moscow, Russia

Ten. +7(495)580-77-77, hakc +7(495)580-78-78. tel. (495)5807777, fax (495)5807878.
RA-JINJRU-RZN@ITS.JNJ.com RA-JNJRU-RZN@ITS.JNJ.com

PaclundgpoBKka CMMBOOB, NMPUMEHSIEMbIX MPU MapKMPoBKe meguumHckoro Explanation of symbols used in labelling the medical device
n3genms

3HaueHns CMMBO/IOB, KOTOPbIE MOTY ObITb YKa3aHbl Ha MapKUPOBKe Interpretation of symbols that may be indicated on the

Homep no katanory

REF Catalogue number
REF
Kog naptum

L O T |_ O T Batch code
Llata nsrotosneHus

u ] ] I Date of Manufacture

|[nnd~
MN3rotoBuTesnb
i d M3roToBuTeb

M 1
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Vicnonb3oBarb o

CTepunn3aLys OKCULOM TIMEHA

O6paTUTECh K MHCTPYKLWAV NO MPUMEHEHUIO

OcTopoxHo

He cTepunn3osaTb NOBTOPHO

3anpeT Ha NOBTOPHOE NpYMeHeHVe

He ncnonb3oeartb Mpu NOBPEXXAEHNN YMaKOBKUN

Vcnonb3oBats 40

39

Use by

9

Isterile Jeo

Sterilized using ethylene oxide

P-MIFA-1 VWNAS-GIn Refer to instructions for use

i BJ 480083832020
b -l EU+3224037222

A

Caution

Do not re-sterilize

Do not re-use

P

Do not use if the package is damaged

Use-by date
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BepxHuii npeaen TemnepaTtypbl

[JvianazoH BnaxxHoOCTH

Bepeyub 0T CONHEYHbIX /yyeli

Bepeyb OT Briaru

KonnuecTBo 13aeniii B ynakoBke

[l NPYMEHEHMS TOMBKO KB/IM(MLIMPOBAHHBIM
MeAVLIHCKVIM MEePCOHa/IoM

YMOMHOMOYeHHb IV NpeaCcTaBUTeNb B
EBponeiickoM coobLLEeCTBe
MeauLUMHCKOe 13aenie

YHUKabHbIV UAEHTU(MKALMOHHBIA HOMEpP

OG6PATUTECH K MHCTPYKLMW MO MPUMEHEHMIO

1 EC |rep

MD

uDlI

40

Upper limit of temperature

Humidity limitation

Keep away from heat

Keep dry

Packaging unit

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

Authorized Representative in the
European Community

Medical device

Unique Device Identifier
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OTKpbIBaTH 34eCh

YKas3blBaeT Ha TO, YTO 3/1eKTPUYECKOE U
3NeKTPOHHOEe n3genue (33U) copepxut
TOKCWYHbIe 1 OMacHble BELLECTBA Unn
3N1EMEHTbI B KOHLEHTPaUMSX, MPeBbILLAOLLIUX
MaKc/MasibHble 3HaueHus. HasBaHus 1
COJiepXKaHne TOKCUYHBIX 1 ONAacHbIX BELLECTB
WM 3/1EMEHTOB YKa3aHbl B PYKOBO/CTBE M0
aKcnayatauum U3genns Ha KUTaickom A3blke.
Yucno «5» B 0603Ha4EHNM OTHOCUTCA K
CPOKY 6€30MacHOro 419 OKpY>KatoLLein cpeapl
MCNONb30BaHUA; MOC/E UCTEYEHUA CPOKa
6e30nacHOro 4/19 OKpyXaroLLen cpepl
MCNONb30BAHUA OHW JO/MKHbI BbITh
MOMeLLEHbI B CUCTEMY YTUAMU3ALMN
(o603HauveHne, NpuHATOe B KnTainckoii
HapogHoii Pecny6nvke ans orpaHnyeHns
cofepXxaHus onacHbix BelecTs (RoHS) B
3NEKTPNYECKMX U 3N1EKTPOHHBIX N3AeNNsX).
OfuHapHasa cTepunbHas 6apbepHas cuctema

CEPUMHBIN HOMEP U HOMep MapTuM Ha
n3gennu

41

Refer to instructions for use

Pee! here

indicates that the Electrical and
Electronic Product (EEP) contains
toxic and hazardous substances or
elements over the defined
maximum concentration values,
rhe names and content ofthe toxic
and hazardous substances or
elements shall be provided in the
Chinese product instruction
manual. The number “5” in the
symbol refers to the environment-
friendly use period; after their
environment-friendly use period
expires, they shall be put into the
recycling system (People’s
Republic of China symbol for
Restriction of Hazardous
Substances (RoHS) in electrical
and electronic products).

Single Sterile barrier system

serial number and lot number on the
device



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

USA

ETHICON
frbmm b sosscs TcHCLORES
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Hepesod ¢ anaauticko2o KIWKA WA PYCCKUT AFBIR

«ITHKOH SHAo-Cepaxepu, D8-On-Ch»
475 Kanne C

I'yatigao, ITyapro-Paxo 00969

ClA

<JloroTun: «3THKOH»>
XUPYPTHYECKHE TEXHONOTHH «flxotcon & [axoacons

CornacoBano
«21HKoH Iuxo-Cepkepu, In-In-Cip»
Oprasrsama
475 Kanne C, 00969 I'vaiinaGo, [Tyspro-Puko, CLIIA
Anpec
) Jb OT, HOPMATHBHO-! BOTO NUPOBAHUS
HorsnocTs
Jlakpuma Tuynep
QaMuana, HMa
08 no. 2023 200a
Jlarn JIJL. MM TTIT
<nOZNMUCaHo™>
Noanncs
<Kpyraas nevars: <nodnucano>
TMIEYATH <Haodnucv om pyxu: 08 noabps 2023 z00a>
HOTAPUYCA; <lllramr: Yunpam Llraiven
LITAT OTAHAO> Horapuyc, mrrat Oraiio
Cpok pgeficTua Moeli TMUCH3UH UCTEKACT
20 anpensa 2027 roga>

HHeTpyKuss o NpHMEHEHHI0
Ha MeHIHHCKOe n3aenue: «(Hacagia aag auccexunn u Koaryasunn ENSEAL® X1 k renepatopy
3JeKTPOXHPYPruueckoMy, YALTPa3ByKoBoMy G11, B BApHAHTAX HCNIONHEHHS»

1

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



Mepe”™a AaHHOrO TeKCTa BbINOMHEH nepesogyMkomM LLlomHb6040B0 Mapxabo MariaH6eeBHOIA.

Poccuiickaa degepayunsa
MNopog MockBa
[ecaToro HOA6PSA ABe ThiCAYM ABagLaTb TPETbEro roga

A, CUMOHSAH JnaHa ApTYypoBHa, BPeMeHHO MCMOo/THAOLWLaa 0683aHHOCTU HOoTapuyca ropoga Mocksbl
Kopcnk Mapun AnekcaHApOBHbI, CBUAETENLCTBYIO NOA/IMHHOCTbL NOAMUCU NepeBOAYNKA
LLlonH60a0BOM Mapxa6o MaiwaH6eeBHbI.

Mognuck caenaHa B MOEM MPUCYTCTBUM.

JINYHOCTL NoAnMcaBLLEero JOKYMEHT YCTaHOB/IEHA.

3apeructpmpoBaHo &peec-~ Ne 77/2139-H/77-2023- ~
ynnaneHQ"ajjOBepmeHHe HoT1ManbHoro aeicteus: 400 py6. 00 Kon.

\

t O.A. CUMOHSAH

Bcero npowwHypoBaHo, NPOHYMepoBaHo
N CKpenneHo neyatbto 43 nucTt(a)(oB)

BPWO HoTapuyca

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



