KOTINus

APOSTILLE

(CONVENTIONDE LA HAYEDU 5 OCTOBRE 1961)

1. COUNTRY: UNITED STATES OF AMERICA

2. THIS PUBLIC DOCUMENT HAS BEEN SIGNED BY

JANICE M LOPEZ
3. ACTING IN THE CAPACITY OF:

NOTARY PUBLIC OF NEW JERSEY
4. BEARS THE SEAL/STAMP OF:

JANICE M LOPEZ, NOTARY

CERTIFIED

5. AT TRENTON, NEW JERSEY
6. THE 15TH DAY OF NOVEMBER 2022

7. BY: Elizabeth Maher Muoio
State Treasurer

S. NO: A824841
9. SEAL/STAMP: 1Q.  SIGNATURE

Z/W//&«»—/

Elizabeth Maher Muoio
State Treasurer

Certificate Number: 144466078

Verify this certificate at
https:/7u'ww’.njportal.com."DOR/businessrccotds/Vali<iatc.aspx

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM WCTILITAHUF 1 PETHCTPALIMH METMLIMHCKUX U3REMM



CornacoBaHo/APPROVAL
Integra LifeSciences Production Corporation

11 Cabot Boulevard, Mansfield, M/1 02048 I'SA

Ailin Ortiz-Coordinator Internationab&egulatory Affairs
Integra LifeSciences Corporation

(Signature, name \ Mognucs, ®N0)

(Date \ arta)

PYyKOBO/ACTBO M0Mb30BaTeNs (MeAULIMHCKOrO U3aenms

AnekTpoxmpypruyecknin reHepatop Codman, ¢ NpUHaANEXXHOCTAMM

JANICE M. LOPEZ
H NOTARY PUBUC OF NEW JERSEY
Instruction for use Commidion #3004045
. . . My Gamrrission Bxpires 10/192006
Codman Electrosurgical Generator, with accessories

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



HanmeHoBaHue meauumHekoro nanenvs/Name of medical device

Codman Eiectrosurgical Generator, with accessories. dnekTpoxupypruyeckuii reHepatop ColiTan, c NPUHAaANEXHOCTAMMU.
Codman Eiectrosurgical Generator: DnekTpoxmpypruyeckuini reHepatop Co<lran c nNpuHagIexXHOCTAMN,

1. Main unit - 1 pcs B COCTaBe:

2. Power cord - 1pcs

3.ISOCOOL bipolar forcepstip - 1to 100 pcs (if necessary), variations: 1. OcHOBHOM 6n0K - 1WwWT

3.1.ISOCOOL bipolar forceps tip, working length 89 mm, tip 0,25 mm 2. Kabenb nutaHusa - 1nrr

3.2.1SOCOOL bipolar forceps tip, working length 89 mm, tip 0,50 mm 3. HakoHeuHuK 6unonapHoro nuHuyeta 1$0CO0N - oT 1 4o 100 wT. (Npwu
3.3.1ISOCOOL bipolar forceps tip, working length 89 mm, tip 1,00 mm Heob6xo4NMOCTH), B BapuaHTax UCMO/HEHWUA:

3.4.1SOCOOL bipolar forceps tip, working length 89 mm, tip 2,00 mm 3.1. HakoHe4YHNK 6unonsapHoro nuHueta T30OCOOwU, paboyas gnnHa 89 mMm,
3.5.ISOCOOL bipolar forceps tip, working length 114 mm, tip 0,25 mm anameTp HakoHedyHuka 0,25 mwm;

3.6. ISOCOOL bipolar forceps tip, working length 114 mm, tip 0,50 mm 3.2. HakoHeuyHuK 6unonsapHoro nmHueTta 180COOE, paboyas gnmHa 89 mm,
3.7.1SOCOOL bipolar forceps tip, working length 114 mm, tip 1,00 mm AvameTp HakoHe4yHuka 0,50 Mwm;

3.8.ISOCOOL bipolar forceps tip, working length 114 mm, tip 2,00 mm 3.3. HakoHe4YHnK 6unonspHoro nuHueta 180CO 0w, paboyas gnmHa 89 mm,
3.9. ISOCOOL bipolar forceps tip, working length 140 mm, tip 0,25 mm onameTp HakoHe4YyHuka 1,00 mMm;

3.10. ISOCOOL bipolar forceps tip, working length 140 mm, tip 0,50 mm 3.4. HakoHe4YHUK 6unonsapHoro nuHueTta 180COOE, pabouas gnmHa 89 Mm,
3.11. ISOCOOL bipolar forceps tip, working length 140 mm, tip 1,00 mm AnameTp HakoHeyHuka 2,00 mwm;

3.12. ISOCOOL bipolar forceps tip, working length 140 mm, tip 2,00 mm 3.5. HakoHeuyHunK 6unonspHoro nuHueta 180COOE, paboyasn gnanHa 114 mm,

3.13. ISOCOOL bipolar forceps tip, slimmer, working length 89 mm, tip 1,00 AnameTp HakoHeyHuKa 0,25 mwm;

mm 3.6. HakoHeuYHUK 6unonsapHoro nuHueTa 180COOC, paboyas gnnHa 114 mm,

4.1SOCOOL bipolar forceps handle - 1to 100 pcs (if necessary) AnameTp HakoHeyHuKa 0,50 mm;

5. Bipolar forceps - 1to 100 pcs (if necessary), variations: 3.7. HakoHeYyHUK 6unonsapHoro nuHueta 180CO0Owu, paboyas gnmHa 114 mwm,

5.1. Bipolar forceps, irrigating, bayonet, overall length 216 mm, tip 0,75 mm onameTp HakoHeyHuka 1,00 mwm;

5.2. Bipolar forceps, irrigating, bayonet, overall length 197 mm, tip 1,5 mm 3.8. HakoHeuHuK 6unonapHoro nuHueTa 180COOE, paboyas agnmHa 114 mm,

5.3. Bipolar forceps, irrigating, bayonet, overall length 197 mm, tip 0,25 mm AnameTp HakoHeyHuka 2,00 Mmm;

5.4. Bipolar forceps, irrigating, straight, overall length 130 mm, lip 0,75 mm 3.9. HakoHe4HUuK 6unonspHoro nuHueta 180COOE, pabouasa gnmHa 140 mm,
5.5. Bipolar forceps, irrigating, straight, overall length 130 mm, tip 0,25 mm AnameTp HakoHe4yHuka 0,25 MwMm;

5.6. Bipolar forceps, irrigating, straight, overall length 180 mm, tip 0,25 mm 3.10. HakOHeUYHUK 6unonapHoOro nuHueTa 180CO0Ou, padoyasa annHa 140 mm,
6. Reusable Bipolar Cord, Unitized Plug - 1to 50 pcs (if necessary) AnameTp HakoHe4yHuka 0,50 mwm;

7. Disposable Bipolar Cord, Unitized Plug - 1to 50 pcs (if necessary) 3.11. HakOHe4YHUK 6unonsapHoro NnuHuetTa 180C00wn, paboyasd gnnHa 140 mm,
8. Instruction for use - 1pcs onameTp HakoHeyHuKa 1,00 mm;

3.12. HakoHe4YHuK 6unonsspHoro nuHuyeTa 180CO 0O, paboyasa gnnHa 140 mm,

Accessories: AvnameTp HakoHe4yHuka 2,00 mMwm;
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. Codman Electrosurgica) Irrigalor - 1to 5 pcs

. Codman Electrosurgical System Interconnecting Cable - 1to 50 pcs

. Codman Electrosurgical System Foot pedal - 1to 5 pcs

. Codman Integrated Bipolar Cord and Tubing Set, Fixed Leads, Gravity Feed
- 1to 50 pcs

5. Codman Integrated Bipolar Cord and Tubing Set, Fixed Leads, Rotary Pump
- 1to 50 pcs

A WDN R

CBe,EI,eHI/IFl 0 nponseoaunTene MeaMLUMHCKOro

Integra LifeSciences Production Corporation
11 Cabot Boulevard, Mansfield, Massachusetts, 02048 USA
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3.13. HakoHeuYHUK 6unonapHoro nuHueTa ISOCOOL, ToHKuKI, paboyasa gnvuHa
89 MM, gnameTp HakoHeyHuka 1,00 mm.

4. PyKosiTKa 6unonsipHoro nmHueta ISOCOOL - ot | go 100 wT (npwn
HeobxoaAnmMocTKn)

5. BUNonsipHbIi NMHUEeT —~oT | go 100 wT. (Np1 HEO6XOAUMOCTM), B BapmaHTax
VNCMNOJIHEHNSA:

5.1. BUNoNsApHbI NUHLET, UpPUraLuoHHbI, 6alioOHEeTHLIN, 06Was ganHa 216
MM, AMamMeTp HakoHeyHuka 0,75 MMm;

5.2. BUNonsApHbIA NMHUET, NPPUTaLNOHHbIN, 6alioOHEeTHbINA, obwas gnnHa 197
MM, AuamMmeTp HakoHeuyHuKa 1,5 mwm;

5.3. BUNONAPHLIA NUHLET, UPPUTaLNOHHbI, 6aNOHETHbIN, obuwas gnnHa 197
MM, AnamMeTp HakoHeYyHuKa 0,25 Mm.

5.4. BUNONAPHBLIA NUHLET, UPPUTaLMOHHBIA, NPAMON, obwasa gnnHa 130 mm,
avameTp HakoHeyHuka 0,75 MMm;

5.5. BUNonspHbIi NMHUET, NPPUTraLnoHHbIN, NpsAMOi, obwasn gnmHa 130 MM,
onamMeTp HakoHe4yHuka 0,25 Mm;

5.6. BUNONAPHbLIA NNHLUET, UPPUTALNOHHLINA, NpsSMoOi obwasa gnvHa 180 MM,
anameTp HakoHeyHuka 0,25 mm;

6. MHOropas3oBbIi 6UNoONsApHbLIA Kabenb — oT 140 50 wWT (NMpu HEO6XOAMMOCTN)
7. OgHOpPa30BbI/i 6UNONAPHLIA Kabenb — oT 1 4o 50 wT (Npn HEO6xoANMOCTN)
8. PykoBoacTBO nonb3osatena - 1T

MpuHagnexxHocTu:

1. MppuUraumMoHHbIi Mogynb — oT 140 5 wT

2. CoegnHuUTeENbHbIN Kabens - oT | go 50 wT

3. Mepganb AnA aNeKTpoxmpyprum — ot 100 5 wr

4. NHTerpupoBaHHas cucTeMa TPYO6KU C BUNOASApHbLIM Kabenem a8 nogaymn
camoTekoMm - oT | go 50 wT

5. MHTerpupoBaHHasa cuctema TPyo6Kn ¢ 6unonsapHeiM Kkabenem gns
mppuraumoHHoro moaynsa - ot 1 4o 50 wTr

n3nenus/ Information about manufacturer

MHTerpa MandCaliHcu3 MNpogakwH KopnopeiiwH (Integra LifeSciences
Production Corporation)



11 Cabot Boulevard, Mansfield, Massachusetts, 02048 C LU A

CsefeHusA 00 ynonHOMOYeHHOM npeacTaBuTesie npoussoauTens/information about authorized representative of

manufacturer

Neuroproject LLC, OO0 «HeliponpoaxeKT»,
127486, Moscow, Korovinskoe shosse, 10, bldg. 2, floor 1, of. 101 127486, r. MockBa, KopoBuHckoe wocce, 4. 10, cTp. 2, 3T.1, nomew,.101
tel.+7(495) 660 81 73 Ten. +7(495) 660 81 73
WW W .neuroD.ru WW W .neuroD.ru

HasHaueHve meamumHckoro usaenusa/Purpose of the medical device
Codman Electrosurgical Generator with accessories is indicated for use for OnekTpoxmpypruyeckuii reHepatop Codman, c npuHagneXxHoCTsaIMu,
cutting and coagulation o fsoft tissue in surgical procedures. npefHasHayvyeH A1 pacCceyeHus N Koarynaumm MAarkmx TKaHen npu

XUPYpPruyecknx npoueaypax.

CaefeHuA 06 YCoBUSIX MPUMEHEHNSA MEAMLIMHCKOMO U3AeNns 1 NoTeHUMasbHbIX NoTpebuTtensx/information about
usage conditions

The medical device is intended for use at the standard conditions o f hospital MegnunHckoe usgenne npegHasHayeHoO ANA WCMONb30BaHUA B CTaHAapTHbIX
operating room environment. yCNOBUAX ONepaunoHHON cpefbl 60NbHNULbI.

A ll procedures should be performed by a qualified surgeon using standard Bce npoueaypbl AO/MKHbI BbIMOMHATLCA KBaIMPULUPOBAHHBIM XUPYProm C
surgical procedure. Surgeon is responsible for the implementation of cobnogeHneM CTaHAapTHOW XUPYPTrnyeckoi TEXHUKN. XMpPypr HeceT
appropriate steps and procedures to avoid infection and complications. OTBETCTBEHHOCTb 3a BbIMO/IHEHWE HaAnexalwnx mep n npoueayp Bo nsbexaHuve

MH(OUUNPOBAHUA N OCNOXHEHWIA.

MokazaHnaAndications

Medical device is indicated for use in surgical interventions in these surgical MeauunHCcKoe nsgenne nNokasaHo K NPUMEHEHUI0 Npu NpoBeaeHun
procedures where electro manipulating with softtissues is desirable: XNPYPruyecknx onepaLmoHHbIX BMelaTebCTB Npu He06X0ANMOCTH
npoBeAeHNs 3/IEKTPOXMPYPTNYECKNX MAHUNYNALNA C MATKUMW TKAHAMMW BO
when bipolar forceps are used: BpeMs c/eayro Wux XxMpypruyecknx npoueayp:
« Neurosurgery procedures

* general surgery Mpu ncnonb3oBaHUn cemencTBa N3aennin «<bBUNONAPHbLIA NUHLET>:
. urology . Helpoxupyprmuyeckue onepauumn
* nephrology ¢ Obwexmpypruyeckume onepaymu

« Yponorunmyeckue onepauuun
when ISOCOOL handle and tips are used: « Hedptonornyeckue onepauumn
« Neurosurgerv procedures
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e« general surgery

. ENT surgery

e« OB/GYN surgery

. M axillofacial procedures
« plastic surgery

e spine surgery

« orthopedic surgery

Mpwn ncnonb3oBaHUKM cemelicTBa U3gennini «<PykosaTka 6MNoNApHOro nuHueTa
ISOCOOL» n«HakoHe4YHUK 6unonsapHoro nuHuyeta ISOCCIHO L» B cbope:

e Helipoxnpypruyeckue onepauum

e Obuwexmpypruyeckue onepaunm

e Onepauun B 061acT 0OTONAPUHIONOTIUN

* AKylWepcTBO U FTMHEKONOrns

¢ B 4YeNOCTHO — NMMUEBON XMpyprum

¢ B nnacTuMyeckon xupyprum

e B cnuHanbHOW Xxupypruu

e B opToneguyeckmx onepaumnsx

NpoTrBonokasaHus/Contraindications

Device togetherwith ISOCOOL forceps is contraindicated for contraceptive
coagulation of fallopian tube tissue.

Mcnonb3oBaHne N3genns COBMECTHO C PYKOSATKOM M HAKOHEYHUKOM
6nnonspHoro nuHueTa ISOCOOL npoTnMBonokasaHo g5 MPOTUBO3ayaTO4YHOMN
Koarynsiynm TkaHelh MaTO4YHbIX TPY6.

Bo3MOXHble 0C/TOXKHEHWNS 1 MO604YHbIe 3deKTbI Npuy npumeHeHn MIN/Adverse reactions

No specific adverse events are listed in the respective documents

B coOTBETCTBYHOLWMNX JOKYMEHTAX He YKa3aHO HUKAKNUX KOHKPETHbIX
MOBGOYHbIX 966EKTOB

CBefieHNs1 0 IeKapPCTBEHHbIX CpefcTBax BXoaswmx B coctaB MIN/Pharmaceutical substances

Not Anolicable - This device fam ily does not contain any medicinal substances

HenpumeHMMO - U3genunsa He CoOaepXKaT NeKapCTBEHHbIX CPeaCcTB.

CBefleHNs 0 MaTepurasiax XMBOTHOI0/4esioBevecKoro npoucxoxaeHus/information about materials of animal/human
origin

Not Applicable - This device family does not contain any animal tissue

HenpumeHnmMmo - n3gennsa He cogepxart TKaHEel XNBOTHOTO npouncxoxageHns

CsepgeHus o0 natekce / pranarax s coctase MU / Latex/ phthalates

Codman Integrated Bipolar Cord and Tubing Sets contains a chemical (DEHP)
known to the State of California to cause cancer, or birth defects, or other
reproductive harm.

These chemicals are: bis (2-ethylhexil) and phthalate (DEHP)

These materials have been tested in accordance with current regulations. This
testing evaluated the toxicity and provided daily tolerable exposure (TE) levels
for compounds detected in extracts of medical devices. Safe levels of exposure
have been calculated for each component.

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

MIHTerpmpoBaHHble CcuUCTeMbl TPybOK C 6UNONAPHbBIM Kabenem cogepxart
XMMUYECKNe BewecTBa cemeicTBa AguokTungrtanatos (A37P),

COOTBETCTBUMN C 3aKOHaMu

KoTopoe, B
wrata KanudopHus, cuntaeTcs
NPUYNHOI OHKOJNIOTMYeCcKnUX 3aboneBaHuii, BPOXAEHHbIX aHOManuii pasBuUTus
nnoja UAn Apyrux HapyweHuii penpoayKTUBHOMN PYHKUUN.

OTUMU XUMUYECKMMU BELLECTBAMU SBAAIOTCA: 6GUC (2-3TUATeKcun) u granat

(437 o).

BO3MOXXHOM



B cooTBeTCTBUM C AelicTBylouweli perynsauunein faHHble MaTepuansl MpoLniv
npoBepky. OueHUBanacb TOKCUYHOCTb W MNPUBOAMIUCL YPOBHM CYTOYHOTO
nepeHocumoro Bo3geiicTBus (TE) AN coeAnHEHW [JaHHbIX XUMUYECKUX
BELECTB B COCTaBe MeVLUMHCKOro nsgenvsi. Ans Kaxnoro KOMMOHeHTa 6biin
paccunTaHbl U ykasaHbl 6e30nacHble A03bl.

PYHKLMOHabHOE onmncaHne MeamumMHCKoro msgenms/Functional description of medical device

Codman Electrosurgical Generator is a compact source of high radiofrequency
RP energy to be used with monopolar and bipolar instruments to cut and
coagulate tissue during surgical procedures. This is achieved by the selection of
electrosurgical accessories (e. g. monopolar or bipolar instruments), different
operating modes and power levels on the front panel o fthe device. A Il selections
are effected through pushbuttons and knobs. Indicator lights give the operator
feedback on the status.

The power level for each mode is indicated by front-panel digital displays.
During self-test or for error messages these digital displays also serve as
indicators. Activation of output power is performed through an instrument’s
finger switch and/or a foot pedal.

The maximum power output ofthe device in CUT mode is 80 watts (at 600 Ohms
load), and 80 watts in COAG mode (at 400 Ohms load). Operating frequency of
the device is maintained at4.0 MHz.

The device offers both monopolar and bipolar output wave forms. Both
monopolar mode and bipolar mode offers one CUT and one COAG wave form,
translating into a total of 4 operating modes for the user. The Codman
Electrosurgical Generator is packaged together with power cord and instruction
manual. Typical accessories are a foot pedal with cable and appropriate
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JneKkTpoxupyprmuyeckuii reHepatop Codman npeacrtaBnsieT cCoO60ii KOMMNAaKTHbIA
MCTOYHUK pPafnoYvYacTOTHOI 3HEeprumn, UCnonb3yeMblii C MOHOMOASPHLIMU U
OGUNONSIPHBIMU MHCTPYMEHTaMWU [ANA pe3kn U Koarynsauum TKaHW BO Bpemsi
XUPYpruyeckmx npouenyp. 3To focTUraeTcsa 3a cyeT BbiIGOpa COOTBETCTBYHOWUX
3NEKTPOXNUPYPTIMUYECKUX MNPUHALNEXHOCTel (Hanpumep, MOHOMOJSPHbLIX WU
GUNONSAPHbLIX WHCTPYMEHTOB), pas3/IMuHbIX pPabounx pPexXuMoB W YPOBHEI
MOUWHOCTW Ha nepegHeil naHenu ycTpoicTBa. Bbi6op ocyuiecTBnsieTcs ¢
NMOMOLbIO HAXMMHbIX KHOMOK U MOBOPOTHLIX py4yek. CBETOBble MHANKATOPbI
obecneuvBaloT AN onepaTtopa 06paTHY CBA3b OTHOCUTENbHO COCTOSHUA

ycTpoWcTBa.

YpoBeHb MOLLHOCTU AN KaXKAOI0 pexuma oTobpaxaeTcs Ha UMEPPOBbIX
Ancnnesx, pacnosioXeHHbIX Ha NepeiHei naHenn. Bo Bpems camoTecTupoBaHus
AN NPUN MOSIBIEHNN COO06LWEeHNN 06 owmnbKax 3TN UM POBLIE AUCNEN TaKxXe
cnyxaT B KayecTBe WMHAMKATOPOB. AKTMBAUUA BbIXOAHOFO CUrHana
ob6ecrneyMBaeTCs PyYHbIM MepeknyaTenemMm Ha UHCTPyMeHTe u/unu neganbio

4N 3NEeKTPOXUPYPrum

MakcumanbHas BbiXO4Has MOLWHOCTb cocTasnseT 80 BT (npu Harpy3ke 600 Om)
B pexxume CUT (pe3ka) u 80 BT (npu Harpy3ke 400 Om) B pexume COAG

(koarynauusn). Mopaepxunsaemas paboyas yacToTa ycTpoilicTBa cocTasnseT 4,0
MTIu.

YCcTpoicTBO obecneunBaeT Bbifavyy Kak MOHOMOMSAPHOro, Tak U 6MNonsspHoro
BbIXOAHOro0 curHana. W B MOHOMONAPHOM, U B OUNOAAPHOM pexunme
npegycMmoTpeHa Bblgaya ogHoro curdHana CUT mn ogHoro curHana COAG, 4Tto B
nTtore obecneymBaeT yYeTbipe paboynx pexuma gnsa nonb3osarens. B komnnekT

NMocCTaBKM 3MEKTPOXMPYPruyeckoro reHepatopa Codman BXOAAT CETEBOW WHYp



monopolarand bipolar cables, electrodes, and instruments, which are cleared and
available separately.

The Generator is part ofan eiectrosurgical system to be used with electrosurgical
instruments such as a pair of bipolar forceps and can be used standalone or with
the Codman Electrosurgical Irrigator when irrigation is needed. International
power cords will be supplied with the Generator also, depending on which
country the Generator is going to.

Power cord is supplied with the Irrigator also.

Codman Electrosurgical Generator Front View:

@ Inaj* Hectrosurgical G erat”

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

M UHCTPYKUMUS NO MPUMEHEHUIO. TUNOBbLIMU MNPUHAANEXHOCTAMU SABAAIOTCA
neganb gna 3NeKTPoOXMp3grum ¢ kabenem n coOoTBETCTBYHOLWME MOHOMONSIPHbIE
n 6unonsipHble Kabens, 3NeKTpoabl

M WHCTPYMEHTbl, KOTOpble MNpOXoAaaT

paspelwnTenbHbie Npoueaypbl U AOCTYMHbI K MPUOGPETEHNIO OTAENBbHO.

FeHepaTop UCMO/Mb3yeTCs C 3/IEKTPOXUPYPTUYECKUMU UHCTPYMEHTAMU, TAKUMU
Kak napa 6MnofspHbIX MUHUETOB, U MOXET WUCMO/Mb30BaTbCA OTAENbHO UM C
MPPUTaLMOHHBIM MoOfAynem, Korga Tpebyetcs wuppurayms. C reHepaTtopom
nocTasnsieTcs Kabenb NMTaHWA MeXAyHapoaHOro cTaHAapTa, B 3aBUCUMOCTU OT
CTpaHsbl, rae 6yAeT 3KCMyaTMpoBaThCs YCTPOICTBO.

NppuraumoHHbIA MoAyNb TakxKe NocTaBsieTCsi C Kabenem nuTaHus.

SNeKTpOoXupypruyeckuii reHepatop Co6Ttan, Buj crnepeam:

oO® ® 0 ® ®

irqp

o

02)

Codman Electrosui®ical Generator DNeKTPOXNPYPruYecknini reHepatop

Codman

Cut Cut (pe3ka)
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“Cut” Output Power

2
Setting Knob

3 “Cut” Display Screen

4 “Cut” Indicator Light

5 Operating Mode
Buttons

6 “Coag” Indicator
Light

- “Coag” Display
Screen

8 “Coag” Output

Power Setting Knob
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screen, operating modes, and power
button w ill illuminate

Controls the power setting for cutting
modes. Turning the knob clockwise
increases the power setting and
turning it counterclockwise decreases
the power setting. The power setting
is indicated on the “Cut” display
screen.

Displays the output power setting for
the activated “Cut” operating mode.
lluminates when the “Cut” operating
mode is activated, either by finger
switch (monopolar) or Foot Pedal
(bipolar).

Controls the operating mode and
illuminates when selected. The
display screen w ill show the output
power setting for the activated
operating mode. Only one (1) “Cut”
and one (1) “Coag” mode can be
selected simultaneously.

lluminates when the “Coag”
operating mode is activated, either by
finger switch (monopolar) or Foot
Pedal (bipolar).

Displays the output power setting for
the activated “Coag” operating mode.
Controls the power setting for
coagulation modes. Turning the knob
clockwise increases the power setting
and turning it counterclockwise
decreases the power setting. The

Pyuka HaCTpPOWKMN
MOLLHOCTU B pexume
cuT (paspes)

Awvcnnen BbIXOAHOW
MOLLHOCTU B pexXume
cuT (paspes)

CeeTOBO/I

MHANKaTOp paboTsl B
pexume cuT
(paspes)

KHonkwn BblGOpa

pexunma paboTbl

CeeToBOl

nHanKaTop paboTbl B
pexunme COAG
(koarynauns)

Auncnneii BbIXOAHOW
MOLWHOCTU B pexume
COAG (koarynauus)

avcnnesa, MHAUKaATOPbl pabouynx pexunMoB wn
KHOMKa nuTaHus.

O6ecneunBaeT ynpaBfeHue HacTpolikon
MOLLHOCTU Bpexunmax pesku. NoBopoT pyyku
Nno 4YacoBOW CTpesike yBenymBaeT MOLWHOCTb,
a MoBOpPOT MPOTMB  4acoOBOW  CTpesiku
yMeHblUiaeT HacTporika
MOLHOCTN NMHANLMPYETCH Ha IKpaHe gucnnes
«Cut»
OTob6paxaeT

MOLWHOCTb.

HaCTPOIKy BbIXOHOW
MOLWHOCTU ANA aKTUBMPOBAHHOrO padoyero
pexnma «Cut»

3aropaeTcsl Npy akTUBauum paéoyero pexuma
«Cut» nocpeACcTBOM pPYy4YHOro nepeknoyaTens
(MOHOMOASAPHLIN pexum) UM negann Ans
3NeKTpoxupyprumn (6UNONSAPHLIA pexnm).

O6ecneunBaloT ynpaBneHue pa6ounm
pexuMom " cBeTATCH, Korga
COOTBETCTBYIOLWUIA pexXnUm BbiGpaH. Ha

aKpaHe pgucnnes oTobpaxaeTcs HacTponka
BbIXOAHO/ MOLWHOCTUN AN aKTUBUPOBAHHOIO
paboyero pexuma. TONbKO OAMH PexXum -
«Cnb> unn «Coag» (Koarynaums) - MOXeT
O6bITb BblOpaH B OTAENbHO B3ATbIE MOMEHT
BPEMEHMU.

3aropaeTcsa Npu akTusauum paboyero pexnma
«Coag» (Koarynaumns) nocpegcTBOM PyYHOTO
nepekntoyaTens (MOHOMONAPHBIV PEXUM) NN
neganu AN a7eKTpoxupyprun (6UNonspHbIi
pexum).
OTobpaxaeT HacCTpPOWKy BbIXO4HOW
MOLLHOCTW [NA aKTUBUPOBaAHHOro pabouyero

pexuma «Coag» (Koarynsayus).



9 Neutral Electrode
Receptacle
“Neutral electrode
10 “not connected”
Indicator Light
Bovie and 3-Pronged
M Monopolar
Receptacle
12 Bipolar Receptacle
Foot Pedal
13 Connection
Receptacle
Irrigator Connection
14

Receptacle
15 Speaker

Volume Control
Knob

17 Device Tvpe Plate

16

18 Power Receptacle

Equipotential
Connector

19

Internal Features

Auxiliary Supply
N/A

Main Board
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power setting is indicated on the
“Coag” display screen.

Accepts the international rectangular
connection of neutral electrodes.
lluminates and flashes red when the
neutral properly
connected to either the Generator or
the patient.

electrode is not

Accepts either a Bovie connection or
3-pronged connection cord for use
with monopolar instruments.
Accepts a Codman bipolar cord for
use with bipolar instruments.

Accepts the 4-pin end of the Foot
Pedal cord.

Accepts the 3-pin end ofthe Codman
Interconnecting Cable.
Produces
wamings/indications.

audible

Controls the volume ofthe speaker.

Provides device labeling information.
Accepts the 3-prong power cord plug.
Metal bar to allow for grounding in
requiring

rooms potential

equalization.

Separate power
auxiliary

supply generating
supply voltages for the
electronic boards, connected to the
main board via cables.

Includes the microcontroller system

(2 microcontrollers), RF generator.

10

10

11

12

13

14

Pyuka HacTpOWKM
MOLLHOCTU B pexume

COAO (koarynauus)

He3n0
noakKatovYeHus
HEeNTpaibHOIo
aneKTpoja
CeeToBOl
MHAMKaTop
HenpaBW/bHOTO
NoAKIOYEHNA
HelTpanbHOro
anekTpoaa
MoHononapHoe
rLHesso ans
noakAtoYeHus
pa3béma boyBun unu
TPEXKOHTaKTHOIO
pa3béma

BunonapHoe rHe3ago

He3n0
NnoAKIKYEeHUs
nepanu
MHe3g0
noaKIrYeHns
vppuratopa

Ob6ecneunBaeT yrnpasrfieHue HacTpOWKom
MOLWHOCTU B peXxunmax koarynaymun. MosopoT
Py4YkKM NO 4acoBOW CTpenke yBennymBaeT
MOWHOCTb, a MOBOPOT MPOTUB YacOBOIA
CTpPeNKM yMeHbllaeT MOWHOCTb. HacTpoiika
MOLLHOCTU HANLNPYETCA Ha 3KpaHe gucnnes

«Coapg» (koarynaums).

O6ecneynBaeT BO3MOXHOCTb NMPUCOEANHEHUS
HeliTpanbHbIX 3NEKTPOAOB C MPSIMOYrO/IbHbIM
coefvH/TEeNeM MeXayHapoAHOro crtaHgapTa.

3aropaeTcsa U MUraeT KpacHbiM LBETOM, ec/u
HelTpanbHbIii 3neKTpoa HenpaBuIbHO
NpYCOeANHEH K FTEHEpPaTopy AN K NauueHTy.

Mo3BonseT nNoAknuyaTb
MHCTPYMEeHTa KakK C MOoMOWbl pasbéma
BoyBM, Tak Y C NMOMOLLbIO TPEXKOHTAKTHOIO

pasbéma.

MOHONONAPHLIEe

O6ecrneunBaeT BO3MOXHOCTb MPUCOELNHEHMS

éunonapHoro kabens Codman ons
MCrnonb30BaHnsa c 6UnNoNApHbLIMMU
VHCTPYMEHTaMM.

MNMo3BonseT nogkntoyaTb kKabenb negann c
YeTbIPEXLW ThIPbKOBbLIM pa3bEéMOM.

O6ecneunBaeT BO3MOXHOCTb npncoeanHeHusA
coeaANHNTENBHOTIO kabens Cc

TPEXW TbIPbKOBbLIM pasbeMOM



Output Board

Baiun

Front Board

Rotary Encoder
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DC power supply, sound generator,
and the interfaces for the external
irrigator and foot pedal. The
microcontrollers monitor the
functions of the internal components
ofthe Generator.

Includes the RF power output for
monopolar functions, RF power
output for bipolar functions, neutral
electrode (NE) monitor, and finger
switch  interface for monopolar
devices.

Suppresses high frequency leakage
currents.

Includes the keys for selecting
operating modes, and activation of
LEDs, NE LED, and seven-segment
displav screen.

Adjusts the output power settings
upon control of the Output Power
Setting Knobs.

15 AnHamuk

Pyuka HacTpOWKKn

16
rPOMKOCTM 3ByKa

17 Wunnbank

18 Pa3bém nutaHusa

Pa3bém

noaAKNK4YeHnA K

19 cucteme
BblpaBHUBaHUA
noTeHymnanos

BHyroeHHue @yHKNHK

NCTOUYHMK
BCnomMoraTesibHOro
nuTaHmnsa

He
npu
MeH
nmo
naBHas nnaTta

11

O6ecneunBaeT 3BYKOBYHO WHAVKauuo
pexvma pa6oThl " 3BYKOBbIE
npeaynpexaeHus.

Mo3BonsseT U3MEHATb T[POMKOCTb 3BYKOB,
PopMUpyeMbIX AMHAMUKOM.

MpepocTasnaeTt NHpopmayunto no
naeHTndmnKaumm yctpoiictaea.

MNo3BonseT nogknoyaTb Kabenb nuTaHusa c
TPEXKOHTAKTHbLIM pa3beMOM.
Mcnonb3yeTtca ans coefuHeHunA

ob6opyfoBaHUA C WWHOW  BblpaBHUBaHUS
NnoTeHUManoB B TMOMELEHUsIX, B KOTOPbIX
TpebyeTcsi BblpaBHMBaHWe noTeHuuMana. B
KayecTBe W UNHbI BbipaBHMBAHUA NOTEHLMANOB
ucrnonb3yeTcs  MeTaliMyeckas nofoca B
3aNeKTpowWunTe, K KOTOPOW nogkntoyalTcs Bce

HelTpanbHble N 3a3eMsaLWme NPOBOAHNKN.

OTAEeNbHbIN NCTOYHUK nuTaHus,
dopmupytoWwni BCNoOMoOraTesibHble
HanpsHkeHUss MNUTaHUA ANS  31eKTPOHHbIX

nnat, noaknto4yaembiXx K rnaBHoli nnarte c
nomMolblo Kabenei.

CofepXXNT MUKPOKOHTPONNEPHYIO cucTemy (2
MUWKPOKOHTpoOnepa),
MCTOYHUK

PY-reHepartop,

NUTaHWs  MOCTOSIHHOIO  TOKa,
reHepaTop 3BYKOBOIO CUTHana u uHtepgelicol

Ana BHeWHero wumppuragymMoHHoro moaynsda wm

neganu ans 3NEeKTPOXUPYPTUN.
MWKPOKOHTpO/NEepsI KOHTPONUpyoT
yHKUMN BHYTPEHHUX KOMMOHEHTOB
reHeparopa.



Block Diagram:

Ilnara prixoaa

Copepzur  sbixon  PU-curpanma  ang
MoHonompasx Gynxnuii, stixon PY-curnana
ans  Gunonapweix  $ywuui, moHWTOP
neirrpamsiioro anextposia (NE) u unrepdeiic
PYYHOTO NEPERTIONATENA 1S MOHOTIONANPHAIX
YCTpO#CTB.

Cornacyiomuif

Tonaenser BHCOKOIACTOTHLIC TOKH YTCUKH.

Iepemnan nanens

Conepxur knasuird ans ssiGopa paboumx
PEXMMOB,  CBETOAMOAHLIE  HHAKKATOPEL
AKTMBALIHH, CBETOAWOAHHIE  HHAMKATOpP
Hefirpansioro anmextpoaa NE M 2xpan
CEMACETNCHTHOIO IMCIies.

[ToropoTHziii
SHKOREP

OfecneunBaer  PEryAHPOBKY  BHIXOAHOH

MOIDHOCTH NpA YONPABICHHH  PpPYIKAMH
HKH BEIXOAHOH MORIHOCTH.

Baox-cxema:
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Mains

Fuse

(1) Auxiliary Supply

Galvanic isolation

(2) Main Board

(2.2) Controller System

(2.1.1) Microcontroller 1(HC)
(2.1.2) Microcontroller 2 (WDC)
(2.2) RF Generator

(2.3) Power Supply
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IMnaBKWiA NpeAoXpaHUTENb

(1) VICTOUHMK BCrOMOTaTe/bHOTO MATaHMS!

["anbBaHMYecKas passaska

(2) MnaBHas nnata

(2.1) KoHTporniepHas cuctema
(2.1.2)MmkpokoHTponnep 1 (HC)
(2.1.2) MukpokoHTponep 2 (WOC)
(2.2) PY-reHepartop

(2.3) VIcTOuHUK nuTaHms
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(2.4) Footswitch interface

(2.5) Pump interface

(2.6) Sound Generator

(3) Output Board

RF Power Output (Bipolar)
(3.1) NE Monitor (Monopolar)
(3.2) Power Output (Monopolar)
(3.3) Fingerswitch interface (Monopolar)
(4) Baiun

Monopolar AE

Bipolar

(5) Front Board

(6) Rotary Board

Cxema:

14

(24) WHTepdheiic nefanm ans
3/1EKTOOXVOYOT H

(2.5) WiHTepdheiic Hacoca

(2.6) eHepaTOp 3BYKOBOTO CUHasa
(3) Mnara BbIXOAA

Bbixog PY-cvrHana (61nonspHbIi)
(3.1) MonuTop NE (MOHOMOMSIPHbIIA)
(3.2) Boixog, PY (MoHoMonspHbIiA)

(3.3) VHTepdeiic py4HOrO MepeknrovarTens
(MOHOMOSOKBbIA)

(4) CornacyroLpin TpaHcthopmaTop
MOHOMONSPHB IV aKTVBHBIA 31eKTpog, (AE)
BUnonspHb I

(5) MepenHsa naHesb

(6) MoBOPOTHLIIN 3HKOAEP
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Isolation diagram
Codman Electrosurgicai Generator
Interface Supply Approved Component

Appliance Inlet

Aux. Power Supply  Approved
Comoonent
Secondary Circuit

Monop.Cut
Monop.Coag
Aux.Supply
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Cxema vizonsumm

NeKTPOXMPYPrAHecKuii reHepatop Codman

YTBEPXKAEHHBIA ~ KOMMOHEHT AN MKTaHWS
nHTeo<belica

MpnbopHas BuIKa

YTBEPXKAEHHbIA ~ KOMMOHEHT  ANA  UCTOYHMKA
BCMOMOraTe/lsHoro nMuTaHvsa
BropuyHas Lierb

MoHon. peska
MoHon. koarynsauus
Bcriom. nuTaHve



The following numbering ofthe description is synchronous to the block diagram.

(1) Auxiliary supply

A separate power supply generates the auxiliary supply voltage (+5V/+12V/-
12V) for the electronic boards. The auxiliary supply voltages are connected to
the main board via cables. More voltages (+5V/8V/10V/-5V/-8V/-10V) are
generated on the main board, including the redundant voltage supply (+5V B) for
the watchdog controller (WE>C).

(2) Main board

The main board includes the RF generator, the DC power supply for the RF
generator, the microcontroller system, the sound generator and the interfaces for
the external irrigation pump and the pedal. The auxiliary supply, which is a
standard low voltage supply is placed on the rear ofthe device.
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NE N5

HFout PY-BbIxog,

AP monopolar MoHononsipHas pabouasi YacTb (AP)
AP bipolar BunonspHas pabouast YacTb (AP)
Outlet monopolar MOHOMOMAPHB IV BbIXO4

Outlet NE Bbixog, HeliTpanbHoro anekTpoga (KE)
Outlet bipolar BunonspHbIi BbIXOA,

User Interface IMonb30BaTeNbCKMiA MHTepdeiic
Footswitch negasb 151 ANeKTPOXVPYPrin
Irrigation VippuraLyoHHbIin Moay b

Component index:

Ixx On main board 08-200-45-96
2xx On pickup board 08-200-48-70
3xx On mains interface 08-200-44-07

VIHAEKC KOMMOHeHTa:

1xx Ha rnaBHoin nnate 08-200-45-96

2xX Ha nnare 3axsara 08-200-48-70

3XX Ha ceTeBOM MHTepdheiice 08-200-44-07

MNMpuBeaeHHaa fganee Hymepauyma onucaHusa coBnajaeT C Hymepau,meVl Ha 6n0k-
cXxeme.

(1) NcTo4HMK BCNOMOraTesnbHOro NUTaHns

OTAenbHbI NCTOYHMK NUTaHUA GopMupyeT BCAOMOraTenbHOEe HanpshKeHune
nutaHua (+5B / +12B / -12B) gnA 321eKTPOHHbLIX nnat. BcnomoraTenbHble
HanpsHXKeHNa NMTaHUA NOAATCA Ha FNaBHYIO NnaTy yepe3 Kabenu. Ha rnaBHo
nnate opmMumpyeTcsa 60Mbluee KONMYeCcTBO HanpshxeHun (+ 5B / +8B / +10B / -
5B / -8B / -10B), BK/1OYas HanpsbkeHue pe3epBHOro nutaHua (+5B) ansa
CTOpoOXeBoro koHTponnepa (WDC).

(2) MaBHasa nnata

naBHasa nnata cofepXuT PY-reHepaTop, NCTOYHMNK NUTaHUA NOCTOAHHOIO TOKa
ana PY-reHepaTopa, MWKPOKOHTPONNEPHYIO CUCTEMY, FreHepaTop 3BYKOBOFO
curHana u nHTepdelicel 4N BHELWHEro NppUrayMoHHOro Moaynsa n neganu.



(2.1) Controller system

The controller system consists oftwo independent controllers, microcontroller 1
(HC) and microcontroller2 (WD C) and is located on the right side at the frontof
the main board. The controllers monitor the following functions:

RF generator

Power supply for RF generator
¢ Foot pedal interface

Pump interface

Sound generator

Instrument encoding

Finger switch interface for monopolar

Impedance monitor

NE monitor (patient plate control)

Front board

Rotary encoder

K1 & K2 (Switch offthe power supply ofthe RF generator in case of
failure)

The controllers communicate with each other via SPI interface. Safety relevant
functions are managed and observed by both controllers independently. In case
ofdeviations in the comparison o fthe measured data, the RF output power is shut
down. Each ofthe two microcontrollers can open the safety relays K 1and K6. In
case ofan error, relays K1 or K6 w ill additionally switch offthe RF generator’s

voltage supply. The controller system communicates with the front board via the
12C-BUS (I-Squared-C-Bus).
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McTo4YHMK BComMoraTe/ibHOro nuTaHusa, I'Ipe,ﬂ,CTaBJ'IFII-OLIJ,VIVI coboii CTaH,D,apTHbIVI
NCTOYHNK HN3KOIro Hanps>XeHunsd, pacrnosioXXeH B 3a,£l,Hei7I 4acTtun yCTpOVICTBa.

(2.1) KoHTponnepHas cuctema

KoHTponnepHaa cuctema COCTOMT U3 ABYX HE3aBUCUMMbIX KOHTPO/IEpPOB
MUKpPOKOHTponnepa 1 (HC) n mukpokoHTponnepa 2 (>\T)C) - n pacnonoxeHa
cnpaea B nepefjHei 4acTu rnaBHOW nMnaThl.
KOHTPO/b CNeAyto Wwmnx pyHKLNii:

KoHTponnepbl o6ecneumBaioT

PY-reHepatop

McTo4YHNK nuTaHmna PUY-reHepartopa
*  WHTepdeiic negann gnsa aNeKTPOXNUPYpPrum

MHTepgelic Hacoca

eHepaToOp 3BYKOBOrO cUrHana

MporpammaTop npubopa

MHTepdelic pyyHOro nepeknoyaTens 418 MOHOMNONAPHOTO pexuma
MoHuTOp nMnegaHca

MoHuUTOp blE (KOHTPO/Ab NAACTUHBLI NaynueHTa)

MNepenHas naHenb

MOBOPOTHbLIV 3HKOAEP

K1 n 1C2 (BblKIHOYEHME UCTOYHMKA nMuTaHusa PY-reHepaTtopa B cryyae

HencrnpaBHOCTW)
KoHTponnepb B3auMOZENCTBYOT MeXay coboi ueped wuHTepgeiic SPI.
YnpaBneHne U KOHTPOAb (YHKUMIA, OTHOCAWMXCS K 6Ge30nacHOCTW.
ocywecTBasloTCA  060MMW  KOHTpoOJnepamMu He3aBNCUMO. B  cnyvae

Oo6HapyXeHUsA OTKIOHEHWI MNpu CpaBHEHUU U3MEPEHHbIX AaHHbIX BbIXOLHOMN
PY-curHan oTkno4vaeTcsa. Kaxpgbli M3 ABYX MUKPOKOHTPO/IEPOB MOXET
pa3mbikaTb pene 6e3onacHocTu K1 un K6. B cnyyae own6km pene K1 nnn Ko
[ONONMIHUTENbHO OTKNK YA T NUTaHne PY-reHepaTopa. KoHTponnepHas cuctema
ocylecTBNAET CBA3b C NepefHel NnaHenblo yepes WKUHY 12C (nocnegosaTtensHas
acMMMeTpuyHas WnHa).



(2.2) RF generator

The R f generator is placed on the left front side at the main board. It has been
configured as a push pull am plifier and works at a fixed frequency of4 MHz.
The microcontrollers generate a pulse control signals for the RF generator. The
RF generator produces different signals for the chosen kind of current and
dependent on the current mode.

There is a matching network between the RF generator and the output
transformer. RF power is uncoupled through separate output transformers for the
monopolar and bipolar RF modes and guide to the respective connector socket
via the RF output board.

The output transformers are mounted at the front of the main board and have

plugs atthe winding ends coming out o fthe transformer. The plugs are connected
with the RF output board.

(2.3) Power supply The DC power supply provides the RF generatorwith a DC
voltage from OV to 60V. The DC voltage value is a setting value to regulate the
RF output power.

The voltage is generated by a primary synchronized switching supply unit in
voltage fed half bridge circuits located on the right side at the rear ofthe main
board. The switch mode power supply is addressed by a switching power supply
controller on the secondary side. The switch transistors on the primary side are
addressed by pulse transformers with aworking frequency ofabout 100 kHz. The
power supply is protected by a current limiting circuit in a case of failure, such
as by a short circuit in the RF generator. The main fuses also serve as a primary
side protection for the switching power supply. The fuse is a T3,15A/ 250V
protecting the entire system for voltages from 100V to 240V.

(2.4) Foot pedal interface
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(2.2) PY-reHepatop
PY-reHepaTop pacnonoxeH cneBa B MepejHeil 4YacTu rnaBHoW nnatbl. OH
peann3oBaH Mo cxeme ABYXTAKTHOIO ycunuTensa n pabotaeT Ha GUKCUPOBAHHOM
yactoTe 4 MI'y. MUKPOKOHTpPONNEPbl (POPMUPYIOT UMMYbCHbIE yrpasnsatowme
curHanel pna PY-reHepartopa.

PUY-reHepaTtop BblpabaTbiBaeT pasfnyHble

CurHanbsl ansa Bbl6paHHOr0 Byaa TOKa N B 3aBMCMMOCTU OT pexnma Toka.

Mexay PY-reHepaTOpoOM M BbIXOAHbIM TpaHCHPOPMATOPOM NpesycMoTpeHa
cxema corfacoBaHusi. PY-curHan pasBa3blBaeTcsl Yepe3 OTAeflbHble BbIXOAHbIE
TpaHcopmMaTopbl Aas  MOHOMONSPHOro

M BUNONAPHOIO  PEexXumMoB

HanpaBnsieTCs K COOTBETCTBYlOWEeMy CoeiMHUTEN0 Yepe3 nnaTy PUY-Bbixoga.

n

BbixogHble TpaHchopmMaTopbl yCTaHOB/EHbI B NepejHe yacTn rnaBHOW nnaTbl
M UMEeIT BUNKN Ha KOHLax O6MOTOK, BbIXOAAWMWNX M3 TpaHchopmaTopa. ITu
BUNKN NogkntoyarTca K nnate PU-Bbixoga.

(2.3) NcTOYHUK NUTaHusa NCTOYHUK NUTaHMUSA NOCTOSIHHOINo TOoKa obecneunBaeT
nntaHne PY-reHepatopa NOCTOSAHHbIM Hanps>xeHuem oT 0 go 60 B. 3HaueHue
MOCTOAHHOIO HanpsXeHus 3TO 3Ha4yeHMe HacTpoOlKM ANS PeryampoBKu
MOLWHOCTMN BbIXOAHOTO PY-curHana.

HanpsbhkeHne opmupyeTca NepBUYHbLIM CUHXPOHU3MPOBAHHLIM MMMY/bCHbIM
WCTOYHUKOM MNUTaHUA B MONYMOCTOBbIX CXeMax, PacrnofloXeHHbIX crnpaBa B
3aAHelt 4acTu raBHOM C
B3ammogelicTByeT MMMNYNbCHOTO  WUCTOYHMKA MNUTaHUS Ha
BTOPUYHOW CcTOpoHe. C KOMMYTUPYHOLWNMUN TpaH3UCToOpaMu Ha NepBUYHON
CTOpOHE B3auMoOAelicTByIlOT

nnarbl. MMNYNbCHbIM  UCTOYHUKOM NMUTaHUA

KOHTpOnep

MMNyNbCHble TpaHcdopmaTopbl C paboueit
yacTtoToli okono 100 kly. VMICTOYHUK NUTaHUA MMeeT 3aluTy B BUAE CXEMbl
orpaHuU4yeHUs TOKa Ha cnyyail oTkasa, Hanpumep, NpyY KOPOTKOM 3aMblKaHUN B
PY-reHepaTtope. OCHOBHble MaaBKMe MpegoxpaHUTenu Takke obecneymBarT
3aWmnTy MNEepBUYHOW CTOPOHbI MMMYNbCHOFO WCTOYHWKA NUTaHusA. MnaBkuii
npegoxpaHutens T3,15A / 250B o6ecneunBaeT 3awWuTy BCEW CUCTEMbI
AnanasoHe HanpshkeHun ot 100 go 240 B.

B

(2.4) NnTepdheiic negann gns 3aNCKTPOXUPYPTUN




Interface to connect a two pedal foot pedal to activate the selected CUT and
COAG current waveforms.

(2.5) Pump interface
Interface to connect an external irrigation pump.

(2.6) Sound generator
The sound generator produces different tones depending of the actions (RF
activation, warning, error sound etc.)

(3) RF output board

The output board is divided into an area for monopolar functions on the left side
and an area for bipolar functions on the right side. Each of these areas is
subdivided into a galvanic separated patient circuit (atthe front o fthe board) and
an intermediary circuit (at the back of the board). Separation of these areas is
affected by four transformers and five optical fiber guides. The rear part of the
RF output board has the same GND as the main board.

(3.1) NE monitor (patient plate control)

One-piece and two-piece NE (neutral electrode) can be connected to the device
and are recognized automatically. The NE monitor is a free running oscillator
with amplitude modulation. The amplitude is reduced by the impedance of the
skin ofthe patient. A transformer transmits the frequency to the main board and
an analog signal is generated. The signal is read by the controller system. In case
ofoscillator failure, the unit goes into error mode and the NE LED flash at half
frequency (1 Hz) and the monopolar RF power is blocked.

(3.2) Finger switch interface (monopolar)
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NHTepdeiic ans NOAK/OYEeHNS neganu ans 3NEKTPOXNPYPTIUN,
npeAHa3sHavyeHHOW AN akTMBauuMyM BbIGPAHHbIX TOKOBbIX curHanoB CUT wun

COAG.

(2.5) NHTepgenc nppurauMoOHHOro Moayns
WHTepdeiic AN NnpucoeanHeHs BHEWHEro NpPUrauMoHHOro Moayns.

(2.6) NeHepaToOp 3BYKOBOrO curHana

FeHepaTop 3BYKOBOIFO cuUrHana o6ecrneymBaeT Bblayvy pas3/IMYHbIX TOHasbHbIX
CUIHa/IoB B 3aBUCMMOCTM OT BbIMOJIHAEMbIX AelicTBUii (akTnBaums PY-Bbixoaa,
npeaynpexgeHue, onoselieHne 06 owmnbkKe 1 T. M.)

(3) NnaTta PY-BbIXOAA

Mnata BbiIxoga pasjeneHa Ha 30HY Ans

pacnonoXeHHyr C nesotii CTOPOHHI,

MOHOMONAPHbLIX  QYHKLUMWNA,
M 30HY ANs OUNONSPHbLIX (QYHKUWA,
pPacnonoXXeHHY C NpaBoil CTOPOHbLI. Kaxaas u3 aTux 30H nogpasfensetcsa Ha
rafbBaHM4YeCKN pa3BA3aHHbIAi KOHTYp nauveHTa (B nepegHel yacTu nnatbl) ©
NPOMEXYTOUHbIi KOHTYp (B 3afjHell yacTu nnatbl). Pa3Ba3ka Mexay aTumu
30HamMu obecneynBaeTCcs yeTblpbMs  TpaHchopmaTopamu n NATbLIO
ONTOBO/IOKOHHbIMU KabenAamMun. 3agHAs YacTb nNnaTbl BY Bbixoga nmeeT TO Xxe
3a3emM/ieHne, 4TO 1 rnaBHasa nnarta.

(3.1) MoHuTOp NE (KOHTpPO/b NNACTUHBI NauyMeHTa)

OfHOCEKUNOHHBLIN N ABYXCeKUWOHHbIN NE (HelTpanbHble 31eKTpOAbl) MOryT
OblTb MOAKAKOYEHbI K YCTPOWCTBY M pacrno3HalTcs aBTomMaTuvyeckn. MoHuTop
NE npegcTtaBnseT co60i HECUHXPOHU3UPOBAHHbLIN reHepaTop C aMNAUTYLHO
Moaynauuer. AMNAMTyga ymeHblwaeTcAa MO BAWSHMEM MMMefaHca KOXK
nauymeHTa. OT TpaHcopmaTopa YaCcTOTHbIN CUrHan nepefaeTcs Ha rnaBHYHO
nnaty, rae popmupyeTcs aHanoroBbiii curHan. CurHan cuMTbiBaeTcs CUCTEMOWN
KOHTponnepa. Npun c6oe reHepaTopa yCTPONCTBO MNePEXoauT B PeXnNM OWnoKu,
cBeTOoANOAHbIA nHankaTtop NE HaunMHaeT muratb C MOMIOBUHHON yacToTon (1
y), a Bbiga4ya MoHononsapHoro PY-curHana 6noknpyeTcs.

(3.2) NHTepdeiic pyyHoro nepeknoyaTens (MOHOMNONAPHbIN)




The RF current can be activated either by the foot pedal or a finger switch. The
activation signals CUT and COAG from the finger switch ofthe handpiece are
transmitted to the controller system via two optical fibers. The auxiliary energy
is generated by galvanic isolated power supply.

(4) Baiun (monopolar and bipolar)
Means for suppressing high frequency leakage currents.

(5) Front board

The front board includes all keys for selecting the current waveform, special
function and program mode. The activation LEDs, NE LED and the seven-
segment displays are also on the front board. When the unit is switched on, the
keys are illuminated and are visible even in a dark environment.

(6) Rotary encoder

The set points can be adjusted via the rotary encoder.

Power cord supply together with Electrosurgical Generator. The imagine is
provide below;

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

20

PY4TOK moxHO akTuBMpoBaTb Meganblo AN 3NeKTPOXUPYPIrUU WU PYUHbIM
nepeknwyarenem. CurHanbl CUT wn COAG oOT pyyHoro

nepeknoyaTens pPydyku nepefaldTCs B KOHTPOMNEPHYI CUCTeMy Mo ABYM
OMNTOBOJ/IOKOHHbLIM  Ka6ensam.

akTuBauunmn

BcnomorartensHas 3Hepruvs

raibBaHn4yeckun pasa3aHHbIM MCTOYHUKOM NMNTaHUA.

BblpaﬁaTbl BaeTcA

(4) Cornacywowuii TpaHcopmMaTop (MOHOMONMSAPHBLIA N GUNONAPHBLIA)
CpeAcTBO AN NoAaBNeHUA BbICOKOYACTOTHbLIX TOKOB YTEUKN.

(5) MepegHas naHenb

Ha nepegHei naHenn HaxogaTcs BCe KHOMKW AN BblGopa TeKywero curHana,
cneunanbHbiX QYHKLWUIA K pexuma nporpammumpoBaHusi. CBeTOANOAHbIE
MHAVMKATOPbl akTuBauuu, CBETOANOAHbLIN MHAMKATOP NE U ceMucerMeHTHble
aAncnnen Takke HaxogaTcs Ha nepegHeli naHenn. Korga ycTpocTBO BK/HOYEHO,

Knapuwmn noacBeynBardTCA N pa3/indynMMbl gake B TEMHOTE.

(6) MOBOPOTHLIN 3HKOAEP
YcTaBKM MOXHO peryimpoBaThb C NMOMOLLbIO MOBOPOTHOINO 3HKOAepa.

CoBMecTHO c [eHepaTopoM nocTaBfsieTcs Kabenb nuTaHusA. CxemaTuyeckoe
n3obpaxeHne kabens npmMBegeHO HUNXE;



ISOCOOL bipolar forceps tip (REF 8135025S; 8135050S; 8135100S;
8135200S; 8145025S;8145050S; 8145100S; 8145200S; 8155025S;
8155050S; 8155100S; 8155200S; 823510GL).

ISOCOOL tip should be used togetherwith ISOCOOL Handle as bipolar forceps
for Codman Electrosurgical Generator for coagulation and manipulating of
tissue. ISOCOOL tips are available in a variety of lengths and diameters, as
provided below:

TOP |

¢om)

rogar)
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HakKoOHe4YHUK 6unonapHoro nnHuetTa ISOCOOL, BBapunaHTax NCNOIHEHNSA
(KaTanoxHble Homepa 81350258; 81350508; 81351008; 81352008;
81450258;81450508;81451008; 81452008; 81550258; 81550508; 81551008;
81552008; 823510CE):

HakoHe4yHUK ISCHO OOL ucnonb3lyeTcs BMecTe C pykosiTKon ISOCOOL B cbope
B KayecTBe OMMNONAPHOrO nuHUeTa ANA paboTbl C 3/EKTPOXUPYPTUYHECKUM

reHepaTtopom fAnsa Koarynauum v MaHUnynauum TKaHAaMU. HaKoHe4YHUKu
[OCTYMNHbI Pa3NNYHON ANVHBI U AMameTpa, Kak nokasaHo HUuxe:
TCP | sioe
8135200S
mm) far) U o Taa)
Kpome TOro, KOHCTPyKUMA HaKOHe4YHWKa obecneyuBaeT MpasBu/ibHOe
BblpaBHMBaHMWE MNuHUETa MNpU KaXAOM UCMNOoNb3oBaHUM. 3DTU CBONCTBa

6unonspHoro nuHueTa ISOCOOL MOryT NnOMO4Yb COKpaTUTb BpeMs NpoLeaypsbl,
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In addition, the tip design helps ensure properly- aligned forceps each time. These
features of the ISOCOOL Bipolar Forceps can help save procedure time by
minimizing or eliminating the need to clean or replace the forceps.

The unigue AHT (Active Heat Transfer) Technology employed in the forceps
tips is designed to eliminate sticking oftissue. In addition, the tip design helps
ensure properly-aligned forceps each time. These features of the ISOCOOL
bipolar forceps can help save procedure time by minimizing or eliminating the
need to clean or replace the forceps. By drawing heat away from the tips, the
electrode maintains a low enough tip temperature to avoid sticking but high
enough to coagulate effectively.

Schematic Di“am ofAHT Technology in the ISOCOOL Tips:

Enlarged wicking structure Controlling heat at the tip by
continuously evaporating and
condensing the internal

working fluid

L 1

So* 60

t o N

«n: M I

isocDol Bipolar Forceps Competitive forceps

Mifilh AHT Technology wohout AHT Tecimology

The ISOCOOL Tip contain a heat pipe, which consists o f a sealed, vacuum tight
copper pipe, containing a wick structure and a working fluid (water) enclosed
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CBOAA K MUWHMMYMY WAW YCTPaHAss HEeo6XOAUMOCTb UUCTKM WAM 3aMeHbl
nuHueTa.

YHUKanbHas TexHonorua AHT (akTuBHas Tennonepegava), Ucrnofblyemas B
HaKOHeYHMKax MNuHUeTa, NpeAHasHayeHa Ans NpefoTBpalleHus NpuannaHus
TKaHeli. Kpome TOro, KOHCTPYKUUA HaKoHeuyHuKa o6ecneuvBaeT NpaBuibHOe
BblpaBHMBaHWE nUHLUeTa npu MUcnonb3oBaHMM. 3TU CBOWCTBa
6MNONSPHOTO MUHLUETa MOryT NMOMOYb COKpPaTUTb Bpems npoueaypbl, CBoAs K
MUHUMYMY WAN YCTPaHsAs HEeo6XOAMMOCTb UYMCTKU UM 3aMeHbI
OTBOAS Tenno OT HAaKOHEYHVKOB,

KaXAoM

nuHueTa.
3MeKTpo4 noAjepXuBaeT TemnepaTtypy
HaAKOHEYHMKOB [OCTaTO4YHO HWU3KOW ANs npejoTBpaweHus npuannaHns, HO
[0OCTaTO4YHO BbICOKOW A1 3PHEKTUBHON Koarynsyum.

CxemaTu4yHOe  npeAcTaBfieHne
HakoHe4yHukKax ISOCOOL:

TexHonornun AHT, MCMOo/b3yeMOW B

PaclimpeHHas KanunnsipHas cTpykTypa KoHTpo/ib HarpeBa HaKOHeYHMKA 3a CHET HEMNPepPbIBHOMO

ncnapeHns v KoHAeHcauun BHYTpeHHel
pabouei XnLKocTH

CotpAim

»iihout AKT Technology

N1
~<e0 Bfpol*rForc”™

1redqy



within the heat pipe. The heat pipe is evacuated and then back filled with a small
quantity of water, in order to saturate the wick before being sealed. The
atmosphere inside the heat pipe is set by equilibrium ofliquid and vapor. As heat
enters the pipe at the evaporator end (in contact with the tissue), this equilibrium
is upset, generating vapor ata slightly higher pressure. The higher-pressure vapor
travels to the condenser end where the slightly lower temperature causes the
vaporto condense, giving up its latent heat o fvaporization. The condensed liquid
is then transported back to the evaporator by capillary forces present in the wick
structure. This continuous cycle can transfer a large quantity of heat with very
low thermal gradients. The heat pipe operates passively, driven only by the heat
that is transferred.

Electrical energy is delivered from the electrosurgical generator through the
electrode and ultim ately to the tissue, causing the tissue to heat. Heat conducts
back to the tip ofthe electrode and heats the tip. The heat pipe transfers the heat
from the tip back towards the handle of the device, where it is released into
surrounding air by convection. By drawing enough heat away from the electrode
tip, tissue sticking is eliminated. The effectiveness of the device’s ability to
coagulate is not altered by the heat pipe technology because coagulation is
accomplished through heat generation in the tissue rather than heat generation at
the tip. The heat pipe extracts a sufficient amount of heat from the electrode tip
to keep it cool, but notenou” to significantly cool the tissue.

ISOCOOL Tip is provided sterile, 1 pcs per package.
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ISOCOOL Bipolar
AHT Technology
Competitive forceps without AHT
Technology

Forceps with BunonapHeli nuHuet 160CO0ObL ¢
TexHonorvein AHT
KoHKypupytowmni

TexHonormm AHT

nuHueT  6e3

HakoHeuHnkn 1$0COO0Ob cocToAT 13 TennoBo TPy6Kn, KoTopas npeacTaBnseT
CoGOM repMEeTUYHYIO BaKyyMHYI MefHY TPY6Ky, coaepxallyto KanunnspHyro
CTPYKTYpy 1 pabouyto XWAKOCTb (BOAY), 3aK/JIOUYEHHYI BHYTpPW TemnJoBOii
Tpy6kn. W3 TennoBo TpybKM oOTKauMmBarT BO3AYX,
HebONbW MM  KOINYECTBOM aona Kanunnapos nepepj
Cpepa BHyTpUM TennoBoW TpybkuM 3agaeTcs paBHOBECUEM
XUAKOCTU U napa. Korga Tenno noctynaeT B TPy6GKYy CO CTOPOHbI ucnaputens
(NpY KOHTaKTe C TKaHb), 3TO paBHOBECKE HapyllaeTcsi ¢ o6pa3oBaHMeM napa c
HeCKO/bKO 60MblWNM AaBneHnem. MNap c 6051ee BbICOKMM AaBNeHMEM MPOXOAUT
K KOHLY KOHJeHcaTopa, B KOTOPOM MNpW HECKO/IbKO MeHbLIel TemnepaType nap
KOHAEHCMpYyeTCcs, oOThaBas CBOI

a 3aremM 3alo/HAKT
BOAbl HachbllweHna

repmeTmn3laumnei.

CKPbITYHO TennoTy napoobpa3oBaHUs.
KoHAeHCcupoBaHHas XXUAKOCTb 3aTeM nepeHoCcUTcsa o6paTHO B uMcnapuTenb 3a
cyeT KanuansapHbIX CUA, MPUCYTCTBYKOLWNX B KanUINSPHOW CTPyKType. 3TOT
HEeMNpPepbIBHbIA LMWK MOXET nepegaBaTb 60/blIOE KOMMYECTBO Tenja C O4YeHb
HU3KUMWN TemnepaTypHbIMU rpagMeHTamu. TennoBas Tpybka paboTaeT
naccmBHO, 6yayyYyn NpUBOAUMOIN B leCTBUE TONbKO NnepegaBaeMbiM TEMIOM.

OneKTpuyeckass aHeprusi nepegaeTcss OT 3/IEKTPOXUPYPIrUYECKOro reHepartopa
yepes 3/1eKTPO4 U, B KOHEYHOM WuTOore, B TKaHb, MPUBOAA K HarpeBaHUto
nocnegHei. Tenno BO3BpawaeTCcs K HAKOHEYHUKY 3NeKTpoja U HarpesaeT ero.
TennoBasa Tpybka nepejaeT TemnJo OT HaKOHeYHMKa 06paTHO K pyyke
YCTPOWACTBA, rA4e OHO OTBOAUTCS B OKPYXarl WU BO34yX 3a CYeT KOHBEKLUN.
MNpu oTBOAE AOCTATOYHOro KOAMYEcCTBa Tensa OT HaKOHEeYHMKa 3neKTpoja
MCKAOYaeTca npuamnaHmne TkaHel. 9PPeKTUBHOCTb CMOCOBHOCTM YyCTPONCTBa
K Koarynsumm

He 3aBUCUT OT TeXHOJIoOrmm TenJoBbIX pr6OK, TaK Kak

Koarynaymna p[octuraeTca 3a cyeT TennoBbigeneHna B TKaHU, a He Ha
HakKoHeuyHuKe. Tennosas pr6Ka oTBOANT AOCTaATO4YHOE KO/M4ecTBO Tenna oT
HaKOHe4YHWMKa 3N1eKTpoja, 4TO6bI OH OCTaBasCs npoxnagHbiMm, HO He B Takowm

cTeneHu, YTo6bl 3HAUUTENBHO OoXNnagnTb TKaHb.



ISOCOOL bipolar forceps handle (REF 8010010H):

ISOCOOL bipolar forceps handle design allows the disposable ISOCOOL tips
to be attached and detached from the reusable handles. ISOCOOL handle should
be used together with ISOCOOL
Electrosurgical Generator.

IS(X!OOL bipolarforceps handle is designed for use with bipolar electrosurgical
generator for coagulating and manipulating tissue. The handle accommodates an
assortment o ftips, which are available in avariety oflengths and diameters. Use
only ISOCOOL tips with the ISOCOOL handle.

tip as bipolar forceps for Codman

Electrical Insulation:

The ISOCOOL handle receives two coatings for electrical insulation: a
PARYLENE (clear) coating applied by a urethane (blue) coating. Please be
aware that the gybrid coating might begin to peel over time through normal
usage, cleaning, and sterilization cycles. The peeling or flaking appearance of
the coating does not constitute product failure. This potential condition is
cosmetic in nature and does not compromise product performance or the safety
of the user or the patient. As required by the standards of the International
Electrotechnical Commission (IEC), the handle has been validated through
simulated use testing and was demonstrated to be safe through 20 cleaning and
sterilization cycles.

Pictures ofthe ISOCCXDL bipolar forceps handle is provided below:
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HaKOHe4YHWNK rnocTtaBfnseTcs B CTEPUNLHOM Buae, 1 WTyKa B ynakoBKe.

PykossTka 6uMNOAAPHOTO
8010010H):

nnmHuyeta 180CO00b (KaTanoXHblii HoOMmMep

KoHcTpyKunsa pykoaTku 180CCHOE no3sonfeT NpUKpennAaTb U OTCOeAUHATH
ofHopa3oBble 1$OCOOE oT MHOropasoBbiX PYKOATOK.
HakoHeuyHnk 180CCHE uncnonb3lyetcs BmecTe ¢ pykosATkon 180CCHE B c6ope
B KayecTBe OMMNONAPHOro nuHueTa AnA paboTbl

HaKOHEeYHUNKN

C 3/IeKTPOXUPYPTUYECKUM

reHepaTopoMm.

PykosaTka 6unonspHoOro nuHueta 180COO0E npegHasHavyeHa ans
MCNONb30BaHNUA C OWUMONSAPHBIM 3/EKTPOXUPYPIUYECKUM FeHepaTopoMm Ans
Koarynaunm 1 MaHUNyIMpoBaHUA  TKaHAMMU. PykosTka no3sonseTt

ycTaHaBnuBaTb paj HakoHedHMkoB 180COOE, nmerowmnx pasfiuyHble 4NNHY U
anameTp. Micnonb3ynTe C PyKOATKOWN TONMbKO HakKOHe4YHnkn 180CO00E.

dnekTpuyeckasa n3onaumsa:

Ha pykoaTky 180COOE HaHeceHO [Ba MOKPbLITUA ANA 3/IEKTPON3ONALNN:
nokpbiTne I3IMAPUNEHA (npo3payvHoe), 1 NoBepx - nonvypetTaHoBoe (CUHEro)
nokpbiTne. VmeriTe B BuAy, 4TO 3TO TMOPMAHOE MOKPbITUE MOXET HavyaTb
paccnamBaTbCa CO BpemMeHeM Mpu HOpMaJbHOM WCMNO/Mb30BaHUN, OYUCTKE WU
uuknax crepuamsauun. PaccnanmBaHve TMOKPbITUA He ABNseTca fedeKTom
npogykta. 3TO COCTOSIHME HOCUT KOCMEeTUYECKU XapaKTep M He CTaBUT NOf
yrpo3sy paboune xapakKTepucCTUKU NpPofyKTa uan 6e30nacHOCTb Nosb3oBaTens
unn  nayveHta. B cooTBeTcTBMM CO cTaHgapTamn MexayHapoAHOW
aNeKTpoTexHnyeckon kommccum (M3 K) pykoATka npownia sanmjaunto nytem
ncnbiTaHni

Ha MojenmpoBaHune ucnoib3oBaHnd 1 npogeMoHCTpupoBana

6e30nacHOCTb B xofe 20 UMKNOB OUYUCTKN n crepunnsayunn.

N306paxeHne PYKOATKN OGunonspHoro nuHueta 180CO0OE npeactaBieHo
HUXe:



Bipolar forceps (REF 80-2900; 80-2901; 80-2913; 80-2917; 80-2918; 80-
2919):

The irrigating insulated bipolar forceps are designed with a non-stick mirror
finish tip surface, to provide the surgeon with forceps that will incur less
coagulum build up when used undernormal conditions. The productline includes
a broad selection of forceps size and types. The variety of patterns and sizes
provides bipolar cutting and coagulating capabilities for a wide range of
neurosurgical procedures. The bayonet style forceps enhance visibility by
keeping the surgeon’s hand farther from the line ofsight. Insulated forceps shafts
protect the surrounding tissue when performing deep procedures. The unique
feature ofthe irrigating forceps is that the irrigation pipe is completely recessed
into the right blade ofthe forceps. This offers the surgeon increased visibility at
the forceps tips. Irrigating type forceps are provided with a stylet to help keep the
irrigation tube free of dust and debris during storage.

The bipolar forceps are provided non-sterile and must be cleaned and sterilized
before each use, including initial use. For multiple use.

Picture of bipolar forceps is provided below:
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BunonapHble NUHLETLI, B BapuaHTax ncnofHeHmna (KatanoxHole Homepa:
80-2900; 80-2901; 80-2913; 80-2917; 80-2918; 80-2919):

M3onnpoBaHHble

MppUraLMoHHble  BGUMONAPHbIE MNWHUETbl  OT/AMyarTCA
crneymanbHbIMM HaKOHEYHUKaMW C aHTUNPUTrapHbIM 3epKasbHbIM MOKPbITUEM,
YTO npefocTaBAseT XWPYPry BO3MOXHOCTb WCMOAb30BaTb MNUHLUETbl C

YMeHbLEeHHbIM YPOBHEM 06pa3oBaHUsi KoarynsiHTa. ACCOPTUMEHT wu3sgenuvii
BKIOUYAET WIMPOKUii BbIGOP pa3aMepoB U TUMOB NUHLETOB. PasHoobpasve (popM
1 pasvepoB o6ecneunBaeT BO3MOXHOCTM 6UNONSPHOM pe3ku u Koarynaumm ans
WMPOKOTr0o ChNeKTpa HeWpoxupypruyeckux npouegyp. MNMuHueTsbl 6alioHeTHOro
Tuna ynyywar T 0630p XMPYPruyeckoro noss, ygepxuBas PYKy Xxupypra
faniblie OT IMHUK 0630pa. M30/IMpoBaHHbIE HAKOHEUYHMKU MUHLEeTa 3awmniaT
oKpyXatolne TKaHW Npu BbINOMIHEHUYM Npoueayp B rny6uHe TKaHU. PykosTka
NOKPbITa N30NALMOHHbLIM MOKPbLITUEM U3 MOAMypeTaHa (CUHEero). YHUKaNbHO
0COGEHHOCTbLIO MUHLETOB ABMSETCA TO, YTO UppUraumoHHas Tpy6Ka NoIHOCTbIO
yTonjeHa B npaBoe fe3Bue NuHUeTa. 3TO JaeT XMPYpPry BO3MOXHOCTb fydlle
BUAETb HAKOHEYHMKU TMuHUeTa B npouecce onepauuun. TMUHUETHI
MPPUraLMoOHHOro TWna CHaGXeHbl CTUIeTOM, KOTOpbLIi NMoMoraeT 3alWuTuUTb
MPPUTALMOHHYIO TPYGKY OT MbiZIN 1 MycOpa BO BPeMsi XpPaHEHUs.

MUWHUEeTH NOCTaBNSIOTCA HECTEPU/bHBIMU U TPeGYT CTepuavMsauun nepeg
KaXK[biM MCMOJ/Ib30BaHNEM, BK/tOUYas nepeoe.

M306paxeHne GUNONMAPHOTO NUHUEeTa NPeacTaBleHO HUXE:



Reusable Bipolar Cord, Unitized Plug (REF 80-1186):

For use with Codman non-irrigating disposable and reusable bipolar forceps.

This device is provided nonsterile and must be cleaned and sterilized before
use, including initial use. For multiple use.
This product is designed for use with bipolar electrosurgical units only.

The photo is provided below:

VI
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MHoOropasoBbli 6uNonsApHbIii kKabenb (KaTanoXHblii Homep 80-1186):

Onsa coegvHeHuss TleHepaTopa C HEUPPUrayMoHHbLIMU OAHOPA30BbLIMU U©
MHOTropa3oBbIMU GUMOASIPHLIMK MUHLEeTaMW. ITO YCTPOWCTBO MNOCTaBNsieTCA
HECTEepPW/IbHLIM 1 MOANEXUT OUMCTKE U CTepuIn3auunm nepej UCnonb3oBaHUEM,
BK/lOUas NepBoe MCMonb3oBaHve. [19 MHOropa3oBOro UCMnoib30BaHusl.

3To wu3genve npefHasHayYeHo ANA UCMONb30BaHWS TONbKO C GUMOMSAPHLIMU
3NEeKTPOXUPYPTUYECKUMU YCTPOlicTBaMm.

doTorpagumnyeckoe n3obpaxeHne NpeacTaBIeHO HUXKE:



Disposable Bipolar Cord, Unitized Plug (REF 80-1188):

For use with Codman non-irrigating disposable and reusable bipolar forceps.
This cord is designed for use with bipolar electrosurgical units only.

Supply sterile, for single use

Precautions:

Inspect the sterile package carefully. Do not use if:

« the package or seal appears damaged,

e contents appear damaged, or

« the expiry date has passed.

Do notreuse. This product is for single use only. Use aseptic technique in all
phases o fhandling this product. Leave cord loose. Do not secure cord.

The photo is provided below:
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OfHOpa30BbIi 6UuNonspHbIA Kabenb (KatanoXxHblii Homep 80-1188):

Ans coefnHeHusi [eHepaTopa C HEUPPUTrauMOHHbLIMW OAHOPA30BLIMU U

MHOropa3oBbIMW GUNONAPHBIMU MNUHLETaMu. [aHHbIi Kabenb npegHasHayeH
0N UCMOMb30BaHUA TOMLKO C  OGUNONAPHBIMU  3MEKTPOXUPYPTUYECKUMN
ycTpoiicTBamu.

MNocTaBnaeTca CTepu/bHbIM, A1 O4HOPA30BOro UCMNONL30BaHUA

Mepbl NMPesoCTOPOXHOCTU:

BHumaTenoHo ocMmoTpuTe

ncnonb3oBaHUKO, ecnu:

CTEPUbHYIO  YMAKOBKY. He NOANEXUT
* yriakoBKa Un MecTo repMeTu3aummn BbirAaAsT NOBPEXAeHHbIMY;
* COIEPXNMOE BbIFNAANT NOBPEXAEHHbIM; Un

* UICTEK CPOK rogHOCTW.

He ponyckaeTcsa ncnonb3oBaTb MOBTOPHO. OTO nlgenne npegHasHa4yeHo TONbKO
Ana o0AHOPa3oBOro ucno/sib3oBaHUA. V|CI'IOI'II>3yi7ITe acenTmnyeckne MeTodbl Ha
BCeX aTanax pa6OTbI Cc aTum n3genvem. OctaBbTe Kkabenb He3aKpenieHHbIM. He
AonyckKaeTcsd 3aKpennAaTb Kabernb.

doTorpadunyeckoe nlobpaxeHmne npeacTaBieHO HMXKE:



OnucaHme NPUHALNIEXXHOCTEN, MEANLIMHCKUX VU3AENNIA WK U3AENWIA, HE ABNSIFOLLIMXCSA MEAULMHCKMMM, HO
NpeLyCMOTPEHHbIX A4/18 UCMO0/Ib30BaHNST B KOMOMHAaLMA C 3as1B/IEHHbIM MeAVUMHCKUM n3aennem/Key accessories,
medical devices or non-medical devices, to be used in combination with medical device submitted for registration

Codman Electrosurgical Generator is part of an electrosurgical system, it could
use with electrosurgical irrigator, foot pedal. Other accessories, available
separately, include a cord/tubing set, interconnecting cable, foot pedal, and floor
stand.

1. Codman Electrosurgical Irrigator (REF 901001IRRO):

Irrigation module for delivering irrigation fluid to bipolar forceps during an
electrosurgical procedure. Codman Electrosurgical Irrigator consists ofa power
supply board and a control board which includes a microcontroller and motor
controller. The motor controller operates the Irrigator by use of a peristaltic
pump controlled by a stepper motor. The Irrigator functions when connected to
an electrosurgical generator, driven by a foot pedal connected to the generator.
The tubing portion ofa cord and tubing set is spiked into an IV bag at one end
and inserted into the irrigation plug of a pair of bipolar irrigating forceps. The
appropriate silicone portion ofthe tubing is placed onto the pump o fthe Irrigator
and delivers flow from the IV bag to the tips of the bipolar irrigating forceps
when the Irrigator is activated. The Irrigator has 21 settings from 0 - 20. These
settings correspond to a flow profile of a slow drip to constant stream. The
Irrigator is operational in either cut or coagulation mode of the electrosurgical
generator and the Irrigator’s flow profile is not impacted by either mode.

Front and Side Irrigator View:
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JneKkTpoxupypruyeckuii  reHepatop Codman MOXHO WCMONb30BaTb
UPPUTALNOHHBIM MOZYNEM W Mejanblo AN 3NeKTPoXvMpyprun. K apyrum

npuUHagnexxXHoCTAM OTHOCATCA TakKXe: MHTerpunpoBaHHble CUCTEMbI pr6KVI Cc

Cc

6UNONAPHBIMYU Kkabenamu, COeAVNHUTENbHbIN kabenb, negans ans
3NEKTPOXMPYPIUN U HaNoNbHaA CTolKa.

1. UppurayunoHHbli moaynb (KatanoxHblii Homep 901001IRRO):
MppuraunoHHbln  MOAynb npeAHasHayeH ANA Nojayn  MppPUralmMoHHOWN
XWAKOCTM K OUMNONAPHBIM MUHUETaM BO BpeMA 3JIEKTPOXUPYPruyecKom
npouenypsbl.

B cocTaB uppurayMoHHOro Moayns BXoAAaT njaTta UCTOUYHUKA NMUTaHUA U nnaTta
ynpaB/ieHUsi, KOTOpasi COAEPXUT MUKPOKOHTPO//IEP N KOHTPOMNEp ABUraTtens.
KoHTponnep geuratens ynpasBnseT UPpUrayuoHHbIM MOAY/EM MOCPCACTBO.M
nepucTanbTUYECKOro Hacoca, NpUBOANMOrO B AEICTBUE WIArOBLIM ABUraTENEM.
Mogaynb pab6oTaeT, 6yAyyYMm MPUCOEAVHEHHBIM K 3/1EKTPOXMPYPINYECKOMY
reHepaTopy, C ynpaB/ieHueM nejanbio 418 31eKTPOXMPYPrum, NOLKIHOYEHHON K
reHepatopy. WHTerpupoBaHHas cuctema TpPybkm € 6uMMonspHbiM Kabenem
BCTaBNdeTCAa B KanenbHMuy ogHMM KOHUOM W BCTaB/iIA€TCA B MppmrauMOHHblﬁ
wrTekep napbl 6UNoNApPHLIX NnUHLETOB apyrum.
CooTBeTCTBYyKOLWAaa CUIMKOHOBAas 4acTb TPYHBKM ycTaHaB/IMBaeTCs Ha Hacoce
MPPUraLnoHHOIro MOAYNA N HanpaBnseT NOTOK U3 KanenbHULbl K HAKOHEYHUKaM
OGUMNONAPHOIO MVPPUrayMoHHOro MWHUEeTa, KOrja WpPPUrauuMoHHbIA MOAYIb
aKTUBUpPOBaH. ppurauMoHHbIi MOAyNb UMeeT 21 HacTpoliky B Anana3oHe oT O
0o 20. 3TWM HaCTPOWKM COOTBETCTBYHOT MPOGUAKD NOTOKa OT MeA/feHHOro
KanenbHOro A0 HernpepbiBHOro. MppuraunoHHblili Moaynb paboTaeT B pexume
pe3kn Man Koarynsuum 31eKTPOXVMPYPruyeckKoro reHeparopa, M HU OAMH U3
PEeXMMOB He BAVSeT Ha Npoduib NOTOKa MPPUTaLMOHHOIO MOAY/S.

NppUraunoHHbIX

MppuraynoHHbIn MO4YNb, BN cNepean n cboky:
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. LED Display
Screen

2 Power Button

3 Pause Button

Irrigation Setting

4 Knob

5 Peristaltic Pump

6 Service Indicator

Light

Generator

7 Connection
Receptacle

8 Equipotentiai
Connector

9 Power Receptacle

Mounting Bracket
Holes

11 Rubber Feet

Internal Features

Displays the Irrigator flow setting (0 - 20)
and/or Irrigator operation mode (ie., paused
state, pump door open. etc.).

Controls the primary AC power to the Irrigator.
When on, the LED display screen will
illuminate, and the power button will illuminate
a blue color.

Temporarily halts irrigation at current setting
when depressed. When on, the pause button
will illuminate in orange and the pause graphic
will display on the LED display screen.
Controls the irrigation setting, turning the knob
clockwise increases flow setting while turning
the knob counterclockwise decreases flow
setting. The irrigation setting is displayed on
the LED display screen.

Propels the irrigation fluid from the IV bag to
the tips of bipolar irrigating forceps via
cord/tubing set. Directional arrow above the
pump illustrates direction of flow.

Alerts user ofan error, pump will stop irrigation
and service indicator light will illuminate and
flash in a red color.

Accepts a four-pin interconnecting cable for
connection of the Irrigator to the electrosurgical
generator.

Metal bar to allow for grounding in rooms
requiring potential equalization.

Accepts a 3-prong power cord to supply AC
power to the Irrigator.

Two threaded holes at the bottom of the
Irrigator to allow for optional attachment to the
future bracket accessory (in development).
Four rubber posts, one at each comer on the
bottom of the Irrigator, to provide traction for
the Irrigator when placed on a tabletop.
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3KpaH
CBETOAMOAHOrO
avicnnes

KHonka
BKJ/THOUEHUS
nUTaHns

KHonka naysbl

PyuKa HaCTpoOiiku
pacxoga

[Momna

CseToBoOiA
UHAMKaTOP
06Cny>K1BaHWSA

He3no
MOAK/HOYEHNS K
reHepatopy

Pa3bém
NOAK/HOYEHNS K
cucTeme

OT06paxaeT HACTPOIKY pacxoja Wppur'auyoHHOro
mMogyna (0 - 20) wwuan  pabounini  pexmm
MPpUraLumMoHHOro Mogyns (T. €. COCTOsiHWME May3bl,
OTKpbITVE [iBEPLIbI HAcoca U T. N.).

O6ecneumBaeT nofadyy  MNEPBUYHOTO  MUTAHUS
MepeMeHHOro TOKa Ha MPPUraLMoHHbIi Moayb. Bo
BK/IIOYEHHOM  COCTOSIHUM  3KpaH  CBETOAMOAHOIO
avicnnes BygeT CBETUTLCS, a KHOMKA NUTaHus byaeT
NoACBEYMBATLCS CUHWUM LIBETOM.

Mpy HXXaTUM BPEMEHHO OCTaHaB/IMBAET UPPUraLuto
npu TekyLllein HacTpoiike. Bo BK/IHOYEHHOM
COCTOSHWM  KHOMKa  May3bl  6yfeT  CBETUTLCA
OpaHXXeBbIM LIBETOM, a Ha 3KpaHe CBETOAMOLHOrO
aucnnes  Oyget  oTobpaxaTbCs  rpaduuyeckoe
npescTaBneHne naysbl.

YnpaBnsieT HacTPOWiKo nppuraumn. MoBopoT pyyKy
MO YacoBOW CTPeSike YBENUYMBAET MHTEHCUMBHOCTb
MOTOKa, a NMOBOPOT PYYKMU NPOTUB YacOBOM CTPESKM
YMeHbLUIAeT MHTEHCMBHOCTb MOTOKa.  HacTpoiika
MppuraLmm oTobpaxkaeTcs Ha aKpaHe CBETOAMOLHOIO
avicnnes.

ObecneymBaeT MepeHOC UPPUraLyoOHHON XUAKOCTU
M3 MelKa [N BHYTPUBEHHbIX BAMBaHUA K
HaKOHEYHMKaM  GUMONAPHOTO  MPPUraLMoHHOro
MUHUETa uyepe3 cucTemy Tpybok. CTpenka Hag
HACOCOM YKa3bIBaeT Harrpas/eHie NOToKa.
MpegynpexaaeT nosb3oBatens 06 owubke. Hacoc
npekpaLiaeT vppuraguio, a MHAWKaTOp
06CNy>KMBaHWA 3aropaeTcs W MWraeT  KpacHbIM
LIBETOM.

O6ecneunBaeT BO3MOXHOCTb NPUCOEANHEHMS  4-
KOHTaKTHOr0  COeAMHWUTENbHOrO  Kabens — Ans
MOAK/MIOYEHNS]  MPPUTaLMOHHOIO  Mogyns K
3MEKNIOXMPYPrNYecKOMy reHepaTopy.
MeTannnueckas  WIMHA  BbIpaBHMBaHUA  A/1s
3a3eM/eHus B MOMeLLEHNAX,  TPebyHLLMX
YpaBHUBAHWS MOTEHLMASOB.



Power supply that will convert AC to DC. The BblpaBHMBaHNA

Pow;r Supply input voltage is 100 - 240 VAC, with an input noTeHLyanos

oard frequencv of 50/60 Hz. Mo3BonseT noaknouvaTb Kabenb  NUTaHUA  C
Primary chip processor, containing 9 PasbeM NUTaHMst  TPEXKOHTAKTHLIM PasbéMOM ANA MNOJaun MuTaHus

N/A Microcontroller programmable software, responsible for pump MepemMeHHOro TOKa Ha MPPUraLMOoHHbIA MOLYNb.

stepper motor control, processing user input,
fault reporting and logging, and display control.

[Ba pe3bOOBbIX OTBEPCTUS B HWXKHEW uvacTu

OTBepcTus onga
MpPpUrauMoHHOrO  Mogyna  Ans  obecrneyeHus

- NS 10 MOHT&XKHOI 0
Primary chip driving the pump stepper motor KDOHLLITEHA BO3MOXHOCTW  [JOMONHUTENbHOTO  KpennieHus K
Motor Controller  and responsible for pump rotational speed 6y ayLeMy KPOHLUTENHY (HAX0AWUTCA B pa3paboTKe).
feedback. UeTbIpe pe3nHOBbIE CTONKM, MO O4HOM s KKAOM Yry
Pe3nHoBble Ha AHULLLE MPPUTaLMOHHOr0 MOLY/A, NpefHa3HaYeHbI

OMOpHbIE CTOMKM ANl 06ecrieyeHnss  CLENIeHNst  MPPUraLMoHHOro
Moayns C NOBEPXHOCTbIO NPY pasMeLLEHNI Ha CTONe.
BifVTPM Biied yst puw
VICTOYHUK MuTaHUs, Npeobpasyrowmili nepemMeHHbIl
MMnata UCTOYHMKA TOK B  MOCTOSHHBIN. BxogHoe HanpsKeHwe
nuTaHnsa coctasnser 100 - 240 B nepem. TOka, Mpu yacTtoTe
nuTatoLLeit cetn 50/60 Iu.
Mpoueccop B MHTErpasibHOM  WUCMOJHEHUM,
coflepXallinii  nporpaMMupyeMoe  nporpaMmHoe
He obecneyeHvie, 0TBEYAIOLLIA 38 yNpaB/eHe LWaroBbim

;Zl:" MWKpPOKOHTPONIEp  ABWraTeneM Hacoca, 06paboTKy M0/b30BaTe/lbCKUX
NCXOAHbIX [aHHbIX, co3paHune 0TYETOB (0]
VMO HENCMPaBHOCTAX W WX pPerncTpaunio, a TakKke
ynpasneHve QUCTIIEEM.
KOHTpOI‘II‘Iep B NHTErpasibHOM NCNOJTHEHUWN,
KOHTpOI‘II‘Iep yl'lpaBﬂFIPOLLI,VIVI LarosbiM ApuratesieM Hacoca W
aurarens OTBe'-laPOLLI,VIf/'I 3a 06paTHy+o CBA3b MO CKOPOCTU
BpaLleHns Hacoca.
2. Codman Electrosurgical System Interconnecting Cable (REF . .
2. CoegnHnTenbHbln Kabenb (KaTanoXxHblh Homep 901001 CBbI):
901001CBL1):

. . CoefVHUTENbHLIV Kabenb (KaTanoXHblii HoOMep 901001CBbl) mncnonb3lyercs
Codman Electrosurgical Interconnecting Cable (REF 901001CBL1) used to

. . ans NnoAKNYeHNN MppuraymoHHoro  moaynsa  (KaTanoXHbli HOoMmep
connectthe Codman Electrosurgical Irrigator (REF 901001IRRO) to the Codman -
) ) 90100M11K0O) K anekTpoxmpyprmyeckomy reHepatopy Codman (KaTanoXHbi
Electrosurgical Generator (REF 901001ESUQ) respectively.
Homep 901001E$1nO) cOOTBETCTBEHHO.
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Codman Electrosurgical System Interconnecting Cable was designed through

reverse engineering to replicate the form, fit, and function ofCodman devices. It COeANHNTE/NbHbIA Kabesb 6bl pa3paboTaHbl NyTemM 06paTHOro NPOEKTNPOBaHMS

function as an interconnecting cable between an irrigator and a generator system.
Table below shows the features that support design equivalence.

REF Overall Connector Connector Pin to Pin
Length Diameter Type continuity
901001CBLI 1574 mm 19 mm One 4 pin <1 Ohm
+3% and one 3
pin

Schematic picture is provide below:

Label
Placement

3.81 mm
from
connector

Shell Contact Schematic for Codman Electrosurgical System Interconnecting

Cable:
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C uenblo BOCMNpou3BedeHUs POPMbl, COOTBETCTBUA U PYHKUNA n3gennii aTon
3NEeKTPOXUpyprnyeckoih cuctemol. OH BbINOMHAET (PYHKL MO COEANHUTENbLHOTO
Kabens Mexpay UppurayMoHHbLIM MOAY/NEeM U reHepaTopom. B Ta6nuue Huxe
npvBefeHbl CBOICTBA, 06ecneynBarolie 9KBUBAIEHTHOCTb KOHCTPYKLUN.

KaTanoxHblii O6uwas AnamveTp Tun pasvema  ConpoT Pacnonox
Homep AnnHa coefnHUTe VBNlEHVNE  eHve
na uenu MapK1poB
Mexay Ku
KOHTaKT
amm
90I001CBLI 1574 Mm 19 mm OavH c4 <10m. 3.81 mm
+3% WTbipbKamMn M oT
v gpyrovi ¢ 3 KOHHEKTO
WTbIpbKamm pa

CxemaTunyeckoe M3o6pa)KeH|/1e npencTtaB/ieHO HUXe:

CxemMa KOHTaKTOB COeAVHNTENbHOro Kabens:

32



DRAIN WIRE

SHELL CONTfACr

Note: numbering at contact socket and connector pin areas optional

3. Codman Electrosurgicai System Foot pedal (REF901001FPED):

Codman Electrosurgicai Foot Pedal (REF 901001FPED) used to drive the
functionality of the Generator, and Irrigator when the Irrigator is connected and
powered on. Foot Pedal with two step controls (one for activating COAG and

one for CUT) and cable to connectto RF generator.

Schematic picture is provide below:
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BLACK

1 O
2 0O
GREEN
3 o
WHTE
4 o o
tmibi WRE
O
SHELL CONTACT
Black YepHbii
Red KpacHsbliii
Green 3eseHblit
W hite Benbiii
Drain wire JApeHaxHbIn kabenb
Shell Contact KoHTaKT akpaHa

MNpumeyaHue: Hymepauus 30H rHe3 Po3eTKM U NITbiper coegnHuTens
Heob6s3aTe nbHa.

3. Meganb gna anekTpoxupyprmun (KatanoxHbh Homep 901001FPED):

Mepans ana  anekTpoxupyprum  (KaTtanoxHbii  Homep 901001FPED)
Mcnosb3yeTcs ANA ynpaBneHus (QyHKUMAMKU reHepaTopa M MPPUTraLuoOHHOro
MOAyNs, Korja WppUrauMoHHbIi MoAynb noacoefuvHeH u BktoyeH. Mepanb
COCTOWT 13 IBYX CTyNeH4YaTbiX perynatopos (0AnH ana pexuma COAG v oguH
onsa pexuma CUT) n kabena anga nogkntovyeHusa Kk PY-reHepatopy.

CxemaTunyeckoe |/|3o6pa>KeHV|e npeactaB/ieHO HUMXe:



20. Adjustment Bar When raised, the adjustmentbarallows the userto reposition
the Foot Pedal with his/her foot mid-procedure.

21. Cord management feature Allows the user to wrap the Foot Pedal cord for
storage.

22. CUT pedal (yellow) Depressing this pedal activates cutting power to the
instrument.

23. COAG pedal (blue) Depressing this pedal activates coagulation power and
irrigation to the instrument.

4. CODMAN Integrated Bipolar Cord and Tubing Set, Fixed Leads,
Gravity Feed (REF 9190001GF)

and

5.CODMAN Integrated Bipolar Cord and Tubing Set, Fixed Leads,
RoUry Pump (REF 9190001RP)
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20. Perynupyemas ckob6a

B NOAHATOM COCTOSHUM MCNONb3yeTcs AN NpugaHusa nejann yao6Horo ans
onepaTopa NoJIOXKEHUS.

21. KabenbHbli opraHansep

MNMo3BonseT cmoTaTb Kabenb neganu Ansa yaobcTBa €€ xpaHeHus.

22. Nepanb CUT (pa3spes) -xéntas

HaxaTve Ha 3Ty nefjalb aKTUBUpyeT Mojauvy HamnpsikeHus Ha pexylyunii
MHCTPYMEHT.

23. Mepanb COAG (koarynaums) -ronybas

HaxaTue Ha 9Ty nejanb akTUBUPYET Nogady HanpsbKeHUs Ha Koarynmpyo wuii
WHCTPYMEHT U BK/IOYAET NppUrauuio.

4. HTerpmpoBaHHasa cMctemMa TPYy6KU C BMNONAPHBLIM Kabenem gns nogayn
camoTekoM (KaTanoXHblihi Homep 9190001CT)

7

5. WHTerpupoBaHHasa cuctemMa TpPybKM C OUNONAPHBLIM
mppuraymoHHoro moayns (KatanoxHbsln Homep 9190001KP)

kabenem ans



Both are for use with irrigating bipolar forceps. The CODMAN Integrated
Bipolar Cord and Tubing Sets are intended to provide irrigation and energy
simultaneously to bipolar forceps specifically designed for irrigation.

CODMAN Integrated Bipolar Cord and Tubing Set, Fixed Leads, Rotary Pump
(REF 919000IRP) and CODMAN Integrated Bipolar Cord and Tubing Set,
Fixed Leads, Gravity Feed (REF 9190001GF) w ill use with Irrigator.
CODMAN Integrated Bipolar Cord and Tubing Set, Fixed Leads, Gravity Feed
(REF 919000IGF) use if surgeon want to use a gravity feed system instead of
irrigator. 9190001GF w ill be connected to an pole IV. Gravity will push the
solution into the forceps. The IV pole must therefore be suspended higher than
the forceps. There is a part ofthe tubing which is special to add a clamp system
to prevent the liquid from flowing unnecessarily.

Bipolar Cord and Tubing Sets consists of an inlet spike with protective cap, an
on/offclamp, silicone tubing and fittings, a male luer connector, two plugs, and
a female socket connector. The set is packaged sterile for single use. The
components ofdevices are provided below:

ENGLISH

A. Irrigation Inlet Spike with Protective Cap
B. Luer connector

C. Socket

0. Clamp

E. Silicone tubing

F. Generator Plugs
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O6a
NPPUraynoHHbIX

MEAVNLMNHCKNUX  nU3aenus

6MNONAPHLIX

npegHasHayeHbl
NMVHLETOB.

ans noAcoefuHeHuns
npegHasHavyeHbl AN
obecrneyeHns mppuraunm n nNogayn aHeprunm Ha NppuUraunoHHbIe 6UNONAPHbLIE
NMUHUETbI O4HOBPEMEHHO.
MHTerpupoBsaHHaa cucrtema

N3pennsa

TPpy6bkn C  O6unonsipHeiM  Kabenem, Ans
Mopayns HomMmep 9190001 RP) 7]
MHTerpupoBaHHasa cucTtema Tpybku c 6GunonapHoiM Kabenem Ans nogaduv

camoTekoMm (KaTanoxHbli Homep 91900010P)

MppPUraLMoHHOro (KaTanoxHslii

pa6oTaloT BMecTe C
MPPUTALMOHHBIM MOAYNEM.

Mpn aTomM WHTerpuvpoBaHHas cucTema TPyGKM C GUNONSPHbLIM Kabenem ans
nogaun camoTekom (KaTanoxHolh Homep 9190001CP) npumeHsieTcs B cryyae
ecnm XUpypr npeanoynT~AT caMOTeuyHyl nojauvy XuagkocTu. KanenbHuua
BellaeTCsl Ha CTOWKY W cuna TSHKECTU BblTankMBaeT pPacTBOP B MUHLETHI.
MoaTomMy pacTBOp 4718 BHYTPUBEHHOINO BAMBaHUSA [O/DKEH 6biTb NoABeLeH
Bblle MUHLUETOB. 3a npefoTBpaweHuss W3NUWHETO BbITEKAHUA XUAKOCTHU
oTBevaeT cneunanbHblii 3aKNUM Ha TPyGKe.

MHTerpMpoBaHHble CUCTEMblI TPYOKU COCTOAT U3 (UTTUHra C 3aWMWTHbIM
KONMaykoMm, ABYXNO3MLUUOHHOTIO 3aXuma, CUINKOHOBOW TPYy6KM, KOHHEKTopa
Nlyapa, ABYX pa3beMOB M KOHHeEKTOpa Tuna «mamar». N3aenms nocTaBnsioTcs B
CTepuibHOl ynakoBKe, AN O4HOPa30BOro Mcnofib3oBaHus. CocTaBnstouwme

n3fgenvs oTo6paxeHbl Ha PUCYHKE HUXE;

B. KoHHekTOp Jlyapa
C. Pa3sbem (rHe3pao)



0. 3axum
E. CnnnkoHoBas Tpybka
P. Pa3sbem (Bunka)

Both supply sterile, for single use, packed 10 pcs/box. Ob6a KaTanoXHblIX HOMepa MOCTaBAAlOTCA B CTEpWIbLHOM Buiae, Ana
0fHOPa30BOro MCNO/b30BaHMSA, MO 10 WTYK BO BTOPUYHOW yNnaKoBKe.

The pictures ofdevice and its component is provided below:
M306paxeHune n3genma n ero KOMMNOHEHTOB MpefCcTaBeHO HUXE!:

MeguunHCKME Wun3[enusi, NpeaycMoOTpPeHHble K MNPUMMEHEeHUI BMecTe C
3asiBMIEHHbLIM K peructpauumn nsaenmem:

Medical device to be used in combination with medical device submitted
for registration:

BunonsapHble NUHUETbLI ¢ HaumeHoBaHnem «COOMADbI YersaTw» («<kKOOAMAH

Bipolar forceps named “CODMAN VcrsaTru” (manufacturer by Integra BcpeaTpy») (NPousBoacTBa KomnaHnm WHTerpa NaiidCaiiens CauTuepnada

LifeSciences Switzerland Sari) could be used together with Codman

) Capn) MOryT WCNO/Mb30BaTbCA  COBMECTHO C  3/1€KTPOXMPYPruyecknm
Electrosurgical Generator also.

reHepatopom Codman.

TexHMYecKre napameTpbl MeanumHeKoro usgenunsa/Technical specifications of medical device
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Codman Electrosurgical Generator (main unit):

Mains Supply
Power Consumption

Protection Class

IP protection

LF and RF Leakage Currents
Application Type

Operating Mode (£5%)

Startup time

Mains Fuse
Signal Level

Weight (£5%)
Dimensions (£5%)

Rated Duty Cycle

Temperature sensor

Contact Quality Monitor (COM)
Power Activation Control

AC Powered

Battery Operated

Light Source

Sterile
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100-240 VAC ;50/60 Hz

Without HF output: approximately
50 VA At maximum output power:
approximately 500 VA

|

IP2X

According to IEC 60601-2-2

CF; defibrillator safe (protection of
the product against defibrillator
discharge depends on the cables
used)

Interm ittent 10 seconds ON /30
seconds OFF

Max. 10 sec

2 XT 3.15 AH 250V 5x20 mm
RF indicator: 40-65 dB (A)
adiustable. Alarm: 65 dB(A)
5.0 kg

Width 403 mm

Height 170 mm

Depth 313 mm

< 30 sec on /< 30 sec off

Yes

Yes

Finger Switch and/or Foot Pedal
yes

No

No

no

OnckTpoxmpypruyeckunii reHepatop Codman (0OCHOBHOW 610K):

CeTeBOe NUTaHue
MNMoTpebnsemas MOWHOCTb

Knacc 3awmnTsbl

CTteneHb 3awunTbl 1P
HY- n PY-ToKn yTeukn
Tun paboueit yacTun

Pabounii pexnm (£5%)

Bpems ycTaHoBneHus pa6oyero
pexuma c MOMeHTa BK/YeHUs
nsgenus

MpepoxpaHuUTeNb Lenu
3NeKTPoNUTaHus

YpoBeHb curHana

Macca (£5%)
Pasmepsbl (£5%)

HoMWHanbHbIN pabounii LmMkn
JaTunk TemnepaTtypsbl
MOHUTOpP KayecTBa KOHTaKTa
(COM)

C

100-240 B nepem. Toka, 50/60 Iy,

B xaywem pexume: npumepHo 50 B-A
Mpn MakCuManbHOWN BbIXO4HON
MOLWHOCTN: NnpuMmepHo 500 B A
1(3a3eMneHHbI NPOBOAHUK 6e3
npegoxpaHnTens)

IP2X

B cootBeTcTBUM c IEC 60601-2-2

CF, c 3awunToOli OT pa3spsiga
fgemnbpunnartopa (3awmTta nsgenus ot
paspsga gepunbpunnnatopa 3aBucuUT oT
NCnonb3yeMblX Kabenei)
MpepbiBUCTLI: 30 CeKyH/ nay3bl nocne
Kaxabix 10 cek paboTbl

Makcumym 10 cek

[Ba KepaMun4yecKux rnpepoxpaHuTens c
3amMefiieHHbIM cpabaTbiBaHVEM,
HOMUWHanbHbLIA ToK 3,15 A, Tunopasmep
5x20 MM

NHankayunsa sblgadum BY curHana: 40-65
06 (HacTtpanBaeTcs) CurHan TpeBoru: 65
nb

5,0 kr

WwnpuHa 403 mm

BbicoTa 170 MM

FnyénHa 313 mm

10 cek ¢ BKJ1 / 30 cexk ¢ BblK/1

lla
Ja
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CABLE JACKET COLOR
OVERALL LENGTH, in mm
(£6%)

Codman Electrosurgical Irrigator:

Supply Voltage
Supply Frequency
IPX PROTECTION

Fuses
Weight (£5%)
Dimensions (£5%)

Power cord 2

black
1800

60 VA at 100-240 VAC
50/60 Hz
IP X1

5x 20 mm, F 2H, 250 V (fast
blow)

Approximately 1.78 kg
173x 149.86x247,14 mm

Length is 2000 mm

Single medical grade power cord
with the following detachable
connectors:

Australian UK European Schuko

Codman Electrosurgical System Foot pedal:

Supply

IP X Protection Class
Weight (=6%)
Dimensions (+£6%)

25V AC/60V DC
1PX8

2,2 kg

Width 403 X height 170 x depth 313

mm

Codman Electrosurgical System Interconnecting Cable:

Length, mm (*3%)
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1574 mm

LiBeT kabens

O6uwasn gnnHa, B MM (£6%)

MppuraunmoHHbIn MOAYNb:
MNutaHue
YacToTa nuTaroLwwein cetun
CTeneHb 3awnTbl 1PX
MnaBkne npegoxpaHnTenn
Macca (£5%)

Pazmepsbl (£5%)
CeTeBoOli WHYpP 2

Mepanb ANa 3NEeKTPOXUPYPTUN:

MnTtaHne

Knacc 3awunTbl IP X
Macca (£6%)

Pasmepsbl (£6%)
CoeAnHUTENbHbLIN Kabenb:

OnvHa, mm (£3%)
Macca, r (£6%)
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YepHbI
1800

100-240 B nepem. Toka npu 60
BA

50/60 Iy,

1PX1

5X 20 mm, F 2H, 250 B
(bbicTpoOgencTBylOLWME)

1,78 kr

173 X 149,86x247,14 mm
onnHa 2000 mm

O[AVH CceTeBOW WHYpP AnA

MeaANUNHCKOTro ncnonb3oBaHuUA Co

cnefyrolwmnmMmn CbeMHbIMNA
coefMHNTENsIMU:

ABcTpanusa BennkobputaHus
EBpona Schuko

25 B nepemeHHoOro toka \60 B
MOCTOAHHOIO TOKa

IPX8
2,2 Kr
403 (W) X 170 (B) X 313 (') mm

1574 mm
115 rp



W ei2hL e i+6%) 1159

Reusable Bipolar Cord, Unitized Plug: MHOropasoebiii GUNONAPHbLIA Kabens:

Length, mm (=2%) 3660 mm Onnua, mm (£2%) 3660 mm
Weight, g (£6%) 60g Macca, r (£6%) 60 rp

. . " OpfHOpa30BbIli 6uNonApHbI Kabenb:
Disposable Bipolar Cord, Unitized Plug:
AnvHa, mm f+£2%) 3660 Mm

Length, mm (£2%) 3660 mm Macca, r (+6%) 60 rp

Weight, g (£6%) 60g

CODMAN Integrated Bipolar Cord and Tubing Set, Fixed Leads, Gravity MHTErpUpOBaHHan cHCTeMa TPYGK C GUNONAPHBIM KaGenem Ana Noaaun

Feed: .
CaMOTEKOM:
nuHa, MM (£6% 4792 MM
Length, mm (£6%") 4792 mm A (6%) .
9 r
Weight, g (£6%) A Macca, r (+6%) p
W all thickness, mm (i6% ) 0,7239 mm TofwnHa CTEHOK, MM (£6%) 0,7239 mm
Overall internal surface area, cm” 297,9 cm ~ O6uwas nnowaab BHyTPEHHe 2979 cm 2
(£6%) nosenxHocTu. cm™ (£ 6%)
CODMAN Integrated Bipolar Cord and Tubing Set, Fixed Leads, Rotary VHTerpupoBaHHas cuctema Tpy6Kn ¢ 6UNONSAPHLIM Kabenem Ans
Pump: MPpPUTraymoHHOro MoAayns:
Length, mm (£6%) 4699 mm Onnua, mm (£6%) 4699 mMm
Weight, g (£6%) 3649 Macca, r (+6%) 36 rp
W all thickness, mm (£6%) 1,905 mm TONWMHA CTEHOK, MM (£6%) 1,905 mm
Overall interna! surface area, cm”® 283,6 cm ~ O6Was NNoWaab BHYTPEHHEN 283.6 cm 2
(£6%) nosepxHocTH, cM™ (£ 6%)

HakKoOHe4YHnKn 6nnonapHoro nuHueta ISOCOOL:
ISOCOOL bipolar forceps tip:

40
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The maximum T oftips during the procedure of coagulation is 80 °C. MakcumanbHasa TemnepaTtypa HaKOHEYHNKOB B npouecce Koarynaumm 80 ®
The technical specification ofall REF of ISOCOOL tips are provided below. Llenbcus.

Tolerance is £1.3% TexHuyeckas cneynpunkaunsa Bcex KaTanoXHblX HOMEPOB HAKOHEYHUNKOB

6nnonapHbiXx NUHUeToB 180COOK npeacTaBfieHa HUWXe. [1oNycKu Ha pasmepsbl

Name REF Overall Tip Tip Tip cocTaBnsaloT +1.3%
Length Length Size Properties HaumeHoB KaTanox O6wasn OnvHa Anam CBoiicTBa
of (worki aHue Hbl ANnHa HaKoHe eTpHa HaKOHeYHU
Forcep ng HomMep nUHUeTa, YHUKa KOHey  Ka
s, then length) Korga (paboua Huka
in HaKoHel, A
comple HUK annHa)
ct with coeguHe
handle HC
Low profile PYKOATK
ISOCOOL 8 ‘A3 A 0,25 Non-Stick, oit
bipolar (216 (88,9 mm Non- HuzkowmxbunbHbI
forceps tip, 8135025 mm) mm) irrigating, HakoHeuHuK 8 Vi 3A 0,25 HakoHeuHnk®
working s Gold Tips 6unonapHor aroiimMa aroimMa MM NO30/104EHHbIE,
length 89 mm, O NMUHUETa (216 mm) (88,9 HenppuraumoHH
tip 0,25 mm ISOCOOL, MM) ble, C
. . paboyas 8135025S aHTUNpuUrapHsLIM
ISOCOOL 8 Vi 3 Vi 0,50 Non-Stick, AnMHa 89 MOKPbITAEM
bipolar (216 (88,9 mm Non- MM, AnameTp
forceps tip, 8135050 mm) mm) irrigating, HaKOHEUYHVKa
working S Gold Tips 0.25 Mm
length 89 mm, HakoHeuHnkK 8 A 3 A 0,50 HakoHeUYHUKN
tip 0,50 mm 6unonspHor aroiima aroivMa MM MO30/I04EHHbIE,
ISOCOOL 8 Vi 3 A 1,00 Non-Stick, O NuHLUETa (216 mm) (88,9 HenppuraynoHH
bipolar (216 (88,9 mm Non- 180COO0Kk, MM) bie, ¢
forceps tip, mm) mm) irrigating., paboyasn 8135050S aHTUnpurapHsim
. 8135100 . AnvHa 89 MOKpPbITUEM
working Gold Tips
length 89 mm, S MM, AMameTp
HaKOHeYHVKa
tip 1,00 mm 0.50 MM
41
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ISOCOOL
bipolar
forceps tip,
working
length 89 mm,
tip 2,00 mm

ISOCOOL
bipolar
forceps tip,
working
length 114
mm, tip 0,25
mm
ISOCOOL
bipolar
forceps tip,
working
length 114
mm, tip 0,50
mm
ISOCOOL
bipolar
forceps tip,
working
length 114
mm, tip 1,00
mm
ISOCOOL
bipolar
forceps tip,
working
length 114
mm, tip 2,00
mm

8135200
S

8145025
S

8145050
S

8145100
S

8145200
S
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(216
mm)

(241
mm)

(241
mm)

(241
mm)

(241
mm)

%

(88,9
mm)

(114,3
mm)

(114,3
mm)

(1143
mm)

(1143
mm)

12

2,00
mm

0,25
mm

0,50
mm

1,00
mm

2,00
mm

Non-Stick,
Non-

irrigating,
Gold Tips

Non-Stick,
Non-

irrigating,
Gold Tips

Non-Stick,
Non-

irrigating,
Gold Tips

Non-Stick,
Non-

irrigating,
Gold Tips

Non-Stick,
Non-

irrigating,
Gold Tips
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HakoHeuHnk
évnonspHor
0 NVHUeTa
180C00b,
paboyasi
OnvHa 89
MM, AnameTp
HaKOHeYHVKa
1,00 mm
HakoHeuHuK
éunnonspHor
0 nnHUeTa
150CO0m
paboyas
nonvHa 89
MM, AameTp
HaKOHe4YyHVKa
2,00 mm
HakoHeuyHuK
6unonspHor
0 nuHueTa
ISOCOOL,
paboyas
OonvHa 114
MM, AnameTp
HaKoHeuYHuKa
0,25 Mm
HakoHeuyHunK
évnonspHor
0 nuHueTa
ISOCCHOL,
paboyasn
OonvHa 114
MM, AMameTp
HaKOHe4YHrKa
0,50 mm

8135100S

8135200S

8145025S

81450508

82
aroma
(216 mm)

82
aronma
(216 mm)

9 72
awoima
(241 mm)

972
aonva
(241 mm)

3V
aronima
(88,9
MM)

32
aroma
(88,9
MM)

42
aonva
(114,3
MM)

42
aroima
(114,3
MM)

1,00

MM

2,00

0,25
MM

0,50
MM

HakoHeuyHuKn
MO30/104YEHHbIE,
HeppuraumoHH
ble, C
aHTUNpUrapHbIM
MNOKPbITUEM

HakoHeuHnkn
MO30/10YEHHbIE,
HeNppUralmoHH
ble, C
aHTUNPUrapHbIM
MOKPbITUEM

HakoHeuyHuKn
NO30/104YEHHbIE,
HevppuraumoHH
ble, C
aHTUNpUrapHsLIM
MOKpbITUEM

HakoHeuYHUKun
NO30/104YEHHbIE,
HenppuraumoHH
ble, C
aHTUNpuUrapHbIM
MOKPbITUEM



ISOCOOL
bipolar
forceps tip,
working
length 140
mm, tip 0,25
mm
ISOCOOL
bipolar
forceps tip,
working
length 140
mm, tip 0,50
mm

ISOCOOL
bipolar
forceps tip,
working
length 140

mm, tip 1,00
mm
ISOCOOL
bipolar
forceps tip,
working
length 140
mm, tip 2,00
mm

ISOCOOL
bipolar
forceps tip,
slimmer,worki
ng length 89

8155025
S

8155050
S

8155100
S

8155200
S

Greater line of sight

823510
GL
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10
(267
mm)

10
(267
mm)

10
(267
mm)

10
(267
mm)

8
(216
mm)

n

(139,7
mm)

(139,7
mm)

(139,7
mm)

(139,7
mm)

3 I/

(88,9
mm)

0,25
mm

0,50
mm

1,00
mm

2,00
mm

1,00

Non-Stick,
Non-

irrigating,
Gold Tips

Non-Stick,
Non-

irrigating,
Gold Tips

Non-Stick,
Non-

irrigating,
Gold Tips

Non-Stick,
Non-

irrigating,
Gold Tips

Slimmer,
Non-Stick,
Non
irrigating,
contoured
tips, gold

HakoHeuyHnk
éunonsapHor
0 nuHueTa
180COO0Ob,
paboyas
O0vHa 114
MM, AameTp
HaKOHe4YHVKa
1.00 mm
HakoHeuHnK
6unonapHor
0 nuHueTa
180COOb,
pabouasn
OonvHa 114
MM, AvameTp
HaKoHe4YHVKa
2.00 mm
HakoHeuyHuK
éunonspHor
0 nuHueTa
180COO0Ob,
pabouas
OonvHa 140
MM, JnameTp
HaKOHeYHMKa
0.25 mm
HakoHeuHnkK
éunonspHor
0 nuHUeTa
180COO0Ob,
pabouasn
OonvHa 140
MM, AnameTp
HaKoHe4YHVKa
0.50 mm

81451008

81452008

81550258

81550508

9 72
aroma
(241 mm)

9N
aroima
(241 mm)

1002
arorima
(267 mm)

10M
aronma
(267 mm)

42
aronima
(114,3
MM)

42
aronva
(1143
MM)

51R
aronma
(139,7
MM)

517
aronma
(139,7
MM)

1,00
MM

2,00
MM

045
MM

0,50

HakoHeYHnKu
rNo30/104eHHbIEe,
HenppurayyioHH
ble, C
aHTUNpUrapHsim
NOKPbITUEM

HakoHe4YHnKM
Mo30/104YEHHbIE,
HENppUraynoHH
ble, C
aHTUNPUrapHbIM
MOKpbITUEM

HakoHe4YHnKM
MO30/I04YEHHbIE,
HenppL UMOHH
ble, C
aHTUNpUrapHbIM
MOKPbITUEM

HakoHeuHnKun
MNO30/104YEHHbIE,
HenppuraumoHH
ble, C
aHTUNpurapHsIiM
MOKPbLITUEM



mm, tip 1,00
mm

ISOCOOL bipolar forceps handle:

Length (no connector), mm (*3%)
Total length with connector (no
Din), mm (*£3%)

Weight, g (£6%)
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168.25 mm
185 mm

36,3 g

Flat Insulated Non-irrigated

44

HakoHeuHnkK
éunonsipkor
o MUHUeTa
180CO00b,
pabouasn
OonvHa 140
MM, gnameTp
HaKOHe4YHuKa
1.00 Mm
HakoHeuHunk
éunonspuor
0 nuHueTa
180COO0Ob,
paboyas
OonvHa 140
MM, AnameTp
HaKOHeYHnKa
2.00 mm

HakoHeuyHunK
éunonapHor
0 nuHueTa
180COO0Ob,
TOHKWIA,
paboyas
XinnHa 89
MM, AMamMeTp
HaKOHEeYHVKa
1.00 mm

(267 mm)

(267 Mm)

10 4

aroima
81551008

101

aronima
81552008

C yny4yweHHbIM 0630poOM

8>/2

aronma
(216 mm)

823510GL

5N
aronma
(139,7
MM)

5R
aronima
(139,7
MM)

372
arorima
(88,9
MM)

PykoaTKa 6unonsapHoro nmHueta ISOCOOL.:

AnnHa (6e3 ydyeTa pasbema), B MM

(+3%)

O6wasn gnavmHa c yueTom pasbema
(6e3 yueTa A/IHbI LUTEKEPOB), B MM

(£3%)

Bec, B rp (£6%)

168.25 mm

185 mm

36,3 rp

1,00
MM

2,00
MM

1,00
MM

HakoHeuyHuKn
NO30/104eHHbIE,
HeuppuraumoHH
ble, C
aHTUNpuUrapHbIM
MOKpPbITUEM

HakoHeYHnKu
MO30/104YEHHbIE,
HeuppuraumoHH
ble, C
aHTUNpurapHbIM
MOKpbITUEM

ToHkue
hopmoBaHHble
aHTUnNpurapHble
HaKOHEYHVKN,
HenppuraumoHH
ble
No30/104EHHbIE



Bipolar forceps.

The maximum T oftips during the procedure o fcoagulation is 80 °C.

The technical specification ofall REF ofbipolar forceps are provided below.
General tolerance is 2%, if not specified for a specific amount.

Name

Bipolar
forceps,
irrigating,
bayonet,
overall length
216 mm, tip
0,75 mm
Bipolar
forceps,
irrigating,
bayonet,
overall length
197 mm, tip
1.5mm
Bipolar
forceps,
irrigating,
straight,
overall length
130 mm, tip
0,75 mm

REF

80-2900

80-2901

80-2913
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Type

Insulated
irrigating,
bayonet,
non-stick,
mirror
finish

Insulated
irrigating,
bayonet,
non-stick,
mirror
finish

Insulated
irrigating,
straight,
non-stick,
mirror
finish

Overall
length
without Din
8 Jainches

213,543
mm

7 Va inches

195.07+3.05
mm

5 inches

127,76%x3,0
mm

W orking
length

4 Yinches
114 mm

3 inches
76 mm

1v. inches
41 mm

Tip
diamete
r
0,75 mm

1,5 mm

0,75 mm

45

Tvn

bunonsapHble NMHUETHI:

Mnockas, nsonnposaHHas.

HenpuraynoHHas

MakcumanbHaa Temnepartypa HaKOHEYHUKOB B npoLecce Koarynayum 80 °

Lenbcuna.

TexHuuyeckas cneyupukaumnsa Bcex KaTanoXHblX HOMEPOB GUNONSPHbIX
NVHLETOB NnpejcTaBneHa Hke. O6LUiMe 4ONYCKM Ha pa3Mepbl COCTaBNAT
+2%), ecnin He yKa3aHo WHOE A1 KOHKPETHO BENNYMHBI.

HavnmveHoBaH

He

BunonsipHbIi
NMUHLET.
MppUraumoHH
bIlA,
6alioHEeTHbIN.
obLasn anvHa
216 Mm.
anameTp
HakoHeYHVKa
0.75 mm
BunonspHbIvi
MUHLET.
MppurauuoHH
bIlA,
6alioHEeTHbIN.
obLasa anvHa
197 Mm,
anameTp
HakKOHeYHuKa
1,5 Mm

KatanoxH
bli HOMEP

80-2900

80-2901

Twvn
GpaHLLein

N3onnposaHH
ble
MPUraumoHHbI
(S
6alioHeTHbIe.
aHTunpurapH
ble, C
3epKavlbHbIM
MOKPbITUEM

N3onmpoBaHH
ble
MpUrauyoHHbI
e
6alloHeTHbIE,
aHTUNpUrapH
ble, C
3epKavibHbIM
MOKPLITUEM

ObLLas
ONnHa, HC
cyunTad
LTEKepa

8N
arolimoB
213,5+3
MM

1Ya
arolimoB
195.07+3,0
5 Mm

Paboyast
A/MHa

4N
AoMoB
114 Mmm

3
AronMoB
76 MM

[Jvaver
P
aHKOHeY

HUKa
0,75 Mm

1,5 Mm



Bipolar 80-2917
forceps,
irrigating,
straight,
overall length
130 mm, tip
0,25 mm
Bipolar
forceps,
irrigating,
straight,
overall length
180 mm, tip
0,25 mm
Bipolar
forceps,
irrigating,
bayonet,
overall length
197 mm, tip
0,25 mm

80-2918

80-2919

5 inches
127,76%x3,0
mm

Insulated
inigating,
straight,
non-stick,
mirror
finish

7 inches
177,8 mm

Insulated
irrigating,
straight,
non-stick,
mirror
finish

7 M inches
195,0+3,0
mm

Insulated
irrigating,
bayonet,
non-stick,
mirror
finish

Type ofcontact with human body provided below:

DEVICE

Type of contact
with human
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1 M inches
41 mm

0,25 mm

2 Winches
63 mm

0,25 mm

3 inches
76 mm

0,25 mm

Duration

BunonsipHbiii 80-2913
NUHUET,

MppuraumoHH

bllA, NpPAMON,

ob6uwan annHa

130 Mm,

anameTtp

HaKOHe4YHnKa

0,75 mm

BunonsipHbii 80-2917
NUHLET,
nppuraunmoHH
blA, NPSIMON,
obwas gnnHa
130 mm,
anameTp
HaKOHe4YHnKa
0,25 mm
BunonspHbiii
nUHLET,
NppUraunoHH
bIli, NPAMO
obuan annHa
180 mMm,
anameTp
HaKoOHeYHuKa
0,25 mMm

80-2918
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M3onnpoBaHH 5 proimoB
ble 127,76%x3,0
VPUTaLNOHHbI MM

e, Npsimble,

aHTUNpurapH

ble, C

3epKasibHbIM

MOKpbITUEM

M30n1mMpoBaHH 5 pgroimoB
ble 127,76%x3,0
MpUraLnOHHbI MM

e, Npsimble,

aHTUNpurapH

ble, C

3epKasibHbIM

NOoKpbITNEM

M3onnpoBaHH 7 proimoB
ble 177,8 mm
NpUraLmoHHbI

e, npsmble,

aHTUnpurapH

ble, C

3epKasibHbIM

MOKpbITUEM

1y4
aroimoB
41 Mm

1y4
arolimoB
41 MM

2R
aroimoB
63 MM

0,75 mMm

0,25 mm

0,25 mm



Generator; MD in contact category A -MD of BunonsapHbIi 80-2919 M3onnpoBaHH TY. 3 0,25 Mm
Irrigator; with intact skin short-tenn contact -the MUHLET, ble LoMoB AoniMoB
Connecting Cable; and hands total duration of a single, UPPUTranmoHH MpUraymMoHHsbI 195,0+3,0 76 MM
Codman protected by sterile  repeated or continuous bIA. e. MM
Electrosurgical Foot gloves exposure of which is not 6GalioHeTHbI, 6alioHeTHble,
Pedal more than 24 hours obwas gnnHa aHTunpurapH
197 Mmm. ble, C

Reusable Bipolar category A -MD of anaveTp 3epKasibHbIM
Cord, Unitized Plug; MD contacting the  short-tenn contact -the HaKOHEeYHMKa NOKpPbITUEM
Disposable Bipolar skin and mucous total duration ofa single, 0,25 MM
Cord, Unitized Plug membranes repeated or continuous

exposure ofwhich is not TWN KOHTaKTa C OpraHM3MOM YefloBeKa YKasaH Aaee:

more than 24 hours
CODMAN Integrated ~ MD, attached from  category A -MD of N3penve Mo BUAY KOHTaKTa C MpoAOMKUTENEHOCTD
Bipolar Cord and the outside, short-tenn contact -the opraHmsmom
Tubing Set, Fixed contact with soft total duration ofa single, Henoeeka
Leads, Gravity Feed;  tissues, bone repeated or continuous I"eneparop; mu, kareropus A — MU
CODMAN Integrated tissues, serve as exposure of which is not VippuraunoHHbI KOHTakTupytoune c KpaTkoOBPEMEHHOro KoHTakTa —
Bipolar Cord and conductors forthe ~ more than 24 hours mMoaynk, HernoBpexX/ieHHo o6uas NpoJo/KNTENBHOCTh
Tubing Set, Fixed delivery of fluids Coefn HUTENbHbI I KOXel 1 OfJHOKpaTHOro,

Leads, Rotary Pump

Kabenb;

3alnLLEeHHbIMY

MHOroKpaTHOro nnn HenpepbiBHOro

Mepanb ans cTepuibHbIMU BO3JENCTBMA KOTOPbIX COCTaBNseT
. 3N1EKTPOXU rmu nepyarkamu Kamu He 6onee 24 4
ISOCOOL tips; M D attached from category A -MD of P PYP P Py
. nosb3oBaTens
ISOCOOL handle; the outside, short-tenn contact -the o
MHoropasoBbli MW, Kateropua A — MU

Bipolar Forceps contact with soft total duration of a single,
tissues, bone repeated or continuous
tissues. exposure o fwhich is not

more than 24 hours

GUNONAPHbLI KOHTaKTupytoume c
Kabenb; KOXel N CNN3ncTbiMu

OpHopazoBbIi

KPaTKOBPEMEHHOI0 KOHTaKTa —
o6LWasi NPoAO/HKNTENBHOCTb
o060/104KamMm OlHOKpaTHOrOo,
GUNONSIPHBIA MHOFOKPaTHOIo UM HENPEpPbIBHOIO
kabesnb BO3€eliCTBUS KOTOPbLIX COCTaB/NSET

He 6onee 24 4
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Each Codnian Electrosurgical Ge

WHTerpuposaHHas
cuctema Tpyoku ¢
6UNoNsApHbIM
Kabenem gns
nogauu
CaMOTEKOM;
WHTerpnpoBaHHas
cucTema Tpy6Kn c
6UNoNsAPHbLIM
Kabenem, ons
nppuUraunmoHHoro
Mogayns
HakoHeuHuK
éunonsapHoro
nuHueTa
150CO0O0E;
PykoaTKa
éunonspHoro
nuHueTa
150CO0O0E;
BunonspHbIi
nuHUeT

MW,
npucoeguHsiemble
M3BHe, KOHTaKT C
MArKUMU TKaHSAMU,
KOCTHbIMU TKaHsAMU,
cnyxart
NpoBOAHUKAMU ANs

[OCTaBKU XngkocTei

MU,
npucoegnHaemMsble
MN3BHE, KOHTAaKT C
MATKMUMUN TKaHAMW.
KOCTHbIMU TKaHAMW.

KomnnekT noctaBku/Package contents

nerator package include main unit, power cord

and instructions for use. Accessories are supply if necessary.

Accessories:

Each Codman Electrosurgical Irrigator package include main unit, power cord,

3 detachable connectors and instructions for use.

Each accessory package includes
Accessories supplied if necessary
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product and instructions for use.

kateropua A — MU
KPaTKOBPEMEHHOI0 KOHTaKTa —
obuwas npofo/KUTENBHOCTb
OfHOKpaTHoro,

MHOTFOKPaTHOro WUAn HerpepbIBHOro
BO3/eNCTBUSA KOTOPLIX cocTasBnseT
He 6ornee 24 y

kateropus A — MU
KpaTKOBPEMEHHOIro KOHTaKTa —
ob6Lwwas NPoAo/HKNTENBHOCTb
OfIHOKpaTHOro,

MHOFOKPaTHOIo WU/ HerpepbIBHOro
BO3/€eliCTBMA KOTOPbIX COCTaBnseT
He 6onee 24 4

B KOMMNIEKT NoCcTaBKM DNEeKTPOXUpypruuyeckoro reHepatopa Codman BxoauT

camMo mnspgenuve, Kabenb NUTaHusa u PYKOBOACTBO No/b30BaTenia.

MpuHagnexHocTn nocrtasBnATCA No H606XO,D,VIMOCTVI.

MpuHagnexHocTu:

B KOMNNeKT nocTaBkyn MppurayMoHHOro Moaynsa BxoaAmT camMo nsgenuve c

kabenem nNuTaHuA, BKAOYaA TP CbeMHble BUTIKN K HEMY, N PYKOBOACTBO

nosib3oBartens.

B KOMNNeKT nocTaBKy OCTallbHbIX I'IpVIHa,EI,I'Ie)KHOCTeI‘/JI BXOANT caMO unsagenne un

MHCTPYKLMS MO ero NpuMeHeHUto.

MpuHagnexHocTn nocTasBNAarvTCA NO HeO6XO,qMMO€! n.

YcnoBua akcnayatauum meguuuHckoro nagennal/Operating conditions
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For Codman Electrosurgical Generator, ISOCOOL

ISOCOOL handle and Bipolar Forceps:

foot pedal, tips and leHepaTopa Codman,

Aansa
2N1IEKTPOXMPYPIrUM, HAKOHEYHNKOB N PYKOATKN 6GMMNONAPHBLIX NMHUEeTOB 130Coo0l
M BUNONAPHBLIX NUHLETOB:

3/1EKTPOXMPYPTNYECKOTO neganu ans

P

.

Operating Temperature Range +10°Cto +40° C

Operating Hum idity Range 30% to 75% relative humidity, non-
condensing

Operating Pressure Range 700 hPato 1050 hPa

recautions:

The Generator must be separated from other electrosurgical devices and their
cords. Close proximity to the Generator and its cords to electrosurgical units
that produce excessive RF current radiation could cause the Generator to
change output power. Surgical electrode cords must be positioned to avoid
contact with the patient or other leads. Tem porarily unused active electrodes
should be stored in a location that is isolated from the patient.

Do not operate the Generator at temperatures below 50°F (10°C). Allow the
Generatorto warm up to at least 50°F (10°C) before use.

Visually inspectthe power cord, bipolar cord and Foot Pedal for damage prior
to each use. Connect Foot Pedal, adjust Generator to desired power setting, and
activate Foot Pedal to verify proper function. Replace accessories if necessary.
Non-insulated bipolar forceps are not recommended for use with higher power
settings. When higher power settings are employed, insulated bipolar forceps
are recommended.

Keep bipolar instrument tips clean. Build-up of eschar may reduce the
instrument's effectiveness. Do not activate the instrument while cleaning, as
injury to operating personnel may result.

The Generator is designed for use without a neutral electrode w hile operated
in bipolar modes.

The Generator does not generate waste. Disposable products used with the
Generator must be disposed of in accordance with hospital procedures and

regulations.
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Avnana3oH paboueilt TemnepaTypbl oT +10 go +40 °C

Avana3oH paboyeli BNaXHOCTH ot 30 go 75 %, oTHOCUTeNbHasA, 6e3
KOHAeHcauuu

Ownana3oH paboyero gaBneHus oT 700 o 1050 rMa

Mepbl NPefoCcTOPOXHOCTK:

* [eHepaToOp AO/MKEH pacnonaratb OTAE/NIbHO OT APYIMUX 3NEeKTPOXNPYPTNYeCcKnx
npun6opoB n nx kabenen. PacnonoxeHne NeHepaTopa unn ero kabenew B6113n
APYTUX 3NeKTPOXNPYPTNUYECKUX NMPUOOPOB, N3NyYato WNX 3N1eKTPOMarHnTHbIe
BO/IHbI,
Ka6enun

MOXET MPMBECTW K CHWXEHWIO BbIXOLHOW MOWHOCTM [eHepaTopa.
NOAK/IO YEHHbIX K reHepaTopy WHCTPYMEHTOB  JOJIXKHbI

pacnonaratbCsa Tak, YTOGbI He KacaTbCsl HU nayneHTa HKU kabenem apyroro

obopygoBaHuA. Heucnonb3lyembie B AaHHbIi MOMEHT 3N1eKTPOAbl AOXHbI
neXxaTb B CTOpPOHe OT nayuneHTa.
e« He wucnonb3yiiTe [eHepaTop npu TemnepaTty'pe Huxe 10 ®C. [Mepeg

ucnonb3oBaHnem Heo6xoaumo y6eauTbcAa UYTO TemnepaTy'pa [eHepaTopa

cocTaBnsgeT He meHee 10 °C.

.

Mepes KaxablM MCMNONb30BaHWEM HeOo6X0AMMO MpPOBECTM OCMOTpP Kabens
nuTaHus, nefanu u kabenei Ana NogKIOUYEHUS MHCTPYMEHTOB M y6eautcsa B
OTCYTCTBMUN NOBpexAeHuii. MoaknounTe NnUTaHue, 3ajaiTe HYXHbI ypOBEHb
BbIXOAHOW MOLWHOCTM M HAXMUTE Nejanb Ans NpoBepkn paboTocnoco6HOCTU
o6opynoBaHus. Npn He06XOA4MMOCTU 3aMeHnTe HepaboTatolwme KOMMNOHEHTHI.

He pekomeHpayeTcsa ycTaHaBnMBaThb BbICOKWU YpOBE€Hb BbIXO,CI,HOVI MOLWHOCTHN

npu ncnonb3oBaHMn Hen3onnpoBaHHbLEX 6I/II'IOI'IﬂprIX NMNHLUETOB. Mpn

BbICOKOW BbIXO,qHOIZ MOLWHOCTH pekomMmeHAOyeTCA ncnonb3oBaTb

n3onnpoBaHHbIe 6|/|n0n;|pr|e MNHUETDbI.

.

Cnegute 3a YUCTOTON KOHUYUKOB 6I/1I'IOI'I$|prIX MHCTPYMeHTOB. HanunaHune

KoaryimnpoBaHHbIX TKaHel MOXeT CHU3UTb 3(*)CbeKTI/IBHOCTb NCMNob30BaHUA



.

.

.

F

Always position Generator so thatthe power cord can be easily unplugged from
the rear panel.

The output power should be set as low as is necessary to achieve the desired
effect.

Anyone who connects additional units to the input or output section thereby
configures the system and is thus responsible for compliance with section IEC
60601-1:16.

In orderto be able to completely separate the unit from the grid in the eventof
danger, either the power socket ofthe unit or the outlet into which the mains
cable is plugged should remain accessible.

Do not immerse the Foot Pedal in any liquids.

Do notuse ISOCOOL Bipolar Forceps at generator power settings that exceed
peak- to-peak RF voltage of500 Volts.

For generators, refer to the operator’'s manual to determine the maximum
allowable power settings.

Activating the electrosurgical unit simultaneously with the aspiration/irrigation
might alter the path ofelectrical energy away from the tissue.

Use only with bipolar cords available from Integra.

or Irrigator, Interconnecting Cable and Bipolar Cords:

Operating Temperature Range +10°Cto +40° C

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

50

Ana nppuraymoHHoro moayns u kaéenei:

He
npoeefgeHna ero OYNCTKNM, 3TO MOXET NPMUBECTU K TpaBMaM.

WHCTpPY.MeHTa. nojaBsaliTe HanpsH)kKeHWe Ha WHCTPYMEHT BO Bpems

KoHcTpykuna NeHepaTopa obecneymBaeT ero Mcnosnb3oBaHWe B 6UNONAPHOM
pexunme 6e3 NpUMEHEeHNs HelTpanbHOro 3neKkTpoja.

B pe3ynbTaTe pab6oThl eHepaTopa He o6pasyeTcsa OTXogoB. OAHOpPa30Bble

npUHaaNeXXHoOCTU, MCMNoNb3yeMble MpU paboTe ¢ [eHepaTopom, nognexart

yTUAM3aLnUM COrlacHO NpaBuiam, NPUHSTBIM B KIMHUKE.
FeHepaTop AO/MKeH pacnonaraTbCcs Tak, 4Tobbl Kabenb NMUTaAHUA MOXHO 6bin0
n3BfeYb N3 rHesfja Ha 3agHen cTeHke MeHepaTopa.

CnepyeT Wcnofib3oBaTb MUHMMAa/JbHO [OCTATOYHYI BbIXOAHYIO MOLWHOCTb,
NO3BOJIAOLWYIO JOCTUYbL HYXHOTO 3ddeKTa.

Mpwn noaoKAKYeHUNNn AONMNONMHUTENbHbIX MHCTPYMEHTOB N3MeHAeTCA

KOH(urypauuna obopysoBaHusa. Heobxoammo cobnwopgaTtb Tpeb6oBaHua 1EC

60601-1 (pa3pen 16).

Ons BO3MOXHOCTW MOMHOFO OTK/AO4YeHUss [eHepaTopa OT 3nekTpoceTun B
cnyyae onacHocTu, Heobxogumo obecneynTb CBOGOAHLIV AOCTYNn K rHe3gy
nMTaHna Ha 3agHel cTeHke MeHepaTopa UM K po3eTKe, K KOTOPOW NOAKAOYeH
kaGenb NuTaHusa MeHepaTopa.

He pgonyckaeTcsa norpyxaTb neganb ANA 3N1eKTPOXMPYPrUM B Kakue-n1m6o
XUAKOCTU.

He ponyckaeTcs ucnonb3oBaTb 6UNONSApHLIM nuHUeT ISOCOOL npwu

HacTpoiikax MOWHOCTN reHepaTopa, NpPeBbILato WX pa3max PY-HanpaxeHus
500 B.

O6paTuTecb K PpYKOBOACTBY oOnepaTtopa reHepaTopa fANs onpegeneHus

MaKCcMManbHO AONYCTUMbIX HACTPOEK MOWHOCTMNU.

AKTUBaUUSA  3NEKTPOXUPYpPruyeckoro ycTpoiWcTBa OJHOBPEMEHHO C

acnupauuei/vppurayuneii MOXeT M3MEHUTb n)Tb NPOXoXAeHuns

SJ'IEKTDVI‘-IECKOI‘/'I SHeprmnm OoT TKaHwu.

Mcnonb3yiiTe TONbKO 6MNONSAPHbIE Kabenn oT kKomnaHun Integra (<MHTerpa»).

Awnana3oH pabouei TemnepaTypbl oT +10 o +40 °C

Advana3oH paboyeil BNaXHOCTH oT 20 go 80 %, oTHOocuTenbHas, 6e3

KOHAeHcauum



20% to 80% relative humidity, non-
condensing
700 hPa to 1050 hPa

Operating Hum idity Range

Operating Pressure Range

Precautions;
e Use onlyCodman Integrated BipolarCord and Tubing Set, Rotary Pump, either
Fixed Leads or Flying Leads with the (Ref 9190001RP and
9190002RP).

The Irrigator does not generate waste.

Irrigator

Disposable products used with the
Irrigator must be disposed of in accordance with hospital procedures and
regulations.

Portable and mobile RF communications equipment can affect electrical
medical equipment.

Refer to individual Instructions for Use for additional information regarding
accessories or use with other devices.

For CODMAN Integrated Bipolar Cord and Tubing Set, Fixed Leads, Rotary
Pump and CODMAN Integrated Bipolar Cord and Tubing Set, Fixed Leads,
Gravity Feed:

Operating Temperature Range +10°Cto +40°C

Operating Hum idity Range 20% to 80% relative humidity, non-

condensing

Operating Pressure Range 700hPato 1050 hPa

Precautions:

Inspect the sterile package carefully. Do not use if;
* the package or seal appears damaged,

e contents appear damaged, or

* the expiry date has passed.
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Onana3oH paboyero gaBneHus oT 700 fo 1050 rlla
Mepbl NPesOCTOPOXHOCTMU;

e COBMECTHO U UPPUTaUMOHHLIM  MOJAyNeM WUCNOoNb3yiTe TOMbKO W
MHTerpnpoBaHHble CUCTEeMbl TPYGOK C 6MMNONASPHbIM Kabenem (KaTasloXHble

Homepa 919000TP 1 9190002RP).
« B pesynbtate pa6oTbl MppUrauMoHHOro mMoaynss He o6pal3yeTcss OTXOA0B.
OpgHopa3oBble MPUHAANEXHOCTU, MUCNoNb3yemble Npu paboTe C Moaynem,
noanexat yTUAn3aunm cornacHo npaBuiam, NMPUHATBIM B KITMHUKE.
e MepeHOCHOE W cTauMOHapHOe KOMMYHWKaLUWMOHHOe o6opyAoBaHWe MOXeT
oKasblBaTb B/INsIHWE Ha paboTy MegULMHCKOTro o60pyaoBaHus.
* Mo

npuHagnexHocTen

AOMNO/THNTENbHbBIM BoOnpocawm,

Apyroro
pykoBoACTBaM MO aKCnayaTauuu.

CBA3aHHbIM C ncnonb3oBaHNeEM

nnu obopysoBaHusi, o6paTuTecb K  WUX

Ons VIHTerpvpoBaHHOI# cucTteMbl TPYGKU € GUNONSIPHbIM Kabenem gns nogauu
CaMOTEKOM 1
MHTerpMpoBaHHOi cucTeMbl TPYGKU C  6GUNONSAPHBLIM

kabenem, ansa

MppUrayMoHHOro Mogayns.
Aunana3zoH pabouyeil TemnepaTypbl oT +10 go +40 °C
Anana3oH paboyen BNaXXHOCTH oT 20 po 80 %, oTHOCUTeNbHasa, 6e3

KOHAeHcaummn
Avana3oH paboyero gaBneHns oT 700 go 1050 rMa

Mepbl NpesOCTOPOXXHOCTN:

TwaTenbHO NpoBepbTE LENOCTHOCTb CTepl/II'IbHOVI ynakoBku. He mncnonb3soBaTtb
ecnu:

b ynakoBKa MeeT noBpexageHna nam HerepMmeTundHa
.

COEepPXMMOE KaxXeTcs NOBpPEeXAEHHbLIM nUn
UCTEK CPOK rogHoOCTHU
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Silicone has a low cut and tear resistance. Do not allow the silicone tubing <« CunmkoH wumeeT cnabylw yCTOWYMBOCTb K Hagpesam W HagpbiBam. He
portion ofthe set, between the plastic fittings, to come in contact with sharp fonyckKarTe KOHTaKT CU/IMKOHOBOW YacTu (HaxoguTcs MeXxay naacTUKOBbIMU
objects. puTMHrammn) c oCcTpbIMU NpegMmeTamu.

Do not peel apart the tubing and electrical cord as this can cause the tubing « He pasgensiiTe Tpy6Ky 1 Ka6enb. 3TO MOXeT NPUBECTU K NPOTEUKE.

portion to leak. o [laHHbIi KOMMMEKT npefHa3HauyeH TONbKO A1 MCMOMb30BaHUA C MATKUMMU
This product is designed for use only with collapsible solution containers. KOHTEelHepamu AN pacTBOPOB.

This product is designed for use with bipolar electrosurgical units only. e [laHHbIA KOMNEKT NpeagHasHavyeH TONbKO ANS1 NCMNOMb30BaHUA C GUNONSAPHbLIM
Do not use this bipolar cord set at generator power settings that exceed peak- 3/1eKTPOXNPYpPruyeckum obopyfoBaHnem.

to-peak RF voltage of 500 volts. Refer to the operator's manual supplied with He ucnonb3yiite 6uNonApHbIA Kabenb, BXOAAWMWA B faHHbIA KOMMIEKT, C

the generatorto determine the maximum allowable power settings. BbIXOAHbIM Hamnpsi)XeHWeM, MMeK WM NoNHbI padmax 6onee 500 B.

O6paTTeCh K PyKOBOACTBY MO 3KCMNyaTauMu reHeparopa Ans onpejgeneHuve
MaKCUManabHO AONYCTUMbIX HACTPOEK MOLWHOCTW.

Installation and Maintenance Requirements / Tpe6oBaHMA K MOHTAXy W YyCcTaHOBKE

Generator Setup. YcTaHOBKa reHeparopa.

1) Place the Generator on a stand, shelf, or other flat surface capable ofsecurely 1) YctaHoBuTe reHepaTop Ha noacTaBKy, MNOAKY WAU APYFYHO MJOCKYHO
supporting the device. NOBEPXHOCTb, CNOCOGHYI0O HaAEeXHO yAepXnBaTb nsgenue.

2) Plug In Generator: 2) MNogknounTe reHepartop:
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a. Insert the plug ofthe Foot Pedal into the Fool Pedal Receptacle on the rearof
the Generator. Place the Foot Pedal in an area accessible to the user.

b. Twist the cable collar 1/4 turn to lock the Foot Pedal cable in place.

Note: Verify activation ofthe Foot Pedal before each use.

c. To disconnect the Foot Pedal, twist the cable collar counterclockwise Va turn
to unlock the cable; grasp the plastic housing of the Foot Pedal cable and pull.
Always grasp and pull the plastic housing; do not pull the cord.

2) Codman Electrosurgical Irrigator Setup (O ptional):

If you are using the Electrosurgical Irrigator with the Generator:

a. Follow the Instructions provided in the next point.

b. Using the Electrosurgical Interconnecting Cable, connect one end ofthe cable
to the Generator receptacle on the rear ofthe Irrigator. This cable allows you to
control irrigation while coagulating when using the Foot Pedal to activate the
system.

c. Connect other end o fthe cable to the receptacle on the rear o fthe seneralor.
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PasmecTuTe nepanb Tak. 4Tob6bl 3TO 6bLINO YyA4O6HO ANS onepaTopa.

b. NMoBCPpEMTE NofBMXHYK 4YacTb pasbéma Kabens Ha yeTBepTb o60poTa, 4YTO
3aukcnpoBaThb €ro B rHesje.

MpumevaHune: MNMpoeepsanTe paboTOCNOCOGHOCTL Nejanu ANA 3NeKTPOXUpyprum
nepej KaxfblM UCNONb30BaHUEM.

c. Ona oTcoegnHeHnsa nejann ANS 3NeKTPOXUPYPrMM MOBEPHUTE KOJbLEBOW
3aXMUM Kabena NpoTWB 4acoBOlM CTPeNkM Ha Yao6opoTa, UTo6bl pasbNoKMpPoBaTh
ans

Kabens

nnacTUKOBbIN neganun

Ka6efb; BO3bMUTECb 3a KO X YX
3N1EeKTPOXUPYPTUN 1 NMOTSAHMUTE Ha cebs. Bcerga ocywecTBnalite oTcoegMHeHue,

Aep>XXach 3a NJacTUKOBLIN KOXYX. He gonyckaeTcs TSHYTb 3a cam LWHYP.

2) MopknoYeHNe NppuUrayMoHHoro moayns (onyuoHansbHoY

Mpun Ucnonb3oBaHUM UPPUTALUOHHOTO MOAYNA C reHepaTopoM:

a. CnepyiiTe ykazaHussM, NpMBEAEHHbIM B c/iefylolWwem NyHKTe.
b. icnonb3yliTe cneunanbHbli COeANHUTENbHbLIA Kabenb. MogknunTe ero K
rHe3[y Ha 3agHel cTeHKe mppuratopa. [aHHbli Kabenb NO3BONSET ynpaBnsaTb
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Power on the Generator by pushing the power button. The power button wiill
iluminate blue. An error in the start-up indieates a device defect. Refer to the
Error Diagnosis/Troubleshooting section.

Self-Test:

The Generator performs a self-test after it is powered on. A ll display elements on
the front panel are turned on during this process. The following light up briefly
in the order they are listed: The MONOCUT and BICUT mode buttons, then
MONOCOAG and BICOAG mode buttons, followed by the red indicator light
above the neutral electrode receptacle. The two Output Power displays light up
with ”88” and the white CUT and COAG Indicator lights illuminate sequentially;
the respective activation tone must sound simultaneously. The default start-up of
the device is BICUT and BICOAG with both displays lit up with ”00”.

An error in the self-test sequence indicates a device defect. Refer to the Error
Diagnosis/Troubleshooting section.

Codman Electrosurgical Irrigator Setup.

NOTE: To avoid unintentional irrigation, ensure that the Irrigator is switched o ff

during set-up.

1. Place the Irrigator on an appropriate surface.
2.
on the rear panel of the Irrigator:

Codman Electrosurgical Interconnecting Cable (REF 901001CBLI)

Codman Electrosurgical Interconnecting Cable for CMC-V (REF 901001CBL2)
3.
rear panel ofthe Generator.

Insertthe appropriate corresponding Interconnecting Cable into the receptacle

Insert the other end of the Interconnecting Cable into the receptacle on the
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vppuraymen B rnpouecce Koarynsuuu npu  WCNoONb3OBaHUW neganu  Ans
aKTuBaLun.

c. MogknounTe Apyroli KoHeu kKabena K rHe3gy NoAk/JlUYeHUA nppuratopa Ha
3afHeli cTeHke eHepaTopa.

Bknounte [eHepaTop HaXaB Ha KHOMKY BKAOYEHUA nuTaHua. BknwoumTtcsa

ronybasa noAcBeTKa KHOMKW. BO3HMKHOBEHMe OWWNO0K BO BpemMsa 3anycka
O3HauvaeT cboii o6opygoBaHusa. Cm. pasgen «AunarHocTmka owmnbok/ycTpaHeHune

HeVICI'IpaBHOCTeVI».

CamoTecTupoBaHue:

[eHepaTop BbLIMOMHAET CAMOANArHOCTUKY Npu KaXAoM BKIO4YeHUn. B npouecce
Ha
HeNpoao/MKNTeNbHOe BPeMs 3aropaeTcs MoAcCBeTKa 3/1IeEMEHTOB yrnpasB/ieHus.

camMoAMarHoCcTUKM BKAKOYATCA BCe WHAMKATOPbl Ha NMUEBOW MaHenu.
BkntouyeHne NoACBETKU MPOU3BOAUNTCSH B CrefylollemM nopsigke: KHONKM Bbibopa
pexuma MONOCUT m BICUT, 3aTeM KHOMKKN Bbibopa pexuma MONOCOAG
BICOAG,
HeliTpanbHOro aneKTpoja.

n 3aTeM KpacHbI
Ha
3aroparoTcs

cooTBeTCTBYylOWME

MHAWKATOP Hafj rHe3aom
o6bonx pucnnesax oTobpaxaeTcs
CuUuT
3BYKOBbIE

noAKNo YeHns
«88»
COAG.
culHansl. Mo
BICUT
(6bnnonsapHbIA pexunm paspesa) n BICOAG (6bunonsApHbIA peXxum Koarynsaumn)

n

nocnegoBsaTesibHO 6enble NMHONKaTOpPbI n

OfHOBpPEMEHHO BblgatoTCA

yMOn4YaHUIO nocfe BKAO4YeHUs [eHepaTopa akTUBHbI PeXUMbI
CO 3HaUYeHMeM BbIXOAHOW MowHOCTU «00».
BO3HMKHOBEHME OWMNBOK BO BpeMS 3anycka o3HayaeT c60ii ob6opygoBaHus. Cm.

pasgen «AnarHocTmka ownMboK/ycTpaHeHne HeENCNpPaBHOCTEN».

YCTaHOBKa UPPUTALUOHHOTO mopayns.

NMPUNMEYAHWNE:
yCTaHOBKMW y6eanTechb, YTO UPPUTALUOHHbLIA MOAYNb BbIK/IOYEH.

Bo u36exaHue HenpegHaMepeHHOW uppurayuum BO BpeMs

1. PacnonoXxuTe UppUraLuoHHbIi Moaynb Ha NOAXOAALLeil NMOBEPXHOCTH.
2.
Ha 3ajHell naHenn MpPpUrayMoHHOro Moayns:

MoakNUYNTEe COOTBETCTBYIOUWMIA KOHEL COEANHUTENbHOTO Kabens K rHesgy




4. Insert the Power Cord into the power receptacle on the rear panel of the
Irrigator and into an appropriately grounded 100-240 VAC 50/60 Hz power
supply.

WARNING: Do not attempt to bypass the grounding prong on the Power Cord
by using an adapter. The Irrigator must be grounded properly to ensure operator
and patient safety. Grounding reliability can be achieved only when connected to
a power supply marked “Hospital Only” or “Hospital Grade.”

NOTE: Always position the Irrigator so that the Power Cord can be easily
unplugged from the rear panel.

5. Depress the power button located on the front panel to power on the Irrigator.
The power button will iluminate. The screen above the flow rate knob w ill also
iluminate and display the Codman logo and software version. It w ill then display
the initial flow rate setting of“0.”

NOTE: Ifthe service icon is displayed, or the service indicator light is activated,
contactyour Integra sales representative.

NOTE: Ensure thatthe pump hood is closed prior to operation.

NOTE: To verify the above-mentioned operation ofthe Irrigator before loading
the tubing set or connecting the forceps cable, you can do the following:

e Turn the flow rate knob clockwise until the display screen indicates a flow rate
setting of“ 10.”

« Depress the foot pedal connected to the Generator and verify that the pump
head is operational by hearing an audible w hirring sound. The pump head rollers
should rotate when the foot pedal is depressed and stop rotating when the foot
pedal is released.

If the Irrigator does not operate as noted above, check all connections (including
Power Cord) and confinn that the unit is powered on and not displaying an
indicator to service the unit.

Irrigation Operation:
1. Rotate the flow rate knob to select the desired irrigation flow rate setting. The
Irrigator display will indicate the selected flow rate setting.
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CoeanHUTENbHbI Kabenb (KaTanoXHbli Homep 901001CBE1)
CoeANHNTENbHLIN Kabenb AnNsa
HomMmep 901001CBE?2)

3. MopakntounTe JPYroin KoHel coefuHUTENbHOTO KaGena K rHe3gy Ha 3agHeii

reHepatopa Mogenu CMC-Y (KaTaNlloXHbli

naHenu reHeparopa.

4. BcTaBbTe CeTeBOli WHYP B pa3beM Ha 3ajHe naHenm uppurayuoHHoOro
MOAYNA M NOAKNKOYNTE ero K 3a3eM/IEHHOW po3eTKe CeTU NepeMeHHOro Toka.
(100-240 B nepemeHHOro toka, 50/60 Iy).

BHUMAHWE:
nuTaHusa. Ansa obecneyeHnss 6e30NacHOCTU NayueHTa n nepcoHasa Heob6xo4Mmo

He wcnonb3yiiTe NepexoAHUKU TMNpPu MOAKJOYUYEHUM WHypa

obecneunTb JO/KHOE 3a3emM/eHWe uppuraunmoHHoro wmoaynsi. besonacHoe
3a3emM/ieHne obecneynBaeTCca TONbLKO NPU NOAKIOUYEHUN K PO3ETKE C KOHTAKTOM
3a3emMeHus.

NMPNMEYAHWE:
NMMTaHUS MOXHO GblI0O N3BMeYb N3 rHe3ja Ha 3ajHell cTeHke MppuraTopa.

Mppuratop [O/MKEeH pacnonaraTtbCss Tak, 4To6bl Ka6enb
5. HaXMWUTe KHOMKY NUTaHWUsA, Pacrno/IOXXEeHHYI Ha nepeaHeil naHenu, 4tobbl
BKAOUYNTb UPPUTALUOHHBIA MOAyNb. KHOoNKa NuTaHus 6yaeT NnoAcBe4YMBaTbCS.
OKpaH Haj PpYy4YKol perynMpoBKM pacxofa Takxe HayHeT CBeTUTbCSA C
oTo6paxeHmem norotuna Codman wn Bepcuum NpPOrpamMmmHOro obecnevyeHus.
3aTeM Ha gucnnee NossBUTCS 3HaYeHWe HavyaslbHOW HAcTPOWKKM pacxoga «0».

MPNUNMEYAHWME:

MHAUKATOP OGCNyXUBaHUsSA, 06paTUTEChb K YNONHOMOYEHHOMY MpeacTaBuUTeNo

Ecnn oTob6paxaeTcsa CUMBON OO6CNYXWBAHWUA WINW TOPUT
Integra («MHTerpa»).

NMPUMEYAHWE: Mepepn paboToii ybeanTech, YTO KpblllKa MOMMbl 3aKpbiTa.
MPUMEYAHWE:

YyNOMAHYTbLIE BbllWe ,D.eIZCTBVIFl BbIMOJ/IHEHDbI

UTo6bl nepes ycTaHOBKOW Tpybkum yb6eauTbcs, 4YTO Bce

npaBuUIbHO, MOXHO MpojenaTb
cnepyuwee:

. Bpalas py4kKy HacTpoOikyM NMOTOKa MO 4acoBoOli CTpesike YCTaHOBUTbL Ha
gucnnee 3HavyeHue pacxoga «10».

. HaxaTb Ha MOAK/JOYEHHYK K reHepaTopy negans U y6eauTcs, 4To

nomna pa6oTaeT, u3jaBas XYXXaHue. PoOAWKM NoMMbl LOMKHbLI BpalaTtbecs,
KOorfa HaxaTa nefanb U OCTaHaBAMBATbCA KOrga nejanb He HaxaTa.

Ecnu MppuraymoHHblii Mogynb He paboTaeT, Kak yka3aHo Bbille, NpoBepbTe BCe
coefnHeHus (BKNYaa kKabenb NuTaHus) u y6eauTech, 4TO NMTaHMe nojaHo, a

MHAWKATOP 06CNyXMBaHUSA He oTo6paxaeTcs.




NOTE: The irrigation flow rate setting can be increased by rotating the flow rate
knob clockwise. Conversely, the irrigation flow rate setting can be decreased by
rotating the knob counterclockwise.

NOTE: Always adjust the flow rate setting with the bipolar forceps attached to
ensure that sufficient irrigation fluid is delivered into the operative field to meet
clinical needs.

2.
surgical field. Release the foot pedal to stop flow.

Depress and hold the foot pedal to deliver the desired irrigation fluid to the

Additional Operating Features of Irriiiator:

The irrigation flow rate can be adjusted while the foot pedal is depressed and
irrigation fluid is delivered. Irrigation fluid delivery can be suspended by pressing
the Pause button on the front of the Irrigator. The Pause button w ill iluminate
and the display will indicate that flow has been suspended. Pressing the Pause
button again w ill pennitiirigation fluid delivery while the fool pedal is depressed.
NOTE: The Irrigate Button on the Electrosurgical Generator w ill not control the
suspension o firrigation fluid delivery.
by the Pause button on the Irrigator.

Plow suspension can only be controlled

Loading the CODMAN
Rotaiy' Pump:

Integrated Bipolar Cord and Tubing Set, Fixed Leads,
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YnpaBneHne nppurauymnen:
1. Bpawas py4yky HacTpoOiKM MOTOKa, YCTAaHOBUTE HYXHO 3HauyeHue pacxoga
XNAKOCTU. 3ajaHHOe 3HayeHWe O0TO6pa3nTCsa Ha [ucniee UPpPUraymoHHOro
MoAayns.

MPUMEYAHWME: pna yBennyeHuda pacxofja XWUAKOCTU crefyeT MOBEPH>Tb
PY4YKYy HacTpPOWKM MOTOKa MO 4YacoBOW cTpenke. I Hao60poOT, AN YMEHbLW EHNS
pacxofa cnepyeT MNOBEPH)Tb PYYKYy HACTPOWKM MNOTOKA NPOTUB 4YacoOBOW
CTpEesKu.
MPNMEYAHWNE:
Heo6xoAMMO OTperyimpoBaTb pacxof XuakocTm wn ybeamTbes,

npoBejeHua onepayunm NocTynaeT JOCTAaTOYHOE eé KONMNYEeCTBO.

npn KaxgomMm Ucnosib3oBaHuUu 6VII'IOI'IF|prIX MHCTPYMEHTOB
4TO B 30HY

2. HaxMuTe Ha neganb W yagepxuBaliTe eé a3a obecneyeHuss Heob6xoaumoii
uppuraummn 30Hbl NpoBeaeHUst onepaynun. [Ans oCTaHOBKA Mppuraumm oTnyctute
nepans.

Aono;[HnTenbHble GYHKUUN yNpaBneHUs UPPUrauuoHHbBIM MOAYIeM:

PerynupoBKy pacxoja MOXHO MPOBOAWTbL MNpPW HaXaTOW nejanM BO Bpems
npoBefeHus nppurauun. ippuraymio MoXHO NPUOCTAaHOBUTbL HaXaB Ha KHOMKY
nay3bl, PacrnosioXXeHHYI Ha NMUeBOl MaHenn UppurayMoHHoro mogyns. Mpwu
HaXaTuy Ha KHOMKY nay3bl BKIIOYMTCHA €€ nojcBeTKa W Ha Aucninee Moayns

0TO6pa3nTCcsa 3HaA4YoK naysbl. [MOBTOpPHOE HaXaTue Ha KHOMKY nay3bl CHOBa

3anycTuT uppurayunio (Npu ycnoBumn, 4To HaxaTa nejanb).
NMPNMEYAHWME: KHOoNKa nppuraumm Ha 6UNonsipHOM 3N1eKTPOXUPYPTNYECKOM
reHepatope He ob6ecneynBaeT [MPUOCTAHOBKY

mppurayun. TpuocTaHoBKa

uppuraynumM ocyllecTBAAETCA TOJIbKO KHOMKOIA

Mogayne.

naysbl Ha MWppUrayMoHHOM

YcTaHOBKa VIHTerpMpoBaHHOl cucTeMbl TPy6GKU C 6UNONSPHbLIM Kabenem Ans
MPPUTALUOHHOIO MOAyNa:



NOTE: To ensure proper operation, use only the Codman Integrated Bipolar
Cord and Tubing Set, Rotary Pump, either Flying Leads or Fixed Leads.

1. Using sterile technique, remove the Cord and Tubing Set from the peel pouch
and place in the sterile field. Secure the male luer and the socket end in the sterile
field.

2. Transferthe Generator plugs and irrigation inlet spike from the sterile field to
pem it subsequent connection to the Generator and Irrigator. Remove the

protective cap from the irrigation tubing inlet spike. Prepare the irrigation
solution bag to receive the spike. W hile holding the bag vertically, push the spike
into the center ofthe port until secure. DO NOT TWIST.

3. Engage the irrigation tubing clamp.

4. Suspend the bag, port end down, on an IV pole.

Note: To ensure sufficient flow, position the irrigation container so the set’s inlet
spike is above the level of the forceps. Increasing the height of the irrigation
solution container increases the pressure ofthe flow.

5.

tubing set.

Identify the silicone tubing located between the two plastic fittings on the

6. Open the irrigator module door and lift the pump hood.
7. Starting from the top, thread the tubing through the slot, around the rollers,
and through the exit opening at the bottom ofthe pump head, as shown below:
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NMPUMEYAHWE: [Ona obecneyeHusn

MCNoNb3yliTe TONbKO WHTerpupoBaHHyl cuctemMy TpP\GKM C 6GUNONAPHBLIM

Hagnexawero ¢yHKUMOHUPOBAHUSA
kabenem AN MPPUTALMOHHOTIO MOAYNS.

1.
U3BNEKNTE CUCTeMy TPyGKM K3 6AucTepa M MOMecTuTe B CTEPUIbHOE Mofe.
KOHHEKTOp Jlyapa W Jpyroi KoHely TpyGKu

Cob6nwopgas npaBuna, obecneymBarowme COXpaHeHUE CTepuIbHOCTH,

3apukcnpyiiTe WTbIpeBOii B
CTepuabHOM Mnorne.

2. MNepemMecTuTe pa3beMm 41 COeANHEHMNS C TeHepaToOpoOM U BXOAHOW (OUTUHT U3
CTEepUIbHOTO MNOJIA K COOTBETCTBYHOLWMM TOYKaAM MOAKAOYEHUS Ha reHepaTope
N nppuraumoHHom mogyne. CHW.MUTe 3aWWTHBLIA KOAMA4YoK C (UTTUHTA
MppUraynoHHom Tpy6Ku. NMPUroToBbTE MELWOK C UPPUTALUOHHLIM PacTBOPOM

AN coefjuHeHUsa C (UTTUHIOM. YAepXuBas MelWOoK BepTUKalbHO,
ao

BBeAuNTe
BXOAHOW (UTUHT LeHTp coeauHuTens HE
,EI,OI'IYCKAVITE MEPEKPYYMBAHWNA.

3. 3aTAHuTe 3aXMMm Ha Tpybke.

B Ha nnakeTe ynopa.

4. TopgBecbTe MeLWOK CoefUHUTENEM BHU3 Ha WTaATUB.

MpumeyaHne: Ona obecneyeHUsa [OCTATOYHOrO NOTOKa PacnonoXmTe MeLWOoK C
XNAKOCTbIO TakMM 06pa3omM, 4UTOObl (GUTUHT CUCTEMbI HAXOAWU/CA Bbllle YPOBHSA
nuHueTa. YBe/MYeHUe BbICOTbl PAaCNONIOXEHUA MeEWKa C >KUAHOCTHIO
yBennumBeaeT faBJ/ieHne noTtoka.

5.

nnacTUMkKoOBbLIMUA CbVITVIHFaMI/I.

HaignTe CUANKOHOBYKH 4YacTb TPYyOKW, pPaCMOIOXEHHYID MexXAay [ABY.MA

6. OTKpoOliTe ABepLY UPPUTALUOHHOTO MOAYAA U NOAHUMUTE KPblLKY NMOMMbI.



7. HauaB cBepXxy, MPOMNycCTUTe CUJMKOHOBYI YacTb TPYyGKM 4epe3 npopesb,
3aTeM Ha POJIMKW U BbiBeuTe Yepe3 BbIXOJHOE OTBEpPCTUE B HUXHEN yacTu, Kak
nokasaHo Huxe:

0]
ENGLISH
A. Display
B. Control Knob
C. Module Door
D. Tubing Set
E. Pump Door (open
P (open) ENGLISH
A. Display
B. Control KfHIb
o o . . C. Module Door
The plastic fitting nearest the irrigation solution bag must be at the top of the D. Tubing Set
pump head and the fitting nearest the forceps must be at the base. E. Pump Door (open)
A. Display A. Oucnneit
8. To prime the system, release the irrigation tubing clamp and allow fluid to  B. Control knob B. Pyuka perynvmpoBsku
flow freely through the tubing. Remove as many air bubbles as possible and C. Module Door C. Aepua moayns
ensure there is fluid throughout the irrigation tubing. Close the pump hood to stop D. Tubing Set D. Cuctema Tpy6oK
the fluid flow . E. Pump Door (open) E. KpblwKa nomnbl (OTKPLITOE MONOXKEHNE)

MnacTMKoOBbLIA PUTUHT, BGAMXKANW NG K MELWKY C UPPUTaALUOHHOM XUAKOCTbIO,
OO/MKEH HaxoAMTbCA B BEPXHEW 4YacTu MoAynsa, a (QUTUHT, 6amKanwunm K
NMUHLETY, LOMXKEH HAXOAUTbLCS Yy OCHOBaHMUSA.
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D 8. Onsa npeaBapuTenbHOro 3anofIHEHUS CUCTeMbl ocnabbTe 3aXum
MppUTrauMoHHOW TPYyOKM 1 ganTe XMAKOCTU CBOGOAHO Teub No Tpybke. YoanuTte
KaK MOXHO 60/blle Ny3blpbKOB BO3yXa MybegnTechb, YTO XNAKOCTb NocTynaeT
no mppuraynoHHon Tpybke. [ns npekpaweHns ABUWKEHUS XNLKOCTUN 3aKkpoiTe
KPbl LU KY NOMMbI.

ENGLISH

A. Di*ay

B. Control Knob

C. Module Door

D. Tubing Set

E. Pump Door (closed)

ENGLISH

A. Display

B. Control Knob

C. Module Door

D. Tubing Set

E. Pump Door (closed)

W ARNING : Ensure that the silicone tubing is not pinched when closing the A. Display A. Ovcnneid

pump hood. B. Control knob B. Pyuka perynmposKku

9. Insertthe Cord and Tubing Set plug(s) into the Generator. The plug(s) must  C. Module Door C. [Bepua mogyns

fit securely in the Generator’s isolated bipolar output jack(s). D. Tubing Set D. Cuctema 1py60K
60
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10. Connect the forceps to the Cord and Tubing Set socket.
WARNFNG: Ensure the connection
warning may result in electrical shock or injury to the patient or operating room

is completely seated. Failure to observe

personnel.

1]. Connectthe Cord and Tubing Set and forceps designed to provide irrigation
by inserting the male luer connector into the female forceps connector.

12. Priming can be achieved by performing one ofthe two following techniques:
a. Turn the flow rate knob clockwise until the display screen indicates a flow
rate setting of “20.” Depress and hold the foot pedal until irrigation fluid is
flowing freely through the forceps tips and there are no air bubbles visible.

b. Manually prime the system by releasing the irrigation tubing clamp and
allowing irrigation fluid to flow through the tubing. Remove as many air bubbles
as possible from the tubing before use. Verify flow in the system by observing
irrigation through the forceps tips. When the tubing set is fully primed, close the
pump hood to stop the fluid flow. Avoid pinching the silicone tubing when

closing the pump hood.

Loading the CODMAN
Gravity Feed:

Integrated Bipolar Cord and Tubing Set,Fixed Leads,

1. Using aseptic technique, remove the CODM AN Integrated Bipolar Cord and
Tubing Set from the peel pouch and place in the sterile field. Secure the male luer
and the socket end in the sterile field.

2. Transfer the generator plugs and irrigation inlet spike from the sterile field to
permit subsequent connection to the generator and irrigation module. Remove
the protective cap from the irrigation tubing inlet spike. Prepare the irrigation
solution bag to receive the spike. W hile holding the bag vertically push the spike
into the center ofthe port until secure. DO NOT TWIST.

3. Engage the irrigation tubing clamp.

4. Suspend the bag, port end down, on an IV pole.
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E. Pump Door (Closed) E. Kpbiwka nomnbl (3aKpbITOE NOMOXEHMWE)

NMPEAOOCTEPEXEHWE: 4TO CUIMKOHOBAas 4acTb TPY6KWM He
3auemMsneHa nNpy 3akKpbiTUN KPbIW KW MOMMbI.
9.

AO K HbI

Y6epuTtecs,

Mopknounte kKabenb n TpybkKy K reHepatopy. Pa3bvém (pa3bémbl) Kabens
6bITb HaAEXHO BCTaB/ieHbl B rHe3go (rHésga) Ana 6uMnonNspHoOro
NOAKNHOYEHNS Ha reHepartope.

10. MoAakntoUYMTE MHCTPYMEHT K TpybKe u Kabento.

BHMUMAHWE: Yéeantecb B HaAEXHOCTU NOoAKAOYeHUsA. Hecob6ngeHne aToro
Tpe6oBaHNUA MOXeET MNpPMBECTM K MOPaXEHUIO 3NEeKTPUUYECKMM TOKOM Uun
TpaBMaM nauuMeHTa UAn nepcoHana.

11. Ans NOAKNIOYEHUSA NHCTPYMEHTOB, 06ecneymBaloLLUX nppuraLmno, BCTaBbTe
W TbIPEBOV KOHHEKTOp Jllo3pa B COOTBETCTBYHOLULEe THE340 HAa MHCTPYMEHTE.

12. 3anosiHeHne CUCTEMbl XWUAKOCTbO MNPOMU3BOAUTCA OAHUM U3 C/efyio W unx
MeTofOB:

a. Bpawasa pyyky HacTpOWKM MOTOKa MO 4YacOBOW CTpesike yCTaHOBUTE Ha
avucnnee 3HadyeHue pacxoga «20». HaxkmnTte nygepxuBanTte neganb 4O Tex nop,
noka XMAKoCTb, UCMoONb3yemMas AN nppuraynn, He 6ygeT cBo604HO n3nuBaTbCs
M3 UHCTpPYyMeHTa 6e3 BUAMMbIX Ny3blpbKOB BO3A4yxa.

b. 3anonHnTe cucTemy BpPYYHYH, ocnabuB 3axXumm Ha Tpybke, Takum
obpa3oM MO3BOJ/IMB XWAKOCTM CBOGOAHO Teub 4epe3 TpybKy. [lMocTapairTechb
MakKCumManbHO yAanuTb My3blpbKM BO3ayXxa YbeanTtecb B

n3 TpyobKMN.

NMPOXOXXAEHUN >XKUAKOCTU (OHa A[O/MKHA BbiTEKATb M3 WHCTpyMeHTa). [lpu
LOCTMXEHUMN 3anofIHeHUs TPY6KW 3akpoliTe KpbiWKY MOMMbl 415 OCTaHOBKMU
TeyeHna XUAKOCTU. Y6eanTechb, UTO KpblWKa He nepexumaeT CUNMNKOHOBYIO

4yacTu Tpyo6KN.

3anonHeHne VIHTerpupoBaHHOW cUCTeMbl TPYOGKU C 6GUNONSIPHLIM Kabenem ans
nogaym caMoTEKOM:

1. Co6nopas npasBuna, o6ecneunBatoline coxpaHeHne cTepuibHOCTU, OTOpBUTE
Kpali 3anasiHHOro nakeTa, U3B/IEKNTe M3 Hero KomnaekT TPp\GOK 1 Ka6ens wu
rnepeHecuTe B CTepunbHoe none. 3aPuUKcUpyinTe WTLIPIOBOI coeanHNTeNb Jlyepa
N ApPYroi KoHel TPYGKM B CTEPU/IBHOM Mnone.

2.
TPYyOKU

MepemecTuTe pas3bémbl N8 NOAKIIOYEHUS K FreHepaTopy U BXOAHOW (UTUHT

mnppuratTopa wu3 CTepusibHOro nosid K cooTBeTCTBylOWMM TOYKaM



Note: To ensure sufficient flow, position the irrigation container so the set’s inlet
spike is above the level of the forceps. Increasing the height of the irrigation
solution container increases the pressure ofthe flow.

5. Insert the silicone tubing, located between the two plastic fittings on the tubing
set, into the keyhole slots at the top and base ofthe irrigation module.

The plastic fitting nearest the irrigation solution container must be at the top of
the irrigation module and the fitting nearest the forceps must be at the base, as
shown below:

6. Press the load switch on the irrigation module to retract the occluding arm.
W ith the other hand, position the silicone tubing so that it is occluded by the arm
when the load button is released.

7. To prime the system, release the irrigation tubing clamp and press the load
switch on the irrigation module. Remove as many air bubbles as possible and
ensure there is fiuid throughout the irrigation tubing before releasing the load
switch.

8. Insert the two plugs into the generator. The plugs must fit securely in the
generator’s isolated bipolar outputjack.

9. Connectthe forceps to the cord set socket.
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NOAK/KOYEHNS Ha reHepatope u uppuraynoHHom mogyne. CHUMMUTE 3awWnTHbIN
KO/INa4YoK C BXOAHOro (UTUHra Tpyobku wuppuratopa. MNpurotoBbTe NakeT C
MppUrayMoHHbLIM pPacTBOPOM. YaepXwuBasa rMaked BepTUKaibHO, BCTaBbTe
BXOAHOW (PUTUHT TPYGKM nppuratopa B LEHTP COEAUHUTENS Ha NnakeTe o yrnopa.
HE KPYTUTb!

3. 3aTsHUTE 3a)XMM Ha TpybKe.

4. NMoaBecbTe NakeT Ha WTaTUBe COegUHNTENIEM BHUS.

MpumevaHune; Ona obecneyeHns JOCTATOYHOroO pacxofja pacrnofioXnTe nakeT C
MPPUTrayMoOHHbIM pPacTBOPOM TakK, 4YTO6bl BXOAHOW GUTUHI KOMMJEKTA
HaxoAusacsi Bbllle MNuWHUEeTa. YBeNnuyeHue BbICOTbl pPacCNoOIOXEHUs nakeTa
yBenMuuBaeT faB/ieHne noTokKa.

5. BcTaBbTe CU/IMKOHOBYK 4YacTb TPYyOKU, PaCNONIOXKEHHYH MexXay ABYyMS
NnNacTUKOBbIMM (UTUHIaMu, B NPUEMHOE OTBEPCTME, PACMOJ/IOKEHHOE MexXAay
BEPXHEN U HWXHEW YacTAMW UPPUTaLMOHHOIo MoAyns.

BAVXHWIA K NakeTy C pacTBOPOM MNNACTUKOBbLIN (PUTUHT fO/KEeH 6GblTb CBEpXY,
O6NNXHNK K NUHUETY PUTUHT — CHU3Y, KaK NMokasaHo HUuXe:

nmor



WARNING:
warning may result in electrical shock or injury to the patient or operating room
personnel.

Rnsure the connection is completely seated. Failure to observe

10. Turn on power to the irrigation module and the bipolar generator. Set the
irrigation module and generatorto allow for irrigation to be delivered through the
tubing set.

11. Verify flow through the irrigation tubing by observing irrigation to the luer
connector. Connect to the forceps' irrigator receptacle.

Disconnect the power cord:

To remove power cord from the device, unplug the power cord from the power
receptacle or wall socket. Do not use extension cords with three-prong to two-
prong power plug adaptors, or extra-length Power Cords with the lIrrigator.
Before each use, visually inspect the Power Cord and plug for frayed or broken
insulation. If necessary, replace the Power Cord with the same type, length,

gauge, and insulation

ISOCOOL tip and handle assembly:

CAUTION:
Make sure the generator is

turned off (or is in standby mode) before
connecting the forceps handle or changing the tips. User injuiy' could result if
power is applied to the forceps during assembly.

Handle the working end ofthe tips with care; they can be sharp and can
cause injury.
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6. HaxXmuTe KHOMKY 3arpyskuM Ha uppuraymoHHom mopyne AN B3ArMBaHus
3aKMMHOW CKOObl. PacnonoXxute CUIMKOHOBYK 4YacTb TPYyOKM Tak. 4TOObl OHa
nepexumanacb 3aXXMMHOW CKOGOI NMpu OTNYCKaAHUN KHOMKW 3arpy3Ku.

7. 3anonHuTe cuctemy. [nAa aToro ocnabbTe 3aXUM Ha Tpybke U Haxmute
KHOMKY 3arpy3ku Ha uppurayMoHHom wmogyne. [locTapaliTecb MakKCuUmanbHO
yAannuTb Ny3blpbKKU BO3AyXxa U3 TPYyO6KM 1N ybeauTecChb, YTO XULKOCTb CBO6GOAHO
TeyeT yepe3 TPpy6KYy nepef TeM, Kak OTNycKaTb KHOMKY 3arpy3ku.

8. BcTaBbTe pa3béMm B reHepatop. Pa3bém kabensd [oOMKeH ObiTb HafEXHO
BCTaBJ/IeH B rHE30 ANA 6UNONAPHOro NOAK/JOYEHNSA Ha reHepartope.

9. MoaknwunTe NUHUET K kabento. BHNMAHWE: Y6eanTtecb B HaAéXHOCTHU
nogknioyeHnsa. Hecob6nwogeHne aToro TpeboBaHUAs MOXeET nNpuBecTn K
MOpPaxeHWo 3N1eKTPUYECKMM TOKOM WM TpaBmMaMm nauuveHTa Uin nepcoHana.
10.

YcTaHoBUTE

BknounTe nMuTaHue O6GUNONSAPHOro reHepaTopa W WPPUTALUOHHOTO.

MPPUTraumMoHHLIE W reHepaTop Tak, 4YTo6bl o6ecneynBanach

nppuraums.
11.
KOHHeKTOpa Jlyapa). NogknounTe NUMHLET K TpybKe.

Y6e,ﬂ,VITECb B MNpPOXOXAEHUN XNAKOCTU (OHa AO/HKHa BblTEeKaTb W3

OTcoeanHeHne Kabensa NUTaHus:
UYTo6bl OTCOEAUHUTL Ka6Genb NuUraHuss OT yCcTpoicTBa, OTCOeAUHUTE CeTeBOi

WHYP OT npuGOpPHOM pPO3eTKM WM HacTeHHOW po3eTkn. He ponyckaeTtcs

ncnonb3oBaTb And nppuragynoHHoro moayna yoanHMTenn € nepexogHunkKkamum c

Tpex— Ha ABYXWTbipeBble BUIKUW WUIN CeTeBble LWHYPbLI qpe3mepH017| AONNHbI.

Mepen KaxXAblM UCMONb30BaHUEM [LbOBO,D,VITe BVI3yal'IbeII7I OCMOTpP ceTeBOro

WHypa W BWIKM Ha MpegMeT W3HOCA WAN MNOBpexAeHus wusonsumu. MNpu

Heob6Xo0A4MMOCTM 3aMeHNTEe CeTEBON WHYP Ha WHYP TOrO Xe Tuna u ¢ TakKummn xe
ONVNHOW, cevyeHnemM n naonauunen.

Cb6opKa HaKOHEYHUKA U PYKOSTKN BUNONAPHbIX NnHueToB 1$OCOO0OE:

NMPEAYNPEX OEHWE:
YbéeanTtecs,

4TO TreHepaTop BblIK/JAKYEH (VIJ'IVI Haxogntca B pexunme

O)KVI,CI,aHVIFI), npexage 4yem noacoeanHATb pPYUKY nmnHyeTa wuan MEHATb



1. Remove the tips from the sterile package. Leave the protective tubes in place HakoHeuYHuKW. lMofaya HanpsXeHUs Ha NMUHLET BO BpeMsA CO60PKM MOXEeT cTaTb

I'IpI/IHI/IHOI7I TpaBMbl No/ib3oBaTena.

on the tips to protect hands and gloves.
. Ob6pawantecb Cc paboyMm KOHLOM HAKOHEYHWKOB aKKypaTHO; OHMU

2. Hold one lip so the flat surface faces the midline of the handle, as shown
MOTYT 6bITb OCTPbLIMU U MOTFYT CTaTb NPUYNHO TpaBMbl.

below:
D 1. M3BNekKMTe HaKOHEYHUKN N3 CTEePUNbHOM ynakoBku. OcTaBbTe 3alUTHbIE
TPYyO6KU Ha HAKOHEUYHUKax AN 3aluTbl PyK U MepyaTok.
2. Bo3bmMuTe og4MH HAaKOHEYHUK TakuM 06pa3om, YTOObl NOCKas MOBEPXHOCTb
O6blna o6palieHa K LEeHTPY PYKOATKU, KaK MNoKasaHO HUXe:
(e} A
B
B. Handle

C. Protective tube
D. Flat surface
This w ill align the bend in the tip to the bend in the handle.

3. While depressing the tip release button on the handle blade, insert the shaft
B. PykoAaTKa

C. 3awuTHasa Tpybka

O. MNnockas NOBEPXHOCTb

OTO NO3BO/IUT COBMECTUTb U3rMG HAKOHEYHUKA C U3TUGOM PYUKW.

3. 3aXMNTe KHOMKY pa3bioKMpPOBKM HAKOHEYHMWKA Ha PYKOsTKe, BCTaBbTe

ofthe tip into the receptacle ofthe handle, as shown below:

CTep>XeHb HaKOHe4YHUKa B THe340 PYKOATKN, KaK NMNOoKa3aHO HUNXe;
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A. Tip release button

4. Push the tip completely into the handle, as shown below:

A. Silicone seal

Release the tip release button.

5. Check the security ofthe tip by attempting to pull it out ofthe handle without
depressing the tip release button.

6. Check to ensure that the distal seal is covering the junction of the tip and the

handle. If it is folded back on itself, depress the tip release button, pull the tip out
and reassemble.

7. Follow Steps 2 through 6 with the other tip.
8. Remove the protective tubes from the tips.
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A. KHonka pa36/loKMPOBKN HaKOHEYHMKA

4. TIpOTONIKHUTE HaKOHEeYHUK B PYKOATKY [0 yrnopa, Kak nokasaHo HUxe:

A. CnnnukoHoBoOe yrnaoTHeHnNe
OTNyCTUTE KHOMNKY pa3b/loKMPOBKM HaKOHEYHUKaA.
5.

€ero U3 pyykun, He HaXXnmMmasa KHOTIKY pa36}'IOKVIDOBKVI HaKOHe4dYHuKa.

MpoBepbTE NPOYHOCTb CbVIKcaLWIVI HaKOHeYHMKa, nonbiTaBWNCb BblTallNTb

6. Y6eanTechb, YTO HAKOHEYHUK NIOTHO NpuieraeT K yNJIOTHEHNO Ha PYKOATKeE.
Ecnn ynnoTHeHne 3aBepHYNOCb, HAXMUTE KHOMKY pa36ioOKNPOBKWU, BbITAHUTE
HaKOHEYHUK 1 cobepunTe 3aHOBO.

7. MoBTopuTe warnm 2 -6 AnA APYyroro HakOHeYHuKa.
8. CHUMNTe 3alnTHble TPYOKN C HAKOHEYHUKOB.



9.
grasp the lip and swivel it as needed. Do not depress the tip release button while

Close llie forceps and check the lip alignment. To adjust the tip alignment,

performing this step. Use a piece of gauze to protect your gloves from the sharp
edges ofthe lips.

10. Conned the handle to the bipolar cord (Disposable Bipolar Cord REF 80-
1188) and the cord to the bipolar generator in the usual manner.

Disassemble the tips from the handle by depressing the tip release button on the
handle while pulling the if desired, to assist with

lips out. Use forceps,

disassembly.

9. YTo6bI

oTperynmpoBaTb NoJ/1I0XXeHMe HaKOHe4dYHWUKa,

CBeauTe MUHLUET UM MpPoOBepbTe BbipaBHUBAHWE HAKOHEYHUKOB.
BO3bMUTECb 3a HAKOHEYHUK U
noBepHMUTEe ero. Kak Heob6xoAuMo. He HaxumainTe Ha KHOMKY pPa36roKUpOBKU

HakOHe4YHUKa BO Bpemsi 3TOoro wara. Mcnonb3yiiTe KycoK Mapnu, 4YTO6bl
3aWNTUTbL NepyaTKy OT 0e3PbiX KpaeB HAKOHEYHUKOB.
10. MpucoeanHuTe pPyKoATKY K 6GunonspHomy kab6ento (Hanpumep,

O4HOPAa30BbIA 6GUNONAPHbLIA Kabenb, KaTanoXHbli Homep 80-1188). a gpyroi
KOHel Kabena K reHepaTopy 06blYHbIM OGpa3oMm.

Connecting Electrodes and Forceps \ nO,D,COE,lJ,I/IHeHI/Ie anekTpogos u NMNHLUETOB

Connecting the Neutral Electrode:

Connect the Neutral Electrode to the receptacle on the front of the device.
NOTE:

« |f the neutral electrode isNOT connected during monopolar mode, the "Neutral
electrode not connected** indicator above the receptacle will light up red and
flash.

« If the finger switch or Foot Pedal is activated while in monopolar mode without
the neutral electrode connected, an audible warning sounds. RF current cannot
be activated. This has no inlluence on the bipolar current.

* When using a multi-surface electrode, the "Neutral electrode not connected**
indicator will turn off after the safe application state is reached.

* The entire area ofthe neutral electrode should be reliably attached to a suitably
prepared and appropriate area of the patient's body as dellned by the
manufacturer.
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CHUMUTE HaAKOHEYHWKW C PYKOATKW, HaxaB KHOMNKY pa3bloKMPOBKU
HAaKOHEYHMKOB Ha PYKOATKE N OLHOBPEMEHHO BbITArMBas HakKOHe4dYHUKU. Mpwun
XenaHun MCNonb3ynTe NUHUET 4na obneryeHns pasbopku.

lpucoenvHCcHMe HeNTpPanbHOro bl

MoakntounTe HeWTpanbHbIE 3NEeKTPOA K THe3[y Ha /uueBon naHenu
[eHepaToOpa.

MPNMEYAHWE:

. Ecnn HeliTpanbHbli  2nekTtpog HE noakniovyeH npu paboTe B

MOHOMONAPHOM peXume, UHAMKATOP Haj rHe34OM ero nogkayeHus o6ypeT
CBETUTLCA N MUTaTb KPACHbIM.

. eC/lM HaXaTb Ha KHOMKY Ha PYYHOM WHCTPYMeHTe unM nepganb, Korga
BblOpaH MOHOMOMSAPHbLIA pPeXum paboTbl, HO HeWTpaabHbIi

noAkKnYeH, pasgacTcs 3BYKOBOW curHan TpeBorn. HanpshkeHne Ha UHCTPYMEHT

3NeKTPoA He

nogaBaTbcA He 6ygeT. OTCyTCTBME HEWTpPanbHOro 3/ieKTpoja He BAUAET Ha
paboTy' B GUNONSAPHOM pexunme.

. npun ncnonb3oBaHuUn MHOTFOKOHTaKTHOro 3N1eKTpoja NMHANKaTOopP

noaKn4YeHNA HeﬁTpaanoro noracHetT nocne

6e30MacHOro NoN0XeHns.

31eKTpoaa OOCTUXeHunsa



Connecting Monopolar Accessories:

f
0000

MOOgaLr

1. Connect a 3-pronged connection monopolar cord or bovie connection
monopolar cord to the appropriate location in the monopolar receptacle. Ensure
the 3-pronged connection is in the correct orientation (see illustration below).

2. Connect the desired Monopolar Instruments to this cord.

NOTE:

Connecta Monopolar device with a finger switch for CUT and COAG activation
OR Connect a Monopolar device without.a finger switch, in combination with

the Foot Pedal for CUT and COAG activation.
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. venTpa.lbHbli  2neKTpod [OMKeEH OblTb HaLEXHO 3akpennéH Bcel
naowagblo Ha nojg.xojdwem W cneymanbHO MNOArOTOBAEHHOM ydyacTke Tena

nayneHTa cornacHo pekomMmeHgauunam npomsBognTend.

Mpucc)enmHeHne MOHOMNONSAPHbLIX NPUHAANEXHOCTEN:

f
0000

Monopolar MOHOTIONSAPHBIV pexum

1. MogknwunTe Kabenb C TPEXKOHTAKTHbLIM pa3bemMoM unnu pasbémMom boyBu K

MOHOMNONSAPHOMY Mpy KCNONb30BaHUM TPEXKOHTAKTHOIO pasbéma
y6efuTechb, YTO OH NPaBUbLHO OPUEHTUPOBAH (CM. PUCYHOK HUXE).

WHCTPYMEHT K APYroMy KOHUY

rHesay.

2. TMoAkNwUYUTE HYXHbI MOHOMONAPNLIA
Kabens.
MPUNMEYAHWNE:
Mogk-mounTe
No3BONAKWMMN aKTuBnpoBaTb pexxmmbl CUT (pa3pe3) n COAG (koarynaymsa)

py'—lHOVI KHONMKamMmu,

MOHOI'IOI'IFIprIVI MHCTPYMEHT C
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Connecting Bipolar Accessories:

1. Connect a Codman Bipolar cord to the receptacle.

2. Connect the desired bipolar instrument to the cord. The Foot Pedal is used for

CUT and COAG activation.
NOTE:
« The neutral electrode is NOT required for bipolar applications.

MW MoaKNouYnTe MOHOMONSAPHLIA PYYHOUW UHCTPYMEHT 6e3 KHOMOK U nejanb,
NO3BONANOWY aKTUBMpPOBaTb pexumbl CUT (pa3pe3) n COAG (koarynauus).

MpucoeanHeHVe GUNONAPHBIX NPUHALNEXHOCTEN:

1. MoAakNUNTE HYXHbIA 6UNONSAPHLIA Kabenb K rHe3gy MeHepaTopa.

2. TNOAKNKOUYNTE HYXHbIW OUNONAPHBLIA MHCTPYMEHT K APYrOMYy KOHLUY Kabens.
Ona aktnsaynm pexmmoB CUT n COAG mncnonb3lyertcsd negaib.
NMPUNMEYAHWNE:

e MpMeHeHVe HelTpanbHOro anekTpoga AnsA paboTbl B GUMNONSAPHOM pexume
HE TPEBYETCH

MpepynpexaeHve \ Warnings

For Codman Electrosurgical Generator:
* Read entire instruction manual before attempting to operate the Generator.

¢ Use of monopolar operating modes should be restricted to e.xtracranial

cutting/coagulation during neurosurgical procedures (i.e., the opening and

closing of neurosurgical cases) and to tissues contained in the extradural
The monopolar operating modes should NOT be used in the

cutting/coagulation of tissues the subdural

compailment.
in compartment or the neural
parenchyma.

« Do not remove the Generator cover. There are no user serviceable components
in this system.

*« Replacement fuses must meet the specifications outlined in this manual. See

Technical Specifications.
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Ona reHepaTopa anCKTpoxmpyprunyeckoro Codman:
* Mepepn paboToOM C reHepaToOpoOM MOJIHOCTbIO MNpoYnTaiTE WMHCTPYKUMIO MO
NPUMEHEeHNIo.

e VIcEtonb30BaHNMe MOHOMOSAPHBLIX PEXNUMOB pPaboTbl A4OKHO ObiTb OFPaHNYEHO

3KCcTpakpaHuanbHOW pe3kKoii/koarynsaumein BO BpeMs HeWpoxXMpyprmyeckux
npouenyp (T. e. NPy OTKPbITUN N 3aKPbITUM HENPOXMPYPTrNYECKUX CAyvyaeB) U
TKaHAMU, cofepXalwnMncsa B aKCTpagypalbHOM NpocTpaHcTBe. MOHONONAPHbIE
pexumbl paboTbl HE fOMXHBI MCNonb30BaThCA NPU pe3ke/Koary'naumn TKaHen B
cy6iypasibHOM MPOCTPaHCTBE WU HEPBHOW NnapeHxmme.

e lle ponyckaeTcs CHMMATb KpblWKY reHepatopa. B aToi cncteme oTCcyTCTBYIOT

KOMMNOHEHTHLlI, KOTOPbIE HY)XAaTCHA BO6CI'Iy)KVIBaHI/II/I nonb3oBaTeniem.



* This Generator must not be modified in any way. Unauthorized modifications
could cause the Generator to malfunction or fail and will void the wairanty.

* The operator of the Generator must be a healthcare professional. The operator
must be experienced in the use of electrosurgical devices and generators in
surgical procedures.

e Failure ofthe Generator could result in unintentional increase of output power.
« The Generator performs a self-test upon initial start-up, An indicator error in
See the Error
Diagnosis/Troubleshooting section to determine if the error can be resolved. If

any of the self-test sequence indicates a device defect.

not, discontinue using the device and contact your Integra sales representative.

For Flectrosurgical Irrigator:
« Use only Codman Integrated Bipolar Cord and Tubing Set manufacturer by
Integra

The Irrigator does not generate waste. Disposable products used with the

Irrigator must be disposed of in accordance with hospital

procedures and
regulations.

e Portable and mobile RF communications equipment can affect electrical
medical equipment.

Refer to individual Instructions for Use for additional infonnation regarding
accessories or use with other devices.
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* CMeHHble NnaBkKue npepgoxpaHnTenn AO/MKHbLI COOTBETCTBOBATb Tpe6OBaHI/IFIM,

N3N0XXEHHbIM B HacTosWweM pyKOBOACTBE. Cwm. «TexHnyeckune

XapakKTepUCTuKmn».
.

OTOT reHepaTop He [AOJ/KEeH MoAUPULMPOBATLCH KakMM-InGo 0o6pas3oMm.

HecaHKUMOHUPOBAaHHbIE MOAUMPUKALUU MOTYT CTaTb MNPUYMHON HapyweHus

DYHKUMOHUPOBAHWUSA WAM OTKasa reHepaTtopa W BAeKyT aHHyIMpoBaHue
rapaHTuu.

- OnepaTop TreHepaTopa AO/XeH SBASATbCSA cheuvManMcTom B  chepe
npogeccuoHanbLHOro  3apaBooxpaHeHus. OnepaTop Jo/bkeH  o6GnajaThb

HaBblKaMV UCMONb30BaHNA 31EeKTPOXNPYPTrUUYECKNX YyCTPONCTB N reHepaTopoB B
XMpyprunyecknx npouegypax.

« HencnpaBHOCTb reHepaTopa MOXeT CcTaTb MPUYUHOI HenpefHaAMEPEHHOro
NoOBbIWEHNSA BbIXOAHOW MOLWHOCTH.

e [eHepaToOp BbLINO/IHAET camMOTecTupoBaHue Npu nepBoM 3anycke. NosBneHune
VHAMUNPpYEMOW ownobkn
camoTecTupoBaHus

npu BbIMO/THEHUN

nedexkT

nocnefoBaTesibHOCTU
CwMm. pa3gen
«YcTpaHeHMe HencnpaBHOCTEeN» ANnNA onpegeneHnss BO3MOXHOCTU yCcTpaHeHus
npo6nemsbl. [pn

yKkasbiBaeT Ha ycTpoiicTBa.

HEBO3MOXHOCTH yCTpaHeHus I'Ip06l'IeMbI npekpaTtunTte

fanbHelWwee ucCNonb30BaHWe ycTpolicTBa U o6paTuTecb K YNO/HOMOYEHHOMY
npeacTtaBuTento kKomnaHum Integra («MMHTerpa»).

Ansa UppHlayMoHHOTro Mmoaynsa:

.

Wcnonb3yiiTe C WPPUTrauMoOHHbBIM MOAYNeM TONbKO WHTerpupoBaHHbie

cucTeMbl TPYGKNU C BUNONSPHLIM Ka6enem KomnaHuu NHTerpa
e ippuraynoHHbIi MoAynb He co3jaeT OT.4ofoB. OfHOpPa30Bble pacxofHble
MaTepuanbl, WUCMNOMib3yemMble C  WUPPUTALMNOHHbLIM

MOAYNEeM,  AOJKHbI

yTUAN3NPOBaTLCS B COOTBETCTBUM C 6ONIbHUYHBIMW NpoLefypamMu 1 npaBuiamu.
e lMepeHOCHOe W nepeaBMXHOe paguovacToTHoe (PY) oGopyaoBaHue CBS3U
MOXeT OKa3blBaTb BANAHME HA MeAULUHCKUE INeKTpuueckne nsgenus.

Cwm.

,D.OI'IOI'IHI/ITGI'IbHOVI

. WHOWBUAYANbHYIO WHCTPYKUMIO MO MPUMEHEHUID AN NOAy4YeHUs

MHoOpMauuM  OTHOCUTENBHO  MNpPUHAANEXHOCTelh  unu

MCMNOoNb30BaHWsA C APYTUMU yCTpoNcTBaMu.



For CODMAN Integrated Bipolar Cord and Tubing Set,
Rotar>’Pump and

For CODMAN Integrated Bipolar Cord and Tubing Set,
Gravity Feed:

Fixed Leads,
Fixed Leads,

Failure to follow these warnings could result in fire or patient injiiiy .

¢« This product contains a chemical (DEHP) known to the State of California to
cause cancer, or biith defects, or other reproductive harm.

« Do not use in the presence of flammable anesthetics or oxidizing gases or in
close proximity to volatile solvents, as explosion may occur.

« Do not use in patients who have cardiac pacemakers or other active implants
without first consulting a qualified professional (e.g., cardiologist). A possible
hazard exists because interference with the action of the electronic implant may
occur, or the implant may be damaged.

« Do not place instruments directly on or near the patient when not in use. Place
the active forceps and cord and tubing set on avisible, non-conductive area away
from the patient or in a non-conductive instrument holster when not in use.
Inadvertent contact with the patient may cause burns.

« Do not place active forceps and cord and tubing set near or in contact with
flammable materials such as gauze or surgical drapes. Instruments that are
activated or hot from use may cause a fire.

« Do not activate the forceps connected to the cord and tubing set when not in
contact with target tissue, as this may cause injuries due to capacitive coupling
with other surgical equipment.

« Do notexceed 500 Volts peak to peak in COAG mode. Failure to observe mode
and setting warnings may reduce efficacy of non-stick performance, result in
unintended burns, and/or cause failure ofdevice insulations.

Inspect instruments for damage prior to use. This may be done visually under
magnification or with a high voltage insulation testing device. Insulation failures

may result in burns or other injuries to the patient or operator.

Ensure the bipolar electrosurgical generator is in the “ofT position when
connecting the cord and tubing set. Failure to observe warning may result in
electrical shock or injury to the patient or operating room personnel.

e The surface ofthe active electrode may remain hot enough to cause burns after
the RF current is deactivated.

> Select the minimum COAG output power possible to achieve coagulation.
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MHTerpmpoBaHHas cuctc.Ma TPYy6KW C GHMO.'WpPHbI.M Kabenem gna nogauu
CaMOTEKOM;

MHTerpupoBaHHas cuctema Tpy6kn Cc 6UNO.TPHbIM KaGenem Ans

MPPUTALNOHHOTO .MOAYMS:
Heco6ntogeHne gaHHbIX NpefocTepexeHuii MOXeT cTaTb MPUUMHON TpaBMbl
nauneHTa UnM BO3ropaHus.

. M3penne copepxuT Xxumuyeckoe BewecTtBo (ptanat - DEHP).
paccmaTpuBaemMoe 3aKOHOgaTeNbCTBOM wWTata KanndopHusa kKak npuymHa
pakoBbiX 3a6oneBaHU, BPOXAEHHBIX MOPOKOB U PENPOAYKTUBHBIX Npobnem.

He

aHecTeTUKOB U oKucnamTeneih mnm B HEMNOCPEACTBEHHOW 6/IM30CTU OT NeTyuunx
pacTtBopuTeneii.

ncnosib3oBatb B aTMOC(*Jepe BOCrnJjlaMeHAeMbIX I'aSOO6pa3HbIX

Heco6niogeHve paHHoOro Tpe6oBaHWS MOXeT MPUBECTU K
B3pbIBY.

.

Mepen wucnonb3oBaHWem npu pa6oTe C nauyueHTamu,
Apyrue

NMPOKOHCYNbTUPOBATbCA

mnMverwuwnmmn

MMNNaHTUpPOBaHHbIE 3INEKTPOKaApANOCTUMYNATOPI nnn aKTUBHbIE

MMnNIaHThbl, HEOGXO,D,VIMO npegBapuTesibHO C

KBaIMPUUMPOBAHHLIM  crneunannuctom (T.e. Kapguonorom). CyuiecTByeT

0onacHoOCTb, CBfi3aHHasi C MOBpeXAeHnemM uMMNAaHTa UM BO34EeNCTBUEM Ha ero
pa6oTy.
o

He knagnte HeEMCNoONb3yeMble MHCTPYMEHTbI Ha MauuMeHTa Uan psgom C

HUM. Pa3meu_\a|7|Te BKNIOYEHHbIE HEWCMNONIb3yeMble WHCTPYMEHTHI,

kabenu un
Tpy 6KM Ha OTKPbLITbIX HEMPOBOAALWNX 06NacTAX UM B HEMPOBOAALWNX Yexnax B
oTAaneHun oOT nauymeHTa. CnyyaliHblli KOHTaAKT C NayMeHTOM MOXeT Bbi3BaTb
0XOoru.

.

He pa3melialiTe BKNOUYEHHbIE UHCTPYMEHTbI, Ka6enu n Tpy6ku B6AU3N

roploymx MaTepumanoB, TaKux KakKk Mapns u Xxupypruyeckme candeTku.

BKNOYEHHbIE NN FTOPAYNE MHCTPYMEHTbI MOTYT Bbi3BaTb BO3ropaHue.
He
onNepupyemMbiMU TKaHSA.MU,

b BK/lOYanTe NMHCTPYMEHTbI npun OTCYTCTBMUMN WNX KOHTaKTa C

3TO MOXeT MPUBECTU K MNOBPEXAEHWUID [APpYroro
XMpY prnyeckoro obopyfoBaHns BCNeACTBNE EMKOCTHOWN CBA3U.

. He ponyckaiiTe 3HayeHUss NosHOro pasmaxa 6onee 500 B npu pab6oTe B
pexnme kKoarynauumun. HecobniofgeHne aToro tTpeboBaHUsAs MOXET MPUBECTU K
Ha.lunaHWa.M Ha MWHCTPY.MEHTe, BO3ropaHul W/UANM NPUBECTU HapylWweHUo

nsonsaunun o6opyaoBaHus.



Position electrosurgica! cords lo avoid contact with patient or other leads.

Observe all additional warnings provided with the bipolar electrosurgical

generator.
« Note Instructions for Use below for additional warnings.

For ISOCOOL bipolar forceps handle and tips:

Electrocoagulation is a user-controlled surgical task that is based on clinical
judgment and surgical context.

When using instruments in electrosurgery, keep the power setting as low as
possible to achieve the desired clinical effect.

Activate the device only for as long as necessary to achieve the desired
clinical effect.

Thoroughly read the instructions for use that is packaged with the bipolar
electrosurgical generator before connecting and using the ISOCOOL handle
and tips.

Do not apply bipolar electrosurgical current directly to staples or clips.
Coagulation of tissue raises tissue

upon application of current that

temperature above 55-60° Celsius.
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. Mepep wvcnonb3oBaHMEM O60py,D,OBaHVIFI Bcerga

OCMOTP Ha npeamMeT nospexaeHuun. X MOXHO BbiIsBUTb BU3yaslbHO C MOMOL,bIO

npomnssoagnte ero

yBENMNUYNTENBHOIo CTeKna unu npm6opa ana  U3MepeHua conpoTuBneHunsa

n3onaumun. MNoeBpexaeHna M30NauMM MOTYT MPUMBECTM K OXOram uUnun TpaBmam
naymeHTa uan nepcoHana.

. Yb6enuTtecb, UTO GUNONAPHOrO reHepaTop BbIKAOYEH, Nepef TeM Kak
noagknw4yaTb K He.my kabenn un Tpybku. HecobnwgeHune 3Toro TpeboBaHus
MOXEeT NMPUBECTU K MOPaAXXEHUIO 31EKTPUYECKMM TOKOM WAM TpaB.Mam nauuneHTa
nnn nepcoHana.
. Jaxe nocne OTKNHOYEHUS HaMNpsXXeHWsa NOBEPXHOCTb 3neKTpoja
OCTaéTcsa AOCTaTOYHO ropsaYeli, YTOObl MPUUYNHUTL OXOTU.

. Mcnonb3yiiTe MMHUMaNbHO AOCTATOYHYK ANA KOar>nsaumm BbIXOAHYIO
MOLWHOCTb.

. Kabenn nopknw4vyeHHbIX K [eHepaTopy

MHCTPYMEHTOB [AO/1)KHbI

pacnonaraTbCsi Tak, 4To6Gbl He KacaTbCs HM NayueHTa, HU Kabenen apyroro
obopypoBaHus.
. Cob6niopgalite AOMONHUTENbHbIE yKasaHus,

npuBoOgUMbIE B

LOKYMeHTaunm MCMNO/Ib3YyeMOro  GUMONSAPHOrO  3/EKTPOXMPYPTrMYECcKOro
reHepartopa.
. MpounTaliTe NpuBeAeHHY Aanee WHCTPYKUWUIO MO NMPUMEHEeHWU ans

O3HaKOMMeHuna Cc AONOJIHNTEe/NIbHbIMWN NpefaocTepeXeHnamun.

Ana HAaKONEeYHHKOH U PYKOATKH 6MNONApHbIX NnuHueTtoB 180C00b:

e DnekTpokoarynauumsa npeacrtaBnseT coboii KOHTPONNPYeEMBbI i
nosnb3oBaTeNeM XUpPYypruyeckuii npouecc, OCHOBAHHbLIA Ha KAWHUYECKOW
OUEHKE N XUPYPrny4eCcKOM KOHTEKCTe.

e [pwn

noafepXxunBaTb

ncnosnb3oBaHMN MHCTPYMEHTOB

MOWHOCTb

B 3J/ICKTpPOXMpypruu cnepyet

Ha MWHMManibHO BO3MOXHOM YpPOBHEe AnA
OOCTVKEHUS Xenaemoro KAMHn4yeckoro aggekra.

* AKTUBMPY IiTe 4UCTPONCTBO TO/ILKO Ha BpeMs, Heob6xoAnmoe AN JOCTUXKEHUA
Xenaem«>ro KIMHUYecKoro agdgekTa.

« T[lepep npucoegMHeHWe.M W WCNONb30BaHMEM PYKOATKM W HAKOHEYHUKOB
150COOb BHMMaTeNbHO nNpouynTanrTe

WHCTPYKLMIO MO TMNPUMEHEHWUIO,



the
aspiration/irrigation

Activating electrosurgica! unit simultaneously with the

might alter the path of electrical energy away from the tissue.

For bipolar forceps:

e Thoroughl)' read the IFU that are packaged with the bipolar generator before
attaching and using the forceps.

¢ It is recommended that the output power be set as low as possible for the
intended purpose.

« Do not use Insulated Bipolar Forceps at generator power settings that exceed
pcak-to-peak RF voltage of500 Volts.

* Non-insulated forceps do not provide protection against electrical current. They
are intended only for use in low power electrosurgical procedures.

« Activating the electrosurgical unit simultaneously with aspiration/irrigation
may alter the path ofelectrical energy away from the tissue.

* The use of non-insulated forceps in confined spaces (e.g., tonsillectomy) may
result in unintended contact with and possible injury to non-target tissue during
the application of power to the forceps. The use of insulated forceps is
recommended for such procedures. The use of non-insulated forceps may also
result in possible injuiy to the user during application of power to the forceps.

« To minimize coagulum deposits, use the lowest possible power setting for the
intended use.

« Remove coagulum deposits as often as necessary to keep working surfaces
clean.

For safe and convenient in-use removal of coagulated blood and debris from the
tips ofthe bipolar forceps. Integra recommends the use ofany nonabrasive cotton
ty pe material.
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BXOASAWYO B KOMMJEKT MOCTAaBKM GUMNOMSPHOFO 3/1E€KTPOXMPYPruYecKoro
reHepartopa.

He ponyckaeTcs nojaBaTb GUMNONSPHbIA 31EKTPOXMPYPrUUYECcKuii  ToK

HEenocpeACTBEHHO Ha XMPYPruyeckme CKOGKN UK KAWMChI.
OfHOBpPEMeHHas nojavya HanpsHkeHUs U UPPUTrauMoOHHOro pacTBopa MoXeT
NPUBECTU K WN3MEHeHWo N\TU MNPOTEKaHUs 3/IEKTPMUYECKOro TOoKa uvepes
TKaHU.

Ana 6UNONAPHbLIX MUHUETOB:

BHMMATENbHO NPOYTUTE MHCTPYKLUN, KOTOPbIE NpuiaraloTcsa K reHepaTopy,
npexae 4em noAcoeanHATb U UCMOMb30BaTbh NUHLUETHI.

PekomeHayeTcs ycTaHaB/iMBaTb KakK MOXHO 60siee HU3KYHO BbIXOAHYHO
MOLWHOCTb ANA nNpeanonaraeMon uenu.

He ucnonb3yiiTe M3onmMpoBaHHble 6GUNONAPHbLIE NMUHLETbl NPU HacTpolkax
MOLWHOCTWN reHepaTopa, npesBbiwawWwmnux BoAbTax BY-HanpsaxeHuna B 500
BonbT.

HensonupoBaHHble NUHLETH He o6ecneymBaldT 3aWNTY' OT INEKTPUYECKOro

TOKa. OHn npegHasHa4veHnbl TONbKO ATA ncnonb3oBaHuUaA B

3/1EKTPOXUPYPIrUYECKUX NpoLesypax Manoli MOWHOCTHU.

AKTUBALMNA 3NEKTPOXUPYPrnyYeckoii CucTembl O4HOBPEMEHHO C acnupayuei
/ vippuraynen MmoxeT N3MEHUTb NyTb 3/1EKTPUYECKOW IHEPTUM OT TKaHN.

Mcnonb3oBaHue HEN30/MPOBAaHHbIX NUHLETOB B OrpaHNYeHHOM
npocTpaHcTBe (Hanpu.mep. B Npouecce TOH3UAN3KTOMUN) MOXET NMPUBECTU K
HenpefjHaMepeHHOMY KOHTaKTy M BO3MOXHOMY MOBPEXAEHUID HeleneBoW
TKaHM BO BpeMsA MNPUIOXKEHUA CUlbl K nuHueTam. Ona Takumx npouenyp

peKkomMmeHayeTCA ncnosib3oBaHne N301nMpoBaHHbLIX NMAHUETOB.

Micnonb3oBaHne HEeU30/IMPOBaHHbLIX MUHLETOB TakKXe MOXeT MNpPUBEeCcTU K
TpaBMe No/ib3oBaTeNd BO BpeMda cCXaTunda nmHueTa C CUNoii.

. YTO6HI CBEeCTHU K MUHUMYMY OTNOXeHunsa KoarynaTta, I/ICI'IOI'II:SyIZTe
MWHUMAaTbHO BO3MOXHYHO MOUWHOCTb ansa npegnonaraemMoTo
MCnosib3oBaHWUA.

ypansaiiTe oTnoxeHus koalnnsta no mepe Heo6Xxo4MMOCTHU, YTOGL pabouve
NOBEPXHOCTU AOnsa

n Mycopa C KOHYMKOB 6VII'IOJ'IFIprIX

oCcTaBa/iMCb  HYUCTbI.MWU. 6e3onacHoro u y,D,O6HOI'O

yoaneHua cBepHyBWelCcA KpPOBMU



nuHUeToB Integra pekomeHAyeT wWCNONb30BaTb /NO6ON Heabpa3uBHbIN

XNOMKOBbIW mMaTepuan.

OuarHoctnka Henonagok/Troubleshooting

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

The Generator conducts extensive functional tests during the power-on self-test.
A ll safety-related functions are also checked continuously during operation. In
case of errors, the RF energy output is stopped and the error is indicated by an
error message.

Table below describes an example of an error diagnosis, possible cause, and
solutions.

The messages where resolution by the user is possible are listed in the Possible
Solutions column.

Note: After an error message is displayed, the device can only be reset by turning
it off and back on again.

Note: Contact your manufacturer's authorized

representative if a displayed

message is not described below.

E rror Messages
Apparent low output or

Possible Causes Solutions

Faulty application of Application of the

failure of the HF the neutral electrode or neutral electrode and its
surgical equipment to poor contact in its connections should be
function correctly at the connections. checked before
nonnal operating selecting a higher
settings output power.

Power cord not plugged Plug power cord into

Visual elements on the into the outlet the outlet

front are dark: device Power cord is not fully Assure that the power
cord completel)
plugged into both the

device and the outlet

does not function. connected to Generator is
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O nto60M CepbLE3HOM UMUMUAEHTe, KOTOPbLIi Npou3owen ¢ yyacTuem usgenus B
/
NPON3BOAUTENO N KOMMETEeHTHOMY OpraHy rocyjapcTBa-ufieHa,

OTHOWEeHNn nonb3oBartensa n nnn nayneHTa, cnepyert COO6LIJ,aTb
B KOTOpPOM

3aperncTpupoBaH nosb3oBaTeNb U / AN NauueHT.

[eHepaTop aBTOMaTMYeCKM NPOBOAUT PAA TECTOB NPU BKAKOYEHUN. Bce BaxHbie
C TOUYKWN 3peHnsa 6e30rwcmocT MyHKUUM TakKe HernpepbiBHO KOHTPOANPYOTCA
B npouecce pab6oTbl. B cnyyae ob6HapyXeHUs OWKMOKW Bblgavya BbIXOLHOrO
HanpsXXeHns ocTaHaBnMBaeTCs N oTo6paxaeTcsa coobuieHne 06 owmnbKe.

B Tabnuue

HUXe onncaHbl BO3MOXHble

lpoumep pMarHoCcTMKM OWNBOK,
NPUYNHLI N peweHns. CoobuweHnsa, B KOTOPbEX BO3MOXHO pewunTb nNpobremy
nonb3oBaTenam, nepeyncrieHbl B CToN6Le «BO3MOXHbIe peweHnsa».
MpumeyvaHne: nocne oTobpaxeHuUa coobueHns o6 owmnbke cbpoc ycTpolicTBa
MOXHO BbIMONHUTb, TONbKO BbIK/IOUYNB N CHOBa BKIOUYNB €ro.

MpruMeyaHne: CBSXXUTECb C aBropnu3oBaHHbIM NnpejcTaBnTeneM nNpons3BognTens,

ecnn 0T06pa>+<aeM0e COO6LIJ,eHVIe HEe OnncaHo Huxe.

CoobuweHune 06 Bo3MoOXxHas PeweHne
ownbke npuynHa
Manas BbiIxogHaa HenpasBunbHoe Mepes BbiGOpOM 6ornee
MOUWHOCTb WAN  HaNnoXeHue BbICOKOI Bbl.XO4HOM
oTCcyTCTBUE BY HelTpanbHOro MOLWHOCTN Heob6xoaMmo
CurHana Ha BbIXOoge 3eKTpoja uanM npoBepuTb HanoXeHune
npu HOpMaNnbHOW MNOXOW KOHTAKT BEro HewnTpanbHOro anekrpoja u
pa6oTe coefgNHeHUsAX. ero NogkaryYeHus.
obopyaoBaHus.
WHyp nuTaHusa He BcTaBbTe WHYpP NUTaHus B
MHAankaTopbl Ha BCTaB/IeH B pO3eTKy po3eTKy.
nMuueBon naHenu He LWHYyp nuTaHuMsa He Y6eauTecs, yTo WHYp
MNOJSIHOCThIO nuTaHus NOSIHOCTbIO



Visual elements on the
front work nonnally: no
RF output power

Err41, Err42

4d

Err 45. Err 46

4b

Err 47, Err 48

Device is notturned ON
Defective fuse
Defective internal
power supply

Defective accessory

Defective device

Monopolar hand piece
switch activated before
the
complete

self-test was

Defective instrument or

connection cord

Defective device

Defective instrument or
connection cord.

Defective device

Activation of the Foot

Pedal
test was complete

before the self-

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

Switch ON the device

Device defect: service
required
Device defect; service

required

Replace the accessory

Turn the device OFF
and ON again. If any
error message is

displayed, contact your

Integra sales
representative

Release the finger
switch.

Disconnect the hand
piece and turn the

device OFF and ON.

Contact your Integra

sales representative.

the
turn

hand
the

Disconnect
piece and
device OFF and ON

Integra

Contact your

sales representative.

Release the Foot Pedal.
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cBeTAaATCA. [eHepaTop

He paboTaeT.

MHonkaTopsl Ha
nmueBom naHenu
paboTalo HOpManbHO.
BY curHan Ha BbIXO[

He nopaéTrcH.

Ownobka 41, OwnbKa
42

nogkatoueH
reHepartopy
YcTpoiicTBO He
BK/IOYEHO
HeucnpaBHbIi
npefo.ypaHuTenb

HencnpaBHbI
BHYTPEHHNN
MCTOYHNK NUTaHNA
HencnpaBHas
npUHagNexxHocTb
HencnpasHoe
YyCTPOMNCTBO

MepeknwoyaTtens
MOHOMNONAPHOTrO
HaKOHEeYHnKa
aKTMBUpOBaH o
3aBeplieHus
camoTecTupoBaHus
HeuncnpaBHbIi
npnéop nnm
CoeANHUTEeNbHbI

WHYP

BCTaB/IeH KakK BYCTPOICTBO.
Tak N B PO3eTKy.

BkaounTe ycTpoiicTBO

HencnpaBHOCTb
yCTpPOWNCTBA,; TpebyeTcs
ob6cnyxuBaHue
HeuncnpaBHOCTb
YyCTPONCTBA,; TpebyeTcs
obcnyxusaHve_
3amMeHUTe NMPUHAANEXHOCTb
BbikntounTte " CHOBa
BKAOUNTE YyCTPONCTBO.
Ecnn oTob6paxaeTcs Kakoe-
nmoéo coobuweHue 06
ownobkKe, obpaTtuTechb K
npeacTaBuUTENl0O KOMMNAHUU

«MHTerpa»

oTnycTuTe py4HoOii
nepekntoyaTesb.
OTcoeAnHNTE HAKOHEUHUK

M BK/IOUYUTE N BbLIKIOYUTE
YyCTPONCTBO.



Err 89

Short circuit in the Foot
Pedal or its connection
cable

Defective device

Operator panel button
was activated before the

self-test was completed.

Defective device

Overheating caused by
continuous RF
activation for an
extended time outside
the specification
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Disconnect the Foot
Pedal and turn the
device OFF and ON

Contact

your Integra

sales representative

Turn the device OFF
and ON again. If any
error message is

displayed, contact your

Integra sales
representative
Contact your Integra

sales representative

Turn OFF the
Generator and let it cool
down for a few minutes
turning it ON
again. If the error is still

before

displayed, contact your
Integra sales

representative.

Err 45, EIr46

Yb  Ub

Err47, Err 48

Ui

Err 51

Crl
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HeuncnpaBHoe
YyCTPOMCTBO

HeucnpaBHbIi
npuoéop nnn
coeAvHUTENbHbIN
WHYP.

HencnpasHoe
yCTpOMACTBO

HaxaTtue Ha nepasnb
o 3aBepueHuns
camMmojnarHocTukmn
leHepaToOpa.

KopoTKoe 3amMblKaHue

neganu ans
3N1EeKTPOXUpypruu
unu ee

COefNHNTENbHOTO
Kabens.

HeuncnpaBHoe
YyCTPONCTBO

HaxaTtmne Ha KHOMKY

Ha /AMUEeBON MaHenu
feHepaToOpa no
3aBeplieHuns
camMoAnarHOCTUKN.

obpaTunTechb K
npeacTaBUTENl0 KOMMaHUK
«MHTerpa»

OTcoegn HUTE HaKOHEeY HUK
N BK/KOUYNTE U BbIKIKOYNTE

YyCTpPONACTBO.

obpaTtuTechb K
npegcraBuTeNt0 KOMMaHuUn

«MHTerpa»
OTnycTuTe negans Ans
3/1eKTPOXMpPYpPrunmn

OTcoegnHuTe neganb Ans
3N1eKTPOXUPYPrnmn "
BKAHOUMTE U  BbIKIHOUMTE

YyCTPONACTBO.

obpaTtuTech K
npeacTaBUTENtO KOMMNaHUU

«MHTerpa»
BbolkntounTe n CHOBa
BKOUNTE ycTpolicTso.

Ecnn oTob6paxaeTcs Kakoe-
nmeéo coobueHne 06
ownobkKe, obpaTtuTecsb K
npegcTaBuTeNto KOMMNaHUn

«MHTerpa»




For Irrigator:

Ifthe service indicator is illuminated and flashing, the pump w ill cease operation.
To troubleshoot, power off the Irrigator by depressing the Power button, check
all connections and then power the unit back on by depressing the Power button
again.
If the
representative.

service indicator is still illuminated, contact your local Integra

For ISOCOOL tips and handle:
In case of any malfunction, you must stop using the medical device and contact
an authorized representative ofthe manufacturer.

HeuncnpaBHoe obpaTuTech K
yCTPOMCTBO npegeTtaBuTeNto KoOMMaHUu
«MHTerpa»
Err 89 Meperpes, BblkntounTe reHepatop wu

Bbi3BaHHbIN panTe emy OCTbITb B

OINTEeNbHOW paboTol. TeyeHue HECKONbKUX MUHYT

I I I nepeg NMOBTOPHbIM
BK/IlOUYUEHUEM. Ecnn
owmnbKa no-rnpexHemy

oTobpaxaeTcs, obpaTmTech
K npegcTaBuTeNto
KoMnaHum «MHTerpa.

Ons vppurauMoHHOro moayns:

ECNn MHAMKATOP O06CNY>XMBAHUA FTOPUT U MUTAeT, HAcoC npekpawaeT pa6oTy'.
Ons ycTpaHeHWss HenonafoK BbIKAOUYUTE MOAY/Nb, HaXaB KHOMKY MUTaHus,
npoBepbTe BCE COEAUNHEHMSI, a 3aTeM CHOBa BK/IIOUYNTE yCTPONCTBO, CHOBA HaXaB
KHOMKY MUTaHKus.

Ecnu nHankaTtop o6CNyXnMBaHWUs BCe elle ropuT, o6paTUTecb K npeacrtaBuTento

KoMnaHum «MIHTerpa».

AnA HaKOHeYHNKOB N pyKoAaToK 150CO00E:

B cnyyae HencnpaBHOCTM HEOOGXOAMMO MpeKpaTUTb UCMONb30BaHue
.MeJNLUNHCKOIo U3aennsa 1 ceBA3aTbCA C YNOJHOMOYEHHbIM NpejcTaBuTenem
nponssoanTens.

TpeboBaHNA K TEXHUYECKOMY 0OC/TY>XMBAHUIO U PeMOHTY MeAnuMHCKOro usgenusa/Requirements for medical device

Visual Inspection:

* Visually inspect the devices before each use
* Replace if there is any sign of deterioration such as broken insulatirm or framed
wires.
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maintenance and repair

Bu3yanbnblii ocmMOTp:

* BusyanbHo OCMaI’pVIBaVITe n3genna nepen KaxablMm Mcnosjsib3oBaHUeEM.

¢ 3amMeHUTe, ecnu ecTb Kakue-nm6éo npu3Hakn wn3HOCa, Hanpumep, 06prB

n3onaunm nNnn NM3HOLWEHHbIX Kabeneii.



m Foot pedal: Connectors are undamaged; connector pins are not bent.
Connect the Foot Pedal to the Generator and activate Foot Pedal to verify
functionality.

.

If the Foot Pedal does not comply with these conditions or has any other
problems that might affect function, do not use the Foot Pedal.

. Handle of Forceps the working end of the tips with care; they can be
sharp and can cause injiuy.
¢ Disassemble the tips from the handle by depressing the tip release button on
the

handle while pulling the tips out.

Use forceps, if desired, to assist with

disassembly

Service and Repair:

Annual safety and functional checks are recommended. After this check (or after
the product is out of order), if any damage / unfitness for use is found, the product
should be handed over to an authorized representative of the manufacturer to
assess the possibility of repair. Disposable items cannot be repaired.

The manufacturer will

provide schematics, and other technical

information to authorized representative.

parts list,
For service, repair or replacements,
contact your local Integra representative. Equipment under warranty should be
returned to Integra LifeSciences Production Corporation. It will be repaired or

replaced without charge to the purchaser

Irrigation Tube of Bipolar Forceps Care:

1. Remove stylet from in igation tube prior to inserting the irrigation tubing.

2. Upon completion ofthe procedure, flush the tube with nonsaline, sterile
water. Use compressed air (using a diy syringe) to remove the excess moisture
from the inside ofthe tube. The stylet should be inserted into place and remain
there during handling and nonsterile storage.
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e nejanb AN 3N€KTPOXUPYPTUK: pasbeMbl HE MOBPEXAEHb;
HE MOTHYTHI.

KOHTaKTbl pa3bemMa

e MoaknwunTe nefanb AN INEKTPOXUPYPIUU K FeHepaTopy W akTuBupyiiTe
nepanb, 4TobObl NPOBEPUTbL PabOTOCNOCOBHOE Ib.

« Ecnn neganb He COOTBETCTBYET 3TUM YCNOBUAM U UMeEET Kakne-nmbo gpyrue
npo6aemMbl, KOTOpble MOTYT NOBAMATL Ha ee paboTy, He NCMNONb3yiiTe Neganb Ans
3NeKTPOXUpyprumn

* OCTOPOXHO AepXnTe NMHUETbl 3a pabo4ynii KOHel, HAKOHEYHUKOB; OHWU MOTYT
6GblTb OCTPLIMU U MPUUYNHUTL TPaBMY.

CHUMMUTE HaAKOHEUYHUKMU
pyuKy, HaKOHEYHUKMN.

MCNoNb3yiiTe WUNUbl AN o6neryeHns pa3Gopku.

C PYKOSITKW, HaxaB KHOMKY oOcCBO60XaeHus

HakKOHe4YHUNKOB Ha BblTaCkmBas Mpwn XenaHmn

CepBuc 1l pemMoHT:
PekomMeHAylOTCA exXerogHbole NpoBepkn 6e30nacHOCTM U paboTOCNOCOBHOCTH.
MNocne paHHOW npoBepkun (MMGO Nocne BbiIXOAa WU3genus wu3 cTpos),
O6HapyXeHUn NoNOMOK \HEMNPUTOAHOCTU K UCMONb30BaHUIO, nlgenne

npu
cnepgyet
nepefarb YMNO/HOMOYEHHOMY MNpeAcTaBUTENO MNPOU3BOAUTENS ANA OLEHKN
BO3MOXHOCTU pemMoHTa. OfgHOpa30Bble N34eNNA PEMOHTY He nojsexart.

MponsBoanTens npefocTaBUT YMNOJHOMOYEHHOMY MpeACTaBUTENIO
Mo
obpauiaiTecb K YyNOJHOMOYEHHOMY

npeactaBuTento KomnaHuu Integra LifeSciences Corporation. O6opygoBaHue,

CXeMbl,
cnucoK peTaneii U [pYyryw TexXHUUYECKyt

peMoHTa Wan 3aMeHbl

UHopMaLuo. Bonpocam

06CN>0KHBaHWUs,

Ha KOTOpoOe pacnpocTpaHaeTca rapaHTus, cnepyeT BepHYTb KomnaHuun Integra
LifeSciences Production Corporation. OH 6ygeT OTPEMOHTUPOBAH NN 3aMEHEHO
6ecnnaTHo.

yXxopn 3a MppuUrauynoHHoh Tpy6koli 6MHO.TAPHbIX MUHLETOB:

1. Ypanute cTuneT N3 NppUrauMoHHOM TPyGKN nepes TeM, Kak BOCMO/b30BaTbCs
MppUraunoHHON TPYOKOIA.

2. Mo 3aBeplweHN npoueaypbl NMpomMonTe TPYOKY YNCTOW CTEPUIbHOW BOAONA.
Mcnonb3uliTe cxaTblii BO34yX (C MOMOWbIO CYyXOro wnpuua), 4Ttobbl yganuTb
NUIWWHIOK BRary u3 BHYTpPeHHelli 4yacTu npo6upkn. CTuneT [ONXeH 6biTb
BCTaB/IeH Ha MeCTO M OCTaBaTbCA TaM BO BpeMs MaHUNynauuii n HeCTEPUNIbHOrO
XpaHeHus,




AneKTpoMarHMTHas COBMECTMMOCTb U aneKTpobe3onacHocTh/Eleciromagnetic Compatibility and Electrical Safety’

Medical electrical equipment needs special precautions regarding EMC and
needs to be installed and pul into service according to the EMC information
provided in the points below.

NOTE: Portable and mobile RF communications equipment can affect medical

electrical equipment.

MeguuuHckoe  3neknpuyeckoe o6opygoBaHue TpeByeT 0cCOGbIX  Mep

NPefoOCTOPOXHOCTU B OTHOWEHUN 3SNEKTPO.MarHWTHOW COBMECTUMOCTU W
OO/MKHO yCTaHaBnMBaTbCA W BBOAUTLCA B 3KCNjayaTauumto B COOTBETCTBUU C
MH(popMaLumneil No 3N1eKTPOMarHNTHOM COBMECTUMOCTU, NPUBEAEHHONM B MyHKTax
HUXe.

NMPNMEYAHWME. NopTaTnBHOE N MO6GUNbLHOE pagnovyacToTHoe obopygoBaHue
CBA3M MOXeT NOBAUATb Ha paboTy MegULMHCKOTO 31eKTPUYEeCKOro

obopynoBaHus.

OnacHoCcTb nopaxkeHUs anekTpuyeckum Tokom /Electrical Shock Hazard

For Generator:

* To avoid risk ofelectric shock, the Generator must only be connected to supply
mains with protective ground.

« Disconnect the power cord to isolate the Generator from the supply mains.
Serious shock hazards may be present even with the power switch off.

*« Do not bypass the grounding prong on the Generator by using an adapter. The
Generator must be properly grounded to ensure user and patient safety.
reliability can only be achieved when connected to a receptacle
marked “Hospital Only'* or “Hospital Grade.”

« The output from the Generator must not be applied directly to the heart.

« Do not use in patients who have electronic implants such as cardiac pacemakers

Grounding

without first consulting a qualified professional (e.g., cardiologist). A possible
hazard exists because interference with the action of the electronic implant may
occur, or the implant may be damaged.

« Do not connect multiple portable socket outlets (MPSO) or extension cords to
the Generator.

« Connect adapters and accessories to the Generator only w'hen the energy is off
Failure to do so may result in an injury or electrical shock to the patient or
operating room personnel.

« Never simultaneously touch the patient and the external fuse.

e Inspect all cords, monopolar and bipolar accessory devices, and Foot Pedal for
proper function and intact insulation prior to each use.
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Ans redepaTtopa:
. Ans ycTpaHeHUsi puUcKa NMopaxeHus 31eKTpuyeckuMm TOKOM [eHepaTop
LOMYCTUMO MoOAKNtOUYaTb TONbKO K NuTalowein cetu,
3a3emneHue.

nMvewuwen 3awmTHoe

Ons nonHoro oTkAouyeHUss FeHepaTopa OT ceTM HEOBXOAMMO BbIHYTb

BUNKY WHypa nuTaHna un3 po3eTku. OnacHOCTb CEepbLE3HOro nopaxeHus

SNEKTPNYHECKNMM TOKOM MOXeT MNpucyTcTtBoBaTb pfgaxe Mnpun OTKAKNYEHHOM
NMNTaHNN.

. He ncnonb3yinTe nepexogHUKN NpU NOAKNIOYEHUN WITeKepa 3a3eMneHns
ansa nauyveHTa

HeOGXO,qI/IMO obecneunTb [0OMXKHOe 3a3eMfeHue [eHepaTopa.

eHepaToOpa. obecneyeHuns 6e3onacHoCTU n nepcoHana

Be3onacHoe
3a3emMsieHMe obecneymBaeTCs TOMbLKO NPU NOAKAKOYEHUN K PO3ETKE C KOHTakKTOM
3a3eMNeHus.

llegonycTuMO NpsiMoe coefuHeHne Bbixoga MeHepaTopa v cepaua.
Mepen wucnonb3oBaHMeM [eHepaTopa npu

pa6oTe ¢ nauyueHTamu,

mnvewwnMmMmm mMMNNaHTUpoOBaHHbIE 3NEKTPOKaApANOCTUMYNATOPLI, HeOﬁXOAVIMO

npesBapuTensLHO NMPOKOHCYNbTUPOBATHLCSA c KBaiM@puULMpPOBaHHbLIM

cneuynanncTtom (T.e. cBA3aHHaA C

Kapauonorom). CyuecTByeT O0OMacHOCTb,
noBpexaeHnemMm UmnaaHTa nam BO34eCTBMEM Ha ero paboTy.
He wucnonb3yinte

[eHepaTopa K ceTn NuTaHuA.

. TPOWHUKM U YANUHUTENU TNpU  MOAKIKOUYEHUN



¢ Use in typical commercial hospital

(radiofrequency) shielded room for magnetic resonance
intensity of EM (electromagnetic) disturbances is high.

or environment, except in RF

imaging, where the

«Avoid UF (high-frequency) output settings where ma.ximum output voltage may
exceed rated accessory voltage.

e Activating the RF current is not permitted while inserting the electrode and
during electrode replacement due to risk of burns.

*« 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 ether or alcohol), as explosion may occur.

« Do not immerse the Generator in any type of liquid.

* Non-flammable agents should be used for cleaning and disinfection whenever
possible.

e Flammable agents, including disinfectants, cleaning fluids, and solvents, must
fully evaporate prior to FIF surgical procedures. There is a risk of pooling of
flammable solutions under the patient or in body depressions such as the
umbilicus, and in body cavities such as the vagina. Any fluid pooled in these
areas should be mopped up before HF surgical equipment is used. Attention
should be called to the danger of ignition of endogenous gases. Some materials,
for example cotton and gauze, when saturated with oxygen may be ignited by
sparks produced in normal use of the HF surgical equipment.

* Unless a compatible monitoring neutral electrode is used with a contact quality
monitor, loss of safe contact between the neutral electrode and the patient will
not result in an auditory alarm.

« Other equipment may be adversely influenced by the interference produced by
the operation HF Portable RF
communications equipment can affect medical electrical equipment.

* Prevent patient contact with metal parts that are grounded or that have an
appreciable capacitance to ground; e.g., operating table supports. Use antistatic
sheeting.

of surgical equipment. and mobile

* Prevent patient skin-to-skin contact (e.g., between the arm and the body) when
the Generator is in u.se. Use dry gauze between body parts that might touch during
surgery.

« When 1IF surgical equipment and physiological monitoring equipment are u.sed
simultaneously on a patient, any monitoring electrodes must be placed as far as

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

79

. Moakntoyainae aganTepbl M NMPUHAANEXHOCTU K [eHepaTopy TOJNbKO

Korga OH HaxogunTca B 06eCTOYEHHOM COCTOSIHUW. Heco6mo,u,eH|/|e 3TOoro

Tpe6oBaHUS MOXET MNPUBECTUM K MNOPaXeHU 3NeKTPUYECKUM TOKOM Wan
TpaBMaM naumeHTa UAM nepcoHana.
. Hukorga He KacaiiTecb OAHOBPEMEHHO nauMeHTa WU BHELWHETO

yCTpoicTBa 3a3eM/ieHUs.
. Mepea KaxablM MCNONb30BaHNUEM MpoOBepsAliTe LEeNOCTHOCTbL NPOBOAOB U
paboTOCNOCOBHOCTb NPUHAAEXHOCTEN.

. MpuMEeHATb B CTaHAAPTHbIX KIWHUYECKUX YyCNOBUAX. He NMpuMeHsaTb B
nomMeweHusa ana MPT, nmerownx aNeKTPOMarHMTHYO 3KPaHUPOBKY U BbICOKWUIA
YPOBEHb 3/1IEKTPOMArHUTHbIX MOMEX.

He
HanpsHKeHnsa, 4ONYCTUMOTO AN MPUMEHSAEMbIX NMPUHAL3EXHOCTEN.

.

yCTaHaB/MBaTb HanpsaxeHune BbIXOOHOTO CUrHana BbllWwe

HeponycTumMa nogaya TokKa B MpoLecce BHegpeHUs 371eKTPoAOB U BO
BpeMs WX 3aMeHbl. Hecob6nojeHune [aHHOTo TpebGoBaHUS MOXET MNpUBECTU K
oXoram.
.

Hc

aHecTeTMKOB U okucnutTenemn (Hanpmmep, 3akKucum asota unnun chnopo,qa) nnn B

ucnonbL3oBaTb B aTMociepe BOCMNAaAMeHSeMbIX ra3006pa3HbIX

HernocpeACTBEHHON 61M30CTU OT fNe3y-unx pacTBopuTeneil (Hanpumep, cnupTa
unu acupa). Hecob6nogeHne faHHOTo Tpe6oBaHMUA MOXeT NPUBECTU K B3PbIBY.

.

1le norpyxaliTe NeHepaToOp B XUAKOCTWU.
. Mpn ouncTke N Ae3nHPeKUnn No BO3MOXHOCTU JO/DKHbI NPUMEHATbLCSA
Heroprouve cpeacrsa.

MoxapoonacHble cpeAcTBa, B TOM Yuc/ie XUAKOCTU, NUCNONb3yeMble ANns

o
ckanaueBaHusa

O4YUNCTKMN n ,Cl,e3VIHCbeKLI,VIVI AOJIXXHDbI MO/THOCTbIO

npoueayp. puck
BOCM/IaMEHSIEMbIX XWAKOCTEN B yrny6ieHusax Tena nauyveHTa (Hanpumep,

ncnapunTbcs Ha4dana

3N1eKTPOXMPYPTUYECKUX CywecTByeT

B

nynke) wanM B MNOAOCTAX Tena nauymeHTa (Hanpumep, Bnaranuue). Mepepg

MCNONb30BaHWEM  3EKTPOXUPYPruYeckoro  ob6opysoBaHus Heo6xo04MMO

BbITCPC! b BCe BOCM/IaMeHAWMNECA XULKOCTU B 0b6acTaAXx Takoro poaa. Cne,u,yeT
yAennTb BHUMaHUE ONacHOCTU BOCM/JaMeHEeHNA 3H[A,0reHHbIX ra3oB. HekoTopsble

MaTepuanbl, Hanpu.mMep BaTa W Mapfs, NpPW HacblIWeHUU KUCNOPOAOM MOTYT

BOCM/IaMEHUTbCSA oT  ucKp, BO3HUKAO LW MX npu WTaTHOI pa6oTe

3M1EeKTPOXUPYPrNYECcKOro o6opygoBaHuns.



possible from the surgical electrodes. Needle monitoring electrodes are not
recommended. If needle electrodes are used, do not place in direct contact with
forceps tips. Monitoring systems incorporating high frequency current-limiting
devices are recommended.

e During surgical procedures where the HF current could flow through parts of
the body having a relatively small area, bipolar techniques can prevent unwanted
tissue damage.

« To prevent injury to the patient and/or user, do not connect the Generator to any
item not specified as part ofthe system or identified as arecommended accessory.
Use of unspecified

items with the system could result in exce.ssive leakage

current. Refer to individual Instructions for Use for additional information
regarding accessories or use with other devices. The system should not be used
adjacent to or stacked with other equipment. If adjacent or stacked use is
necessary, the system should be observed to verify normal operation in the
configuration in which it is used.

Refer to the Guidance and Manufacturer’s Declaration section for EMC
(Electromagnetic Compatibility) information.

¢ In order for the Generator to be able to fulfill

its intended clinical function
effectively, a maximum cord and accessoiy' length of 4.5 meters between the
Generator and accessories is defined for Bipolar Accessories, 3.2 meters is
defined for Monopolar Accessories and 3.0 meters for Neutral Electrodes.

e The use of accessories, transducers and/or cords other than those specified,
except for those sold by the manufacturer as replacement parts for internal
components, could result in increased emissions or decreased immunity of the
equipment or system.

*The application ofa current with high voltage, and in particular ofa high voltage
monopolar coagulation current, may cause neuromuscular stimulation
patient.

« When vaporizing tissue, do not inhale the combustion fumes that fonn by design

in the

over a longer period in concentrated fonn. During regular use of the Generator,
no pollutants other than these combustion products will be formed. For removal
of such combustion products, a fume suction system can be used.
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B cnyuyae npvMeHeHUs HECOBMECTMMOro HeWTpanbHOro anekTpoja
(anekTpoga, He NO3BOMAIOWEN0 KOHTPONMPOBATbL KauyecTBO KOHTaKTa) norteps

KOHTakKTa HelTpaNbHOro 3feKTpoga C NayueHToMm He npuBeaét K
popmmnpoBaHnio 3BYyKOBOIrO CUrHana TPeEBOINU.
. NaHHoe ob6opysoBaHne MoOXeT OblTb MWCTOYHUKOM pagmornomex,

NpUBOAAWNX K HECTAabUNbHOU paboTe 4pyroro o60pyAoBaHNsa pacrnonoXeHHOro
no6amsocTu. MepeHocHoOe U cTauMoHapHOe KOMMYHUKaLMOHHOEe oGopygoBaHue
MOXeT OKa3biBaTb B/INSHWE HA paboTy MeAULUHCKOTO 06GOpyAOBaHMs.

.

CnepyeT He JonycKaTb KOHTAKT NMauvMeHTa C MeTas3/IMYeCKMMUN YacTaMU.

MMeEOWMMKN 3n1eKTpUUYECKYl0 UANM eMKOCTHYK CBfAA3b C 3eMnéi, Hanpumep,
HanpaBnALWMMM ONepaumMoHHOro ctona. icnonb3yliTe aHTUCTaTUYECKNE TKaHU
npu yKpbITUN naumeHTa.

HefonycTuM KOHTaKT pa3fInyHbIX YacTeli Tena naymeHTa Apyr c gpyrom
(Hanpumep, pyku u TynoBuEUa) BO Bpemsa UcCNonb3oBaHUA [eHepaTopa.
Mponoxute mMexay vyactaMu Tena nauymeHTa, KOTOpbEe MOoryT conpukacartbca
npu onepaunn, cCyxyro mapsto.

Mpn

. OfAHOBPEMEHHOM Mcnonb3oBaHUKn 3NEeKTPOXUPYPTrUYECKnX

MHCTPYMEHTOB N 060pyf0BaHNA MOHUTOPUHIa PU3NONOTMYECKNX NMOKa3laTenen,
3NeKTpOAabl ObITb

MOHUTOPUHIra [AOJ1IXKHbI Ha MakKcuManbHO

He
pPeKOMeHAYeTCSA NMPUMEHEHNE urnosuaHsbex INEKTPOLOB MOHUTOPUHra. Mpu ux

pasmMelieHsl

BO3MOXHOM paccTofAsHNUM  OT  3JIEKTPOXUPYPTUYECKNX  INEKTPOAOB.
MCNONb30BaHUM He AOMNYCTUM KOHTaKT C KOHYMKaMW NuHUeTa. PekomeHayeTcs
NnPpUMeHATb BblcOKOYac'EOTHbIe cucTe.Mbl MOHUTOPUHIa C OrpaHM4YeHnemM Toka.

. MNpn npoBegeHNN XNPYpPruvyeckux npoues>'p, CONPSAXEHHbIX C TeHEHNEM
3/IeKTPUYECKOro TOKa 4yepe3 yacTu Tesia naumeHTa, umMerlwme cpaBHUTENbHO
Manyl naouwajgb, UCNONb3yhnTe GMNoNsapHbie pexnmbl. DTO ElomoxeT nsbexarb
0XXOroB.

. Hepgonyctmumo nogkntoyatb [eHepatop K o06opygoBaHUIO, He
rnepeyncneHHomMy BaaTOM pykoBoacTBe. HecobnoacEEve gaHHOro TpeboBaHus
MOXeT NpMBECTU KTpaBMa.M E3aupveHta n/unmn oneparopa.

- He pekomeHpayeTtcs ycTtaHaBnusBaTtb [eHepaTtop BEEJIOTHyO K gpyromy
060pyfoBriMEO. Mpu BbIHXXAEHHOI yCTaHOBKe [eHepaTtopa BMNOTHYK K
apuyTomy ob6opyposaEEuto, nepepn EEavanom pab6oTel Heob6xopaumo ybeauTtbcss B
KOppeKTBIOI paboTe o60pyaoBaEENS.



For Irrigator:

*Never touch the patient and external fuse simultaneously.

« Do not attempt to bypass the grounding prong on the module by using an
adapter. The Irrigator must be grounded proper!) to ensure operator and patient
safety. Grounding reliability can be achieved only when connected to a receptacle
marked “Hospital Only" or "Hospital Grade."

« Do not modify the Irrigator in any way. Unauthorized modifications to the
Irrigator can cause it to malfunction or fail in use.

* Do not connect multiple portable socket outlets (MPSOQO) or extension cords to
the Irrigator.
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[Oeknapupyembie
n3nyyeHus (anekTpomMarHuTHol

npomnssoguTesieM napamMeTpbl

COBMeCTVIMOCTI/I)

SN1EKTPOMarHnTHOro

npueBegeHsbl B

COOTBETCTBYIOLEM pa3jefie JaHHOINo PyKOBOACTBA.

MakcumanbHas fnAuMHa Kka6Gens C WHCTPYMEHTOM, npu

AoCcTuUraeTcda gocrtaTtodHas SCPf*JeKTI/IBHOCTb npn KJINHN4YeCKOM WMCMNO/Ib30BaHUN,

KoTopolii

cocTtaBnsaet 4,5 mMeTpa AnA O6MNONAPHBLIX WHCTPYMEHTOB; 3,2 wMeTpa Ans

MOHOMONSAPHbLIX MHCTPYMEHTOB 1 3 MeTpa AN HeliTpasbHbIX 3N1EKTPOJO0B.

Micnonb3oBaHue I'IpMHa,qTe)KHOCTeIZ, Hacaaok n/nnn kabenemn, oTANUYHbBIX

OT YyKasaHHbIX (3a WUCKIOYEeHWEeM akKceccyapoB, Hacajok W kabenei,

nocTtaBnsieMblX NPON3BOAMUTENIEM CUCTEMbI B KAYeCTBE pacxo/HblX MaTepuanos),
MOXEeT MPUBECTU K CHWKEHMUIO YCTOWUYNBOCTU CUCTEMblI K I/IEKTPOMArHUTHBIM

nomMexam W YBE/IMYEHUD WUN3NYYEeHUS IeKTPOMArHUTHbLIX TMOMeX camoi
CUCTEMOIA.

. Mpu.meHeHne BbICOKOTO HanpsHkeHus, B 0CO6EHHOCTU npuv
MOHOMONSAPHOIA Koarynsyum, MOXeT NpPUBECTU K HEePBHO-MbIWEYHOW

CTUMYASALUN NauMeHTa.

He BabixaliTe KOHLEHTPUPOBaHHbIE ra3006pa3Hble MPOAYKThH CropaHus

(OHM HeunsbexHO o06pasyTca Npu AAUTeNbHbIX MNpoueaypax, CBSA3aHHbIX C

ucrnapeHveMm TKaHei). EJAWHCTBEHHbIMW  3arpsA3HAWMMU  BelecTBamu,

o6pasyrwmMmcsa npu perynspHoOM UCNofb30BaHMM [eHepaTopa, SBAsAOTCA

yKa3aHHble NpoAYyKTbl cropaHus. Ona ux yjaneHUs MOXHO WCNoNb30BaTb

acnmpaunMoHHbIe CUCTEMbI AbiIMOYyaaleHnA.

AN UppUTayMoHHOro .MOoAyNs:

e Hukorga He KacailiTecb nayuveHTa W BHEWHEro npegoxpaHnTens
OHOBPEMEHHO.

* He vcnonb3yliTe NepexoAHWKN Npu NOAK/IIOYEHNUN WTekepa 3a3emneHus. [3s
ob6ecnevyeHnss 6e3o0MacHOCTM MnauvMeHTa WM nNepcoHasa Heo6xoAuMO o6ecneynTb
LOJ/HKHOe 3a3emMneHne moaynsi. besonacHoe 3a3emsieHne o6ecnevynBaeTcsi TONbKO
npv NoAKNIOYEHUN K PO3ETKE C KOHTAKTOM 3a3e.M/eHUsl.

. 3anpelweHo BHOCUTb W3MEHEHUS B KOHCTPYKUWIO UPPUTALUOHHOTO
Moayns. HecaHKLUMOHMPOBaAHHbIE U3MEHEHUs KOHCTPYKUUM mMppuraTtopa mMoryTt

NpPMBECTU K HEKOPPEKTHOI paboTe uan BbIXO4y U3 CTPOS.




« To prevent injury to the patient and/or user, do not connect the Irrigator to any
item not specified as a recommended accessory.

« Use of unspecified items with the Irrigator could result in excessive leakage
current.

e Do not immerse the Irrigator in any type of liquid.

e Check the Power Cord and Interconnecting Cable for proper function prior to
use. Replace if necessary.

« The operator of this equipment must be a healthcare professional. The operator
must have experience in the use of surgical devices and procedures.

e Use in typical commercial or hospital environment, except in RF shielded room
for magnetic resonance imaging, where the intensity of EM DISTURBANCES
is high.

Refer to the Guidance and Manufacturer’s Declaration section for EMC
information.

’ He wucnonb3a\iiTe TPOWHUKM U YAAVUHUTENW TNpPU  MNOAKIHOYEHUN
MPPUTaLNOHHOIO MOAYNSE K CETU NUTAHUA.
. HeponycTumMo nogkntoyaTb uvppuratop K o060pyfoOBaHUIO, HC

nepeyncneHHOMY B PpYKOBOACTBe Mofb3oBaTens. Heco6nwgeHue JaHHOTO

Tpe6OBaHI/Iﬂ MOXeT NpuBecCcTnN KTpaBMa.M nauyneHTa n/nnn onepartopa.

. Micnonb3oBaHWe MpuUHaANexHocTell, He BXOAAWMX B MepeyeHb
pPEKOMEHAOBAaHHbIX, MOXeT TMpPUBECTU K BO3HUKHOBEHUID HeJoNyCcTUMO
60/bWNX TOKOB YyTEUKN.

. Hc norpyxaiiTe ppuUrayMoHHbIi MOAYNb BXUAKOCTU.

. MpoBepsAliTe LENOCTHOCTb KaGens nNUTaHUA U  HafEéXHOCTb ero
NoAKMOYeHNs nepej KaxAblM  nWcnonb3oBaHueM. [lpu  Heob6xogMmMocTwu
3amMeHUTe ero.

. NppuraTtop OOMXKeH 3KcnayaTMpoBaTbCs npodeccroHanbHbIMMN
Meaukamu. OnepaTtop  MoAynsa  AOJXKeH MMeTb  ONbLIT  MNpoBefeHus

3M1EeKTPOXUPYPIrUYECKUX oMnepauynini n onblT paboTbl C 3NEKTPOXUPYPTUUYECKUM
obopysoBaHueM.

. MpuMeHATb B CTaHAApPTHbLIX KJIMHUYECKUX YyCNOBUA.X. He npumeHATb B
nomeuweHns gnsa MPT, nMmer wnx anekTpomalHMTHYO 3KPaHUPOBKY U BbICOKWUIA
YPOBEHb 3/1EKTPOMArHUTHbIX MOMEX.

.

Jeknapupyemble Nnpon3BoauTenemM napameTpbl 3/1€KTPOMArHUTHOTo
M3/yyeHUsi NpuBeAeHbl B COOTBETCTBYyHOLWeEM pa3jene.

AnekTplMarHMTHOE n3ny4veHne/Emissions

The Generator is intended for use in the electromagnetic environment
specified below. The customer or user of the Generator should ensure that it is
used in such an environment.

IEC 60601-1-2, IEC 6060I-1-2,

Emissions Test Electromagnetic

3rd edition  4th edition Environment-

Compliance Compliance Guidance

Level Level
Radiated RF Group 2 Group 2 The Generator
Emissions CISPR must emit
11

electromagnetic

energy in order
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FeHepaTop npeAHa3HayeH AN UCMONb30BaHWUsS B 3/leKTpoMar HUTHol cpege,
yKaszaHHOW Huxe. OnepaTtop reHepatopa A0/XeH y6eAnTbCcs, YTo OH
Mcnonb3yeTcs B TakoW cpege.

McubiTaHXx' Ha CoouBeTCcTBUE CooTBeTCcTBUE OneKkTpomMannrryHas
anekTpomanuwT TpeboBaHMAM TpeboBaHUAM ob6cTaHoBKa
HYIO 3MUCCMIO IEC 60601-1-2, 3 IEC 60601-1-2, yka3aHus

pea. 4 pep.
PanuoyacTtoTHOE pynna 2 pynna 2 [eHepaTop wu3ny4vaeT
3/le KTPOMATH UTHO 2N1eKTPOMarHUTHble
€ n3nyyeHve BOMHbl  TONMbKO B
CHCIi1P 1. cBs3n

BbIMO/IHAEMbIMUN nm



lo pcifonn its
iniended
function.

Nearby
electronic

equipment may

be affected.
Conducted RT Emissions Class A Class A The Generator is
CISPR 11 suitable for use
in all

Harmonics IHC Class A Class A establishments,

61000-3-2 other than
Emissions of Complies Complies domestic and
voltage those directly

fluctuations/flicker
1EC 61000-3-3

connected to the
public low
voltage power
supply network
that supplies
buildings used
for domestic

purposes.

NOTE: The Generator must be installed and operated according to the EMC
regulations laid out in this document.

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

in a
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PYHKLUUAMN.
Bo3moxHO
BO3jelicTBue
pacrnonoxeHHoe

Ha

B6/N3N 3NIEKTPOHHOE
obopynoBaHue.

KoHAyKTrBHOE Knacc A Knacc A [eHepaTop npurogeH
pagnoyacToTHoe ONst NMPUMEHEHUs1 BO
3NeKTpPOMarHMTHO BCEX MecTax
e n3nyyeHve pa3mewend. kKpome
cucnep 1 XWUNbIX  AOMOB 7
[apmMoHuyeckune Knacc A Knacc A 34aHWi,
cocTasnslume HenocpeacTBEHHO
TOKa MNOAKNHOYEHHbIX K
1EC 61000-3-2 pacnpegenuTenbHOMn
Koneb6aHus CooTBeTcTBYET CooTBeTCTBYET 3MIEKTPUYECKON ceTw,
HanpshkeHus 7] nuTaroLLein XUnble
hnnkkep aoma.

1EC 61000-3-3

NMPUMEYAHWE. N eHepaTop HEO6XOAMMO yCcTaHaBAMBaTbh U 3KCMayaTnposaTh
B COOTBETCTBMUWN C MOJSIOXEHUAMN MO 31EKTPOMArHUTHOW COBMECTMMOCTMH,
M3/10KEHHbIMU B 3TOM [JOKYMeEHTe.

NMPUNMEYAHWME. MapameTpbl ammnuccum NeHeparopa no3BoAKT NPUMEHATb
ero B MPOMbIWAEHHbIX N MegULNHCKUX nomeweHunax (CUCMP 11 Knacc A).
MNpn ncnonb30BaHUM BXUNbIX AOMaxX U 3faHnAX (418 3TOro o6bI4HO TpebyeTcs
CVCNP 11 Knacc B), paHHOe o6opyaoBaHne MoOXeT He obecrneunBaTb
[OCTaTOYHOrO YPOBHSA 3aliNThl OT pafMo4YacTOTHbLIX NomMex. MoryT
noTpe6oBaTbCA Mepbl A5 CHUWXKEHUSA BAUSHUSA NMOMEX, HanpuMep, N3MeHeHue
MO/IOXEHUA NN MecTa yCTaHOBKM 06opyfoBaHUA.



The Codman Irrigator is intended for use in the electromagnetic environment
specified below. The customer or user ofthe Irrigator should ensure that it is used

in such an environment.

Emissions
Test

RF
Emissions
CISPR 11

RF
Emissions
CISPR 11

Hannonics
IEC 61000-
3-2

Flicker
IEC 61000-
3-3

WARNING: The Irrigator should not be used adjacent to or stacked with other
equipment. If adjacent or stacked use is necessary, the System should be obsen”ed

IEC 60601-1-
2,
3rd edition
Compliance
Level

IEC 60601-
1-
2,4th
edition
Compliance
Level

Group 1

Class A

Class A

Complies

Electromagnetic
Environment-Guidance

The Codman Irrigator creates/uses
electromagnetic energy for its
internal functioning only; therefore,
its electromagnetic interferences and
disturbances are very low and are not
likely to cause

any interference in nearby

electronic equipment.

The Codman Irrigator is

suitable for use in all
establishments, other than domestic
and those directly connected to the
public low voltage power supply
network that supplies buildings used
for domestic purposes.

to verify normal operation in the configuration in w'hich it is used.
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MppulayvoHublii Mmogynb npegHasHauyeH A4S UCNOMb30BaHUA B

3/1eKTPOMAarHUTHOW cpefe, yKkasaHHOl Hmke. OnepaTtop UpPpUrauMoHHOro
MOJy.usi AO/KeH y6eAnTbCsl, YTO OH MUCMO/b3yeTcsl B Takoli cpefe.
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McnelTaHne
Ha
anek'rpomar
WHTHYIO
amuccuo

Pagnoyacrtor
HoC
aneKkTpomarH
UTHOE
n3nyyeHue
cucne Il
PagnouacTtor
Hoe
3eKTpomarH
UTHOE
nU3nyyeHne
cuncne 11
FapmMoHunyeck
ve
cocTaB/soLL
1C Toka

IEC 61000-3-
2

dnkkep

1EC 61000-3-

NcnbiTaT
o NcneiTaten
enbHbIN .
bHbI
YpPOBEHb
YypPOBEHb HO
no IEC IEC 60601
60601-1-2 1-2 4™ ed
3% ed. ’
pynna |
Knacc A
Knacc A
CooTBeTCTBYET

2OnekTpomarHmsHas ob6ctalloBka -
yKazaHus

Vippyratop ucnonb3yeT pafvovyacTOTHYHO
3HEpPrn0  TOMbKO  ANA  BbINOJHEHUS
BHYTPEHHUX (PYHKUWUIi. YpOBEHb 3MUCCUU
pasMoyYacToTHbIX MOMEX SIBNSETCSH HU3KUM
W, BEPOSITHO, He MPUBEAET K HapyLleHUsIM
(PYHKLMOHNPOBaHUS pacnonoXeHHoOro
B6/M3M 3NEKTPOHHOI0 060PYAOBaHNUS.

WppuraTtop npurogeH Ans NpYMeHeHuUs BO
BCEX MeCTax pasMelleHUsi, KPOMe >KUJbIX
JOMOB M  3[aHuii, HemnocpeacTBEHHO
NOAK/MIOUYEHHbLIX K pacnpefenvTenbHO
3/IEKTPUYUECKOI CceTu, NUTaloWen Xumble
aoma.

BHVUMAL11VE: VppuUraynoHHbIii MOAYNb HEb3s MCNONb30BaTb PSAOM C

Apyrum o6opygoBaHWeM WAW CTaBUTb BMecTe ¢ HUM. Ecnv Heo6xoanuMo

MNCMNnosib30BaTb CMeXHoe nan MHorococtaBHoe 060py,ﬂ|OBaHVIe, HeO6XO,EI,I/IMO



NOTE: The EMISSIONS characteristics of this equipment make it suitable for
use in industrial areas and hospitals (CISPR 11 Class A).
residential environment (for which CISPR 11 class B is nomially required) this
equipment might adequate protection to radio-frequency
communication services. The user might need to take mitigation measures, such

If it is used in a

not offer

as relocating or re-orienting the equipment.”

Ha6bngarb 3a CUCTEeMOW AN NPOBEPKM HOpManbHOW paboTbl B TOM
KOH(Urypaummn, B KOTOPON OHa UCMOb3yeTcs.

NMPUNMEYAHWME. NapaMmeTpbl IMUCCUN NPPUTALNOHHOTO MOAYNA MO3BONAIOT
MPUMEHATb €ro B MPOMDbIWNEHHbIX U MEANLMHCKMUX nMoMeweHnax (CUNCMNP 11
iCnace A). MNMpu NcNnonb30BaHUU B XUNbIX gOMax U 3gaHuax (418 3TOro 0ObIYHO
Tpebyetca CUCIMP 11 Knacc B), gaHHOe o6opyaoBaHMe MOXET He
obecrneymBaTb OCTATOYHOIO YPOBHSA 3aWUTbl OT PpagM0O4YacTOTHbIX MOMEX.
MoryT noTpe6oBaTbCsA Mepbl A1 CHUXEHUSA BAUSHUSA NOMEX, Hanpumep,
M3MEHEHUNE MOJIOXEHUA NN MecTa yCTaHOBKM 060pyfOoBaHUSA.

3alnLLEHHOCTb OT 3/1EKTPOMarHUTHbIX nomMex/immunity

Guidance and Manufacturer’s Declaration— Immunity AIl ME Equipment
and M E Systems:

The Generator is intended for use in the electromagnetic environment
specified below. The customer or user ofthe Generator should ensure that it is

used in such an environment.

Immunity Test IEC 60601-1-2, IEC 60601-1-2, Electromagnetic
3rd edition 4th Environment-Guidance
Compliance Level edition

Compliance

Level
+6 kV Contact +8 kV Contact Floors should be wood,
8 kVAir +15 kV Air concrete or ceramic tile,
if floors are synthetic,
the relative humidity
should be at least 30%.
EFT +2 kV Mains +2 kV Mains Mains power quality
IEC 61000-4-4 +1 kV 1/0s +1 kV I/0Os should be that of a typical

coininercial or hospital

environment.
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Aeknapupyemble NnponsBoagnTenemM napameTpbl U PyKOBOACTBO -
MomexoycTol |unBocTb ana Bcex ME uspgenuii u ME cucrtem.

feHepaToOp AO/MKEH MUCMNOMb30BaTbhCA BYCNOBUAX 3NE€KTPOMArHNTHOM
o6CcTaHOBKU, NMpUBeLEHHbIX BTabnmue. OnepaTtop NeHepaTopa AO/IKEH
y6eanTbCS, YTO OH UCMNONb3yeTCss UMEHHO B TaKMX YCNOBUSX.

McnbiTaHne Ha McnbiTaTenbHb McnbiTaTensH OneKTpoMarHuTHas
NOMEexoycTomny M ypoBeHb NO blH ypoBeHb NO o06CTaHOBKa
MBOCTb IEC 60601-1-2 |IEC 60601-1-2 ykasaHusa
3% ed. 4**ed.
SnekTpocTaTtuy +6 KB +8 KB MNokpbiTNE nona
eckne paspsgbl KOHTaKTHbIN KOHTaKTHbIN [OMKHO 6bITb
(3CP) paspsg paspag BbIMO/IHEHO U3 [epeBa,
1EC 61000-4-2 +8 kB +15 kB 6eToHa wnun
BO3/YLUHbIN BO3AYLUHbIV KepamMnyecKom MANTKK.
paspsg, paspsag Ecnn nokpeiTve nona
BbINO/THEHO n3
CUHTETNYECKOro
mMaTepvana,
OTHOCUTEfNbHasA
BNaXHOCTb BO3fyxa B
nomeleHnn  Jo/HKHa
6bITb He MeHee 30%.
HaHoCceKyHAHbI 2 kB - pha |2 kB - pgna KadvecTtBO



Surge
IEC 61000-4-5

Voltage Dips/
Dropout IEC
61000-4-11

+1 kV Differential
+2 kV Common

<5% Ur for
0.5 Cycle

40% Uifor

5 Cycles

70% Ut for

25 Cycles

<5% Uifor

5 Seconds

Power Frequency 3 A/m, 50/60 Hz

Magnetic Field
IEC 61000-4-8
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+ kV
Differential

+2 kV Common

0% Ut for
0.5 Cycle

0% Ut for

1Cycle

70% Ut for

25/30 Cycles

0% Ut for
250/300 Cycles
30 A/m, 50/60 Hz

Mains power quality € UMMyfbCHbIe
should be that of a typical nomexm
) i IEC 61000-4-4

commercial or hospital

environment.

Mains power quality

should be that of a

typical commercial or

hospital environment.

If the user ofthe MUKpOCeKyHAbI

Generator requires ble romexm

continued operation 60/bLLO

during power aHeprum

mains interruptions, it IEC 61000-4-5

is recommended

that the Generator be

powered from an

uninterruptible power

supply or battery.
Mposansbl
HanpsHKeHus,
KpaTKOBPEMEHH

ble TrnpepbiBaHUA

Power frequency N U3MEHEHUSM

magnetic fields should be HanpshkeHus BO

that of a ty pical BXOAHbIX
i ; NVHUAX
commercial or hospital
. 3NeKTponuTaHn
environment. a

1EC 61000-4-11

—
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NNHWIA
3NeKTponMTaHns
+1 kB - ansa
BBOAa/BbiBOAA

+ 1kB npu nogaue
nomexu no cxeme

«NpoBOA,
nposog»=+2 KB
npu nogaue

noMexu Mo cxeme
«MPOBOJ — 3eM/s»

<5% uH (npoBan
HanpsXeHusa > 95
% WH) B TeYeHuun
0.5 nepnoga

40% uH (nposan
HanpsXeHusa 60 %
VH) B TeyeHue 5
nepuosos

70% [IMH (nposan
HanpsxeHua 30 %
WH) B TeyeHune 25
nepvogos

<5% wuH (nNpoBan
HanpsykeHua > 95

NVNHWIA
3MeKTpoNnTaHn
A

il kB - pana

BBOAa/BbIBOAA

+1 KB npu
nogaye nomexu
no cxeme
«MpPOBOSA -
nposopg»

+2 KB npu
nogaye nomexu
no cxeme
«npoBoj -
3emMna»

<0% Uh
(npoBan
HanpsHkeHusi
100 % Uh) s
TeyeHve 0,5
nepvoga

<0% Uh
(npoBan
HanpsHkeHus
100 % Uh) s
TeyeHune 1
nepuoga

10% Uh
(npoBan

Hanps»keHna 30

3/1EKTPUNYECKON
3Heprum B cetn
nuTaHns [OMKHO
COOTBETCTBOBaTb
TUMNYHBIM
TpeboBaHUsAM,
npeabsBASEMbIM
MeAVLNHCKUM "
NMPOMbILUMEHHbIM
060pyaoBaHNEM.
KavecTBO
3/1EKTPUNYECKON
3Heprumn B
nuTaHus

cetu
[OMKHO
COOTBETCTBOBATb
TUNUYHBIM
TpeboBaHNSAM.
npeabABAAEMbIM
MeAVLMHCKUM n
NPOMbILL/IEHHbIM
obopynoBaHVEM.
KauecTBO
31eKTPOTECKOH
aHeprun B
nuTaHuns

cetu
[OMKHO
COOTBETCTBOBaTb
TUNUYHBIM
TpeboBaHUAM.
npeabABASAeMbIM
MeANLUHCKUM "
NMPOMbILLIEHHbIM
obopynoBaHueEM.
HEo6Xxo4MMOCTH
ob6ecnevyeHns
HenpepbIBHOW paboThbl
[eHepaTopa npu
BO3MOXHbIX

Mpwn

npepbiBaHNAX ceTeBoro



The Codman Irrigator is intended for use in the eieclromagnetic environment
specified below. The customer or user of the Irrigator should ensure that it is
used in such an environment.

IEC 60601- IEC 60601-1-2,
Im munity g 4th edition Electromagnetic Environment-
Test 2,3rd Compliance Guidance
edition Level
Compliance
Level
Floors should be wood, concrete or
FESCD %gnktgct fisk\klvcg?rtad ceramic tile. If floors are synthetic,
61000-4—2 <8 KV Air - the relative humidity should be at
least 30%.
EFT +2 kV Mains =2 kV Mains Mains power quality should be
IEC +1 kV I/Os +1 kV 1/0s that of a typical commercial or
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% Uh) Ha 5 % Uh) B HanpsbKeHus.
CEKNHN TeyeHne 25/30 pekomeHpyeTcs
nepuo/os nuTaHve
OCYyLIeCTBNATb or
0% Uh (npoBas1  ucTouHuka
HanpsKeHus 6ecnepeboliHOro
100 % Unh) B nutanus (UBM) wm
TeyeHune 6aTapewn.
250/300
nepvogoBs
YCTONUNBOCTD K A/M, 50/60 'y, 30 A/M, 50/60 YpoBHM  MarHMTHOro
MarHUTHOMY My, nonsi  MPOMbILLIEHHOM
nonto 4acToTbl JOMDKHbI
NPOMbILLNEHHOA COOTBETCTBOBATb
4acToThl TUMNYHBIM
1EC 61000-4-8 TpeboBaHUsAM,
npeabLABASEMbIM
MEAULMHCKUM "
NPOMBbILLIEHHbBIM
060opyaoBaHMEM.

NppuraunoHHbliii Mogynb npefHasHavyeH 4ns UCNOMb30BaHUA B

:-)I'IeKTpoMaFHI/ITHOI‘;I cpepe, yKa3aHHOI7I HXKe. 3aKa3ynk nam nonb3osBaTesb

nsaenusa fo/mkeH y6eaAnTbcs, YTO OH UCNONb3yeTcs B Takoii cpege.

MenbiTatens
NMblii ) pOBEHb

NcnbiTaHne
Ha

- no lEC
nomexoycTol
60601-1-2 3™
YMBOCTb
ed.

AnekTpoctar +6 KB-
nyeckme KOHTaKTHbIN
paspsagbl paspsg,
(3CP) +8 KB -
IEC 61000-4- BO3AYyLWHbIN
2 paspsg

NcnbiTatenb
HbI[T ypoBeHb
no IEC
60601-1-2 4
cd.

+8 kB -
KOHTaKTHbIV
paspsia

+15 kB-
BO3YLLUHbIN
paspag

QnekTpomMarHuTHas o6CcTaHOBKaA -
YKasaHusa

MokpblTe nona  [o/kKeH  ObITb
BbINO/THEHO W13 fAepeBa, 6eToHa wn
kepamunyeckon namtku. |If floors are
synthetic, the relative humidity should
be at least 30%.



6i(KKR:r

ilffkv |
0 Differentia
sute B
61000-4-5 Common
<5% UT for
0.5 Cycle
40% UT for
5 Cycles
Voltage 70% UT for
Dips/ 25 Cycles
DroPoUt 2505 UT for
61000-4-11 5 Seconds
Power
Frequency 3 A/m,
Magnetic 50/60 Hz
Field IEC
61000-4-8

+1 kV
Differential
+2 kV
Common

0% UT for
0.5 Cycle

0% UT for
1Cycle

70% UT for
25/30 Cycles

0% UT for
250/300 Cycles

30 A/m, 60 Hz
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hospital environment.

Mains power quality should be
that of a typical commercial or
hospital environment.

Mains power quality should be
that of a typical commercial or
hospital environment. If the user
of the Irrigator requires continued
operation during power mains
interruptions,

it is recommended that the
Irrigator be powered from an
uninterruptible power supply or
battery.

Power frequency magnetic fields
should be that of a typical
commercial or hospital
environment.
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HaHocekyHAH
ble
MMMYNbCHblE
nomexu

IEC 61000-4-
4

MukpocekyH
f[Hble omexwm
60/bLIOoN
3Heprum

IEC 61000-4-
5

MNposasbl
HanpsHKeHus.
KpaTKoBpeme
MHble
npepbiBaHUA

"

N3MEHEeHNAM
HanpsKeHns
BO  BXOAHbIX
NNHNAX
aneKTponuTaH
na

IEC 61000-4-
un

+2 kKB - ansa
NVUHWIA
anekTponuTaH
ns

+1 kB - gna
BBOJa/BblBOAA
+1 kB npu
nogaye
nomexu no
cxeme
«NpoBOf—
nposog»

+2 kKB npu
nogaye
nomexu no
cxeme
«npoBof -
3eMna»

<5% WH
(npoBan
HanpsXXeHus
> 95 % MH) B
TeyeHun 0,5
nepuoga

40% WH
(npoBan
HanpsXXeHns
30%uVH)B
TeueHune 5
nepnoaos

70% nn
(npoBan
HanpsHkeHus
30 % uH) B
TeyeHne 25
nepuogoBs

+2 kB - ansa
NVNHWIA
aneKTponnTaH
ns

+1kB - ansa
BBOAa/BblBOAA
+1 kB npu
nogave
nomexu no
cxeme
«npoBoj -
nposog»

+2 KB npu
nogave
nomMexu no
cxeme
«rnpoBoj-
3eMna»

0% nT for 0.5
Cycle

0% UT for
1Cycle

70% UT for
25/30 Cycles

0% UT for
250/300
Cycles

KavecTBO 3ﬂeKTpMHeCKOﬁ SHeprum B

cetn nuTaHns [O/MKHO
COOTBETCTBOBAaTb TUMNUYHbIM
TpeboBaHWAM, npeabsBAseMbIM
MEeAUUNHCKUM N MPOMbILWIEHHbIM
060opyJoBaHMEM.

KayecTtBO SﬂeKTpMHeCKOﬁ SHeprum B

cetun nuTaHus [LOMIXKHO
COOTBETCTBOBArb TUMUYHBIM
Tpe6oBaHNAM. npegbABAseMbIM
MEeLVLUMHCKUM U MPOMbILIIEHHbIM
obopygoBaHuem.

KauyecTBO 31eKTPUYECKOW 3Heprun B

cetn nuTaHus OO/DKHO
COOTBETCTBOBaTb TUMNNYHBIM
TpeboBaHUsM. npeabsaBAsseMbiM
MEeAULUMHCKUM N MPOMbILW/IEHHbIM
obopyfoBaHueEM. Mpu
Heo6xoAUMoCTH obecrneyeHus
HenpepbiBHOW paboThl Vippuratopa
npu BO3MOXHbIX npepbiBaHUAX
CeTeBOro HanpsHkeHus.
pekomMmeHayeTcs nuTaHue
OCyLIeCTB/ATb oT NCTOYHUKA

6ecnepeboiriHoro nutanHus (MBM) nn
GaTapew.



NOTE: If the measured field strength at the location where the Irrigator is used
exceeds the aforementioned compliance level, the device should be monitored to
ensure it is functioning properly. Should unusual performance characteristics
(i.e., noirrigation deliver}' when expected) be observed, additional measures may
be required, such as changing the alignment or location ofthe irrigator. Also, see
Troubleshooting section fortroubleshooting.

Immunity .ME Equipment and M E Systems that are not Life Supporting:

The Codmaii Irrigator is intended for use in the electromagnetic environment
specified below. The customer or user ofthe Inigator should ensure that it is used
in such an environment.

IEC 60601-1-2,
3rd edition

Immunity Test ]
Compliance Level

Electromagnetic Environment -
Guidance

Portable and mobile communications
equipment should be separated from the
Irrigator by no less than the recommended
distances calculated/listed below;
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<5% Uh

(nposan

I HaNpsHkeHus

> 95 % Uh)

Ha 5 cekyHpf
ycTonumBocT
b K YpOBHU MarHUTHOro nons
MarHMTHOMY MPOMbILUMEHHOW YacTOTbl  [AOJIKHbI
nosto 3 A/M, 50/60 30 A/M, 60 'y COOTBETCTBOBAaTb TUMUYHbIM
MpomsbiwneHH Iy TpeboBaHuaM, npeabsABASEMbIM
OH YacTOTbl MEAULMHCKUM W MNPOMBbIIEHHbIM
IEC 61000-4- o6opygoBaHmNEM.
8

NMPNMEYAHWE: ecnu namepeHHas Hanps>XEHHOCTb MOJIA B MECTe YyCTaHOBKN
Mppuratopa npesbilwlaeT npusBeféHHble paHee 3Ha4YeHUsA, HEOOXOANMO
y6eanTbLCa B ero HopmanbHOW paboTe. MNpu HaANYUKM NMPU3HAKOB HeENpPaBU/bHOMN
paboTbl MppurayMoHHOro moayns (0OTCyTCcTBUM nppuraummn) Heob6xognmo
NMPUHATL AOMNOJIHUTE IbHbIE MEPbl, HAMPUMEP, U3MEHUTb MOJIOXEHUA
obopygoBaHua UIN YyCTAHOBUTL €ro B Apyrom mecTte. Nogpo6Hee cm. pasgen
ycTpaHeHue HencrnpaBHOCTEN.

Jdexknapunpyemble nponssoguTeneM napaMmeTpbl U PyKOBOACTBO -
MNMomexoycTounmBocTb AnA Bcex ME mnagennii n M E cucrtem.

Mppu! aunoHHbIi MOAYNb AOMKEH UCMNONb30BaThLCSA B YCNOBUSAX
3/1eKTPOMArHMTHOW O06CTAHOBKU, NPUBELEHHbLIX B Tabnuue Huxe. OnepaTtop
MPPUTALUOHHOIO MOAYNS JOMXEeH y6eAnTbCs, YTO OH UCMNO/b3yeTCs UMEHHO B
TaKuX 4'CNoBUSIX.

McnblTaHne Ha illcnblTaTenbHbll !

lypoBeHb no
'60601-1-2

HOMEXOYCroH4
nBoOerb

IEC |3nekTpomMarHuTHasa obcTaHOBKa -yKa3aHus
ed.

:PaccTosHne Mexay

pagnoTenet@oHHbIMN

ncnosb3ye.Mbn
cncremamn n nto6b
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Conducted RF
(Mains and
I/0s) IEC
61000-4-6

Radiated RF
IEC 61000-4-3

3vVnns
150 kHz to 80 MHz

3V/m
80 MHz to 2.5 GHz

d= 1.2VP
150 kHz to 80 MHz

d- 1.2VP

80 to 800 MHz d

=2.3VP

800 MHz to 2.5 GHz

Where P is the max power in watts and d
is the recommended separation distance in
meters.

Field strengths from fixed transmitters, as
determined by an electromagnetic site
survey, should be less than the
compliance levels.

Interference may occur in the vicinity of
equipment containing a transmitter.

Guidance and Manufacturer’s Declaration - Electromagnetic Immunit\
Reference Table 204 IEC 60601-1-2 3rd and 4th edition:

The Generator is intended for use in the electromagnetic environment

specified below. The customer or the user ofthe Generator should ensure that it

is used in such an environment.
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HaBegéHHble

KOHOYKTUBHbIE
nomexu (kaK
NINHUN NUTaHUA,
Tak W NHUU
BBOJa/BbIBOAA)
IEC 61000-4-6

PagmoyacToTHO
e
3NeKTpoMarHnT
Hoe none

1EC 61000-4-3

3B
(cpepHekBagpaTuy
HO€e 3HayeHue)

ot 150 kly pgo 80
MTy,

3 B/m
oT 80 MI'y, go 2,5
rru

anemMeHToM Mppuratopa AO/MHKHO OblTb He MeH;e
3HaYeHUsl, paccUUTbLIBAEMOro MO MNPUBELEHHb M
HXe hopmynam.
d= 1.2\/p

oT 150 kl'y go 80 MIy

d= 1.2>/P
oT 80 go 800 My
d=23VP

oT 800 MI'y o 2,5 1Ty

roe P MakcumanbHasi peiiTvHroBasi BbIXxogHas
MOLWHOCTb KOMMYHUKaUMOHHOTo 060pyaoBaH! s
BblpakeHHass B BatTtax, d - pekomeHgyem >
paccTosiHVe B MeTpax.

HanpsaXE&HHOCTb 3NeKTPOMarHUTHbIX
CTaunoHapHoro

noneii )T
KOMMYHUKaLMOHHOTO
060pyfoBaHNSA U3MepsieTcAa No MecTy, OHa AO0NX ta
ObITb MEHEee yKa3aHHOWN.

B3anmHoe BnAHne

pacnonoxeHumn psigom c
coaepXKalwmnuM UCTOUYHUKN MOMEX.

MOXeT BO3HUKaTb n>u

o6opygoBaHune”

JeknapvpyemMmble Npon3BogUTENEM NapaMeTpbl U PYKOBOACTBO MO

YCTOWYMBOCTMU K 3/IEKTPOMATHNUTHBIM NOMeXxaM.
CnpaBo4yHasa Tab6nmnya 204 IEC 60601-1-2 3 nagaHme n 1EC 60601-1-2 4

napaHue:

[eHepaTop A0/KEeH MUCMNOoNb30BaTbCA B YCNOBUAX SﬂeKTpOMaI'HVITHOVI

06CTaHOBKM, NpUBefEHHbLIX B Tabnuue. OnepaTtop FeHepaTopa AOJ/KEH
y6eaun lbcu. UTO OH UCNOML3YEeTCss UMEHHO B TaKuUX YyCN0BUSX.



Im munity
Test

Conducted
RF (Mains
and !/0s)
IEC
61000-4-6

Radiated
RF IEC
61000-4-3

IEC
60601
test le>el

3Vrms
150 kHz
to 80 MHz

6 Vnns*

in ISM
frequency
bands 150
MHz to
80 MHz

3V/m
80 MHz to
2.5 GHz

Com pliance
level

3 Vnns
150 kHz to 80
MHz

6 Vrms®

in ISM
frequency
bands 150
MHz to
80 MHz

3 V/in
80 MHz to 2.5
GHz
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Electromagnetic Environment -
Guidance

Portable and mobile RF

communications equipment should be

used

no closer to any part ofthe Generator,

including cables, than the
recommended separation distance
calculated from the equation
applicable to the frequency ofthe
transmitter.

Recommended separation distance:

d=12VP

d= 12V P80 MHz to 800 MHz

d-23V P800 MHZzto 2.5 GHz

where P is the maximum output power

rating of the transmitter in watts
(W) according to the transmitter
manufacturer and d is the
recommended

separation distance in meters (m).

Field strengths from fixed RF
transmitters, as determined by an

electromagnetic site survey*, should be

less than the compliance level in
each frequency range”.

HenbiTanue
na
MoMexoycTo
NYNBOCTb

HaBepéHHble

KOHAYKTUBH
ble  MomMexwu
(kak  nAnMHUN
nuTaHns, Tak
" NNHUN
BBOA/BbIBOJ,
a)

1EC 61000-4-
6

Mcnol ralen
bHbIW
ypoBeHb MO
1EC 60601

3B
(cpepHekBag
paTunyHoe
3HaveHune)

ot 150 «KIy
0o 80 MTI'y,

6 B
(cpepHekBag,
paTunyHoe
3Ha4yeHne)®

B
BblE/IEHHbIX
ansa MHM
AnanasoHax
nonocsl oT
150 kly pgo

YpoBeHb
COOTBETCTBMU
A

3B
(cpepHekBag
paTuyHoe
3HaveHune)

oT 150 Ky,
0o 80 MIy,

6B
(cpenHekBap,
paTunyHoe
3HayeHVe)®

B
Bblfj€/TIeHHbIX
ons MHM
AnanasoHax
nonockl oT
150 kly po

QnekTpoMarHuTHas
o6e3aHOBKa —-yKa3aHus

PaccTosiHne Mexay
MOOUNbHbLIMMN

pagmoTeneoHHbBIMU  cUCTEMaMU

MCcnosib3yemMmbiMmun

CBSI3N 7 noéon yacTblo
leHepaTopa, BK/OYas
coegnHuTeNbHbIe Kabenu.
[OMKHO  6blITb  HEe  MeHblle
NPOCTPaHCTBEHHOI O pasHoca.
KOTOpbIV paccumTbiBaeTCs B

COOTBETCTBMN C NPUBEAEHHLIMU

HUXe BblpaXkeHNAMMN
NPVYMEHNTENBHO K yacTtoTe
nepegaTuvka.

PekomeHayeMbli
NPOCTPaHCTBEHHbI pasHoC:

d= 12nP

6" 1.2V P :0T 8080 800 My,
6 -23V P:0oT800Mly go 2.5
My,

roe P
periTuHroBas BbIXOAHas
MOLWHOCTb KOMMYHUKaLMOHHOIO
060pyAoBaHusA, BblpaXeHHas B
BaTtTax. d pekomMeHgyemoe
paccTosiHue B MeTpax.

MakKCcunmMmasibHas



Interference may occur in the viciniK
of equipment marked with the
following svmbol:

NOTE 1At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2 These guidelines may not apply in all situations. Electromagnetic propagation
is affected by absorption and reflection from structures, objects and people.

a) The ISM 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.

b) Field strengths from fixed transmitters, such as base stations for radio
(cellular/cordless) telephones and land mobile radios, amateur radio, AM and FM radio
broadcast and TV broadcast cannot be predicted theoretically with accuracy. To assess
the electromagnetic environment due to fixed RF transmitters, an electromagnetic site
survey should be considered. If the measured field strength in the location in which the
Generator is used exceeds the applicable RF compliance level above, the Generator
should be observed to verily normal operation. If abnonnal perfonnance is observed,
additional measures may be necessaiy'. such as re-orienting or relocating the Generator.
Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3
V/m.
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80 My,
Pagnouvactor 3 B/m
Hoe oT 80 MTI'y no
3.NneKTpomMarH 251y
WTHOe none
|E C 6 1000-4-

80 MINy

3 B'™

oT 80 MTI'y go
2510y

Hanps»xeHHOCTb
2NeKTPOMarHUTHbIX  Mnonei  oT
cTalnoHapHoro
KOMMYHUKaLVWOHHOTO
obopyfoBaHNsa  MU3MepsieTca Mo
MecTy*, B KaXAoM [guanasoHe
4YacTOT OHa [O/IKHa OblTb MeHee
ykasaHHoW"'.
B3anmHoe BAnAHME MOXeT
npu pacnosioXXeHnn
obopyaoBaHueMm,

cnegyto wum

BO3HUKATb
psigom c
OTMEHEUHBIM
3HaKoM;

MpumeyvaHne 1. Ha uactotax 80 u 800 MIL npuMeHstOT 60sbllee 3HavYeHUe
HarnpshKeHHOCTU MosiA.

HE ABNAKOTCA
nornowaTtbca n

MpumeuvaHne 2. [aHHble peKoMeHjauuu
ONeKTPOMarHUTHoOe  U3/Ny4YeHne  MOXeT

KOHCTPYKUUAMK, NpegmeTaMu 1 ntogbMu.
* B nonoce ot 150 kI'y, go 80 MTu ANA NPOMbIWNEHHbIX, HAYYHbIX U MeAULUNHCKNX
(MHM) ycTpoiicTB BbigeneHbl AgnanasoHbl oT 6,765 M1'y go 6,795 MIy; ot 13,553
MTIuy go 13,567 MI'y; oT26,957 MTI'y go 27,283 MTI'y; ot 40,66 MTI'y go 40,70 MI'u,.
N HanpshkEHHOCTb MoNs cTaunoHapHbIX NepefaTynkoB, Takux Kak 6a3oBble cTaumm
ceTei MOOWNBLHOW CBA3W W PagMocBa3v, NHOOUTENbCKMEe paguornepesaTymkuy,
TeNeBN3NOHHbIE 1 PaAMopPenpPaHCNATOPbI, HE MOXeT OblITb 4OCTOBEPHO paccyuTaHa.
N[N onpegeneHus NapameTpoB 3MEKTPOMArHUTHOK W3MyYEHUs OT CTaLMOHAPHbIX
panvonepefaTyMkoB, HeobxoanMma MpPov3BOAUTL 3aMepbl HaNPsHXKEHHOCTU NoAs Mo
Mecll. Ecnu n3mepeHHast Hanpsbk€HHOCTb MOMs B MecTe YCTaHOBKM [eHepaTopa
npesbilaeT NpuBeféHHbIE paHee 3HaYeHNs, HeobxoAnMOo y6eanTbCA B HOPMa/lbHOM
pabl)te MeHepaTopa. Mpu HanMuMM NPU3HAKOB HenpasWIbHO PaboTbl HEOGXOAUMO
NPUHATL AONOMHUTENbHbIE Mepbl, Hanpumep, U3MeHUTb MnonoXeHue [eHepaTopa
NN yCTaHOBUTL €ro B APYromM MmecTe.

ncuepnbIBaoWMMM.
nepeoTpaxaTbcs




HanpsaXE&HHOCTbL Nons npu yactoTax B gvana3oHe oT 150 kIy go 80 MT u go/mkHa
ObITb MeHee 3 B/m.

PcKOMeHyemMoe paccTosHMe Mexay ycTpoHcreamu/Recomniended Separation Distances

Recommended Separation Distances for the Generator, per IEC 60601-1-2, 3rd PekomMeHayeMblli MpOCTPaHCTBEHHbIV pa3HOcC cornacHo IEC 60601-1-2, 3

edition: n3gaHue:

The Generator is intended for use in the electromagnetic environment specified

below. The customer or user o fthe Generator should ensure that it is used in FeHepaTop AO/KEH MCNO/Mb30BaTbCA B YC/IOBUAX 3/IEKTPOMArHUTHOM
such an environment. ob6cTaHOBKU, NpuBefEHHbLIX B Tabnuuye. OnepaTtop MeHepaTopa fO/KeH

y6e,CI|I/ITbCF|, 4UYTO OH UCcnonb3yeTcAad MMEHHO B TaKUX yCc/noBUAX.

Maximum Separation (m) Separation (m) 80  Separation (m)
Output Power 150 kH z to 80 to 800 MHz 800 MHz to 2.5 Makcuman MpocTpaHCTBEHH npOpraHCTBeH MpocTpaHCTBEHHbI
bHas bIi pa3HoC, M HbIli pasHoc, M pasHoc, M
(Watts) MHz GHz BbIXOHas oT 150 KTy go 80 ot 80 fo 800 oT 800 MINy go 2,5 'y,
d= 1.2vP MOLLHOCTb, My Ml
d= 1.2VP d=2.3Vp BT d=2.3Vp
0.01 0.12 0.12 0.23 d=1.2vp d=1.2#
0,01 0,12 0,12 0,23
0.1 0.38 0.38 0.73 01 0.38 0.38 0.73
1 1.2 1.2 2.3 1 1,2 1,2 2.3
10 3.8 3.8 7.3 10 3,8 3,8 7,3
100 12 12 23
100 12 12 23

Recommended separation distances between portable and mobile RF

PekomeHayeMmblli NMPOCTPAHCTBEHHbLIN Pa3HOC MeXy KOMMYHUKaLWOHHbIM
telecommunications equipment and the Generator.

pagnoyacToTHbIM o60pyaoBaHnemM U FeHepaTopoM.

Requirements for high-frequency wireless communication equipment Tpe6oBaHNA K BbICOKOUACTOTHOMY GECTPOBOAHOMY KOMMYHMKALMOHHOMY

Frequency Test frequency Modulation Complianc obopyaosarutio
Avana3oH, TecToBas " YpoBeHb
band (MHz) (MH2) e level MT L yacTtoTa, My, caynAnnA cooTBeTCcTBUA, B/M
(V/m) MmnynbcHasa* -18
180-300 385 y 27
380-390 385 Pulse”-18 Hz 27 My
YacToTHas, c
FM 5 kHz Hub or JeBuaumeii He
430-470 450 28
430-470 450 Pulse“-18 Hz 28 6onee 5 kly wam

uMnynbcHaa* -18
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704-787 710, 745,780 Pulse* -217 Hz 9 y

*
800-960 810, 870. 930 Pulse*-18 Hz 28 704-787 710. 745. 780 mnynecHas
217 Ty
1.700-1.990 "— 28 NmnynbcHaa* -18
1,720. 1.845, 1.970 Pulse"-217 Hz 800-960 810, 870,930 ) y. o8
2.400-2.570 2,450 Pulse*-217 Hz 28 1,720, 1,845, VIMI_IyﬂbCHaﬂ*
1,700-1,990 1.970 217 [ 28
5,100-5,800 5,240,5,500,5,785 Pulse*-217 Hz 9 ' 1
MmnynscHaa*
2,400-2,570 2,450 28
A minimum safety distance of 30 cm (12") between 217 Iy
L . o . 5,500, W *
Note portable HF communication equipment emitting in the 5,100-5,800 5,240, Mrynbchasn
) 5,785 217 'y,
respective frequency band and the Generator should be MUHMMANbHOE GE30MAacHOe PACCTOSHIE MEXAY MepeHOCHbIM
observed. This includes e.g. cell phones and WIFI, RFID BbICOKOYACTOTHbIM O60pyAOBaHV|eM n reHepaTopOM
and Bluetooth devices. Non-observance may result in cocTtaanseT 30 cM. 3TO OTHOCUTCS, Hanpumep, K MOGU/bHbLIM
MNMpumeyaHne

reduction ofthe perfonnance features of the device. TenegpoHam 1 ycTpoicTsam, ncnonbsywowmm Wiki, REID
Bluetooth. HecobniogeHne paHHOro TpPe6oOBaHUA MOXeET

a) Pulse modulation is defined as a square wave signal with 50% duty MPMBECTI K YXYAWICHMIO XAPAKTEPUETIK OBOPYAOBaHNS

cycle. * ImnynbcHas Moaynsuus nogpasymeBaeT MCMNONb30BaHVE MPSMOYrofibHOro
CUTHasa Co CKBaXXHOCTbIO 50%.
WARNING: Per IRC 60601-1-2, 4th edition, portable RF communications BHUMAHWE: CornacHo Tpe6oBaHuam IEC 60601-1-2 4 nsgaHue,
should be used no closer than 30 cm (12 inches) to any part of the Generator, NnepeHoOCHble KOMMYHMKaALNOHHbIE PaAMoYacTOTHbIE YCTPONCTBA AOMXKHbI
including cords specified by the manufacturer. Other\\ise. degradation of the pacnonaraTbCs Ha paccTosHUM He MeHee 30 cm OT Nt0601 yacTu eHepaTopa

performance of this equipment could result. BK/lOUas coefuHUTesNbHble Kabenu. Hecob6nogeHne gaHHOTo Tpe6GoBaHus

MOXeT MPUBECTU K yXYALEHUNIO XapaKTepUCTUK 060pyAoBaHUS.

PekomeHayeMble MUHUMANIbHbIE PACCTOAHUA MeXAY NEePeHOCHbIMU

Recommended Separation Distances between portable and mobile RF KOMMYHUKALUWOHHbLIMN pagnoyacTOTHbLIMMK yCTpoOMCcTBaAMU U
communications equipment and the Codman Irrigation System, ME MPPUTFaLMOHHBLIM MOAy.TeM (MeAuLMHCKOoe 060pyaoBaHue, He OTHOCSALeecs
Equipment and ME Systems that are not life supporting: K cucTemam XusHeobecneyeHusn):
Recommended Separation Distances for the Codman Irrigator, per IEC PekomeHAyeMblii NPOCTPaHCTBEHHbI pa3Hoc cornacHo IEC 60601-1-2, 3rd
60601-1-2,3rd edition: ed.:
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The Codnian Irn«»ator is inlended for use in the electromagnetic environment MppuraunoHHbn MOAYNb AOMKEH MUCMNONb30BAaTLCA B YCI0BUAX

in which radiated disturbances are controlled. The customer or user ofthe 3/IeKTPOMarHMTHOW O6CTAHOBKN C KOHTPO/IMPYEMbIM YPOBHEM pPaguvonoOMex.
Irrigator can help prevent electromagnetic interference by maintaining a OnepaTtop MOXeT npefoTBpaTUTbL B3aMHOE 3/IeKTpOMarHuTHoe BAusHue,
minimum distance between portable and mobile RF communications equipment BbljepXneBas MUHNUMa/bHbIE ONYCTUMbIE PACcCTOAHMNA MeXy nepejatrowmm
and the Irrigator as recommended below, according to the maximum output KOMMYHUKALVWOHHbIM pagMo4acTOTHbIM 06opygoBaHMe.Mm n o06opysoBaHuEM
power ofthe communications equipment. cuctemMbl. MMHMMaNbHble PEKOMEHAYEMbIE PACCTOAHMA B 3aBUCUMOCTU OT

MOUWHOCTN KOMMYHUKALUOHHOTO 060pys0OBaHNA NMpuBefeHbl B Tabnuue.

Maximum Separation (m) Separation Separation (m) 800
Output 150 kHz to 80 (m) 80 to 800 MHz to 2.5 GHz MakcumMa npocTpaHCTBEeHHbl [lpocTpaHCcTBe  [1pOCTPaHCTBEH HbI i
Power MHz MHz neHas M pa3HoCc, M HHbIT pasHoc, pasHoc, 4
(Watts) BbIXOgHaA oT 150 kTL, Ao 80 M oT 800 MIy Ao 2,5y,
d= 1.2vP d= 1.2vP d=2.3Vp MOLWHOCTb My oT 80 go 800
0.01 0.12 0.12 0.23 BT My d=2,3Vp
0,1 0.38 0.38 0.73 d= 1,2Vp
1 1.2 1.2 2.3 d= UVP
10 3.8 3.8 3 0,01 0,12 0,12 0,23
100 12 12 23
0,1 0,38 0,38 0,73
1 1,2 1,2 2,3
WARNING: Per IEC 60601-1-2. 4th edition, portable RF communications 10 38 38 73
should be used no closer than 30 cm (12 inches) to any part ofthe Imgator, 100 12 12 23
including cables specified by the manufacturer. Otherwise, degradation of the
perfomiancc of this equipment could result. BHVMMAHWE: CornacHo Tpe6oBaHusam |IEC 60601-1-2 4th ed. nepeHOCHble

KOMMYHWKaLNOHHbIE pajno4yacTOTHbIe YCTPOMCTBA AO/IKHbI pacnonaraTbCcs Ha
paccTossHUM He meHee 30 cm OT OGO YacTu NPPUTaLMOHHOIO MOAYNA,
BKAKO4Yaa coegnHMTeENIbHble Kabenun. B NMPOTUBHOM C/iydae 3TO MOXeT NpuBecCcTuU

MoLLHOCTb BbIXogHoro PY cur Hana/Power curves
RF Output: PY-BbIXOA:

The below power charts show i) pical output characteristics ofthe Generator for Ha rpadukax, npuBefEHHbLIX HWXe, MNoKa3aHbl TUMWYHbIE 3HAYeHusA

all available modes. For each mode, the power output at the maximum (1) and XapakKTepucTuK paboTbl [eHepaTopa B pas3/IMUYHbIX pexumax. [Ana Kaxporo

half (2) power level as a function of the resistive load is depicted. pexuma npuBefeHa 3aBWCMMOCTb BbIXO4HOW MOLWHOCTM OT COMNPOTUBNEHUSA
Halpy3ku B MakcumanbHOM (1) U MONOBUHHOM (2) pexumax.

Actual measurements of the output power may vary depending on the chosen

test accessory and the measurement setup. According to IEC 60601-2-2:2017
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] . : R . e - .
paragraph 201.12.1.101. the power output shall not deviate by more than £20 | Peainias BRIXOIHAA  MOUHOCTL  MOKCT  BAPLHPOBATECE B JABHCHMOCTH OT
%. METOA WIMCPCHIA 1 npuseHsiemoro odopy oganma. Coraacno naparpagy |

e - o |
01.02.1.101 crawaapra TEC 60601-2-2:2017. 01K10HCHHC PEAThHON BLIXOAHOHN |
Monopolar: AMOUHOCTH OF VKA3AHHOMN He [10KHO npessiinaibs 220 %. '
Curve 1: Qutput setting “maximum output”™ Mononoaspusiii pekns:
Curve 2: Output setting “half output™
Kpusas 1 MarkcHMa1LHOC 3HAUCHHE BLINO,IHOR MOIIIHOCTH
Kpusas 2: 1os08HHHOE 3HAUCHUE BBINOMHOR MOUIHOCTH
MONOCUI
.
n
.
w
3
r:
Curve 1: Output setting “maximum output”™ - -
Curve 2: Output setting “half output™
Output Power (Watts) Boixo,1Has MomHocTh (BT)
| Resistance(Q Counpotitsitenne (Om)
| " MONOCUT MOHOIIOAPHBIA PEKHM pa3pesa
- I ) o Kpusas i: MakcHMa/ibHOC 3HAYCHHC BBIXONIOI MOUHOCTH
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- 7 ' Kpugas 2: TToaosuinoe 3a4CHHC BBINOAHOH MOUIHOCTH

l MONOCOACG

|
& 1
(SN
o
¥

Kestsianee (())

Bipolar:

Output Power (Watts) Buixoinas momnocts (BT)

Curve 1: Output setting “maximum output™ | [ Resistance(Q) Conpotuaaenue (Om

g [

Curve 2: Output setting ““half output™ - MONOCOAG MosononspHuiii (NI
) KOAaryJjisiim
bunoanpuslii peaxnm:

Kpisas 11 MUakCHMAIbHOC 3HAUCHUE BLIXOAHON MOUIHOCTH
i Kpigas 2: T1o.10BHHHOC 3HaUCHHE BLIXOAHONH MOILHOCTH
— — [
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RICUT

) AR 2

Quspur

- “ ITH o D) femp

Resistance{())

Curve 1: Output setting “maximum output™
Curve 2: Output setting “half output™

Res

QOutput Power {Watts)

Boixoanaa mouHocts (BT)

Resistance{{})

Conpotueaenue (Om)

BICUT

BunonApHeiii pexum paipeza

Kpusas 1: MakcumanbHoe 3Ha4eHHUe BbIXOAHON MCLUHOCTH
Kpugas 2: losoBuHHOE 3Ha4eHHE BBIXOAHON MOLLHOCTH
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MONOCUI (80W)

uxi '

fan
Q tiXi
B mo
ct
«Ne
3
[ JCTI
M
KU
9
Jo 40 40 «0 ra
Display{Watts)
Voltage ( Vp) MakcumanbHoe BbIXOA4HO
HanpsxeHune (B)
Display (Watts) OTob6paxaemasa MOWHOCTbL (BT)

MONOCUT (80W) MOHOMO/APHLI pexum pa3spesa

(80 BT)

100



MONOCOAG (BOW)

2 . a N

' )1 ‘»{)lelY(Wil“‘»)

Bipolar:

MONOC OAG (8OW)

i 4 e

Piaplay (Watts)

Voliage ( Vp)

MaxkcumanbHoe BbIXOHOH
nHanpsxetive (B)

Display (Watts)

OTvodpaxaemas moutHocTs (BT)

MONOCOAG (80W)

MOHOMOAAPHDINA PCAUM
rkoarvasiu (80 BT)

bunoaspuslii pexnm:
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BICUT {8ow)

L ” o £ 1

Display (Walts)
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Voltage ( Vp) MakcumansHoe BLIXO/IHOH
Hanpaxenue (B)
Display { Watts) Orobpaxaemas MomHocTb (BT)
BICUT (80W) Gunonapubiti pexcim paspesa (80
Br)
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BICOAG (60W)

A
»

¢— ~~

Vo!

Display (Watts)

Control Characteristic Curve:

| actual power output in all modes (no gear ratio).

| The vertical lines. labeled with their respective mode. indicate the maximum

l
|

1

i Monopolar:

power output of cach mode

' . se - a-

"

The control characteristics show that the screen settings are equivalent to the

BI( ()A( ' (f)()W)

"
4t

[

. PSS . s <1

Drsplay {Watte)

Voltage ( Vp) MakcumaiibHoe BhIXOAHOM
HanpskeHue (B)

Display (Watts) Otobpakaeman moutHocTs (BT)

BICOAG (60W) OMNO:IApHbINA PEKRHM
koarvasuuu (60 B)

Kpll BbIC PCIY. THPOBOYHBLIX XAPAKTCPHCTHK:

Hitke npugeicHn peryIMpoBOYHLIC \APAKTEPHCTURH. CRA3bIBAIOLIHC PCaibHOC
MAUCHHC  BBIXO/THOH  MOUIHOCTH # 3HAYCHHE. OTOOPAAACMOC HA IHMCNICE.
Beprukaibubie SiMinn nOKa3LiBAKO T MAKCHMAILHYIO MOUIHOCTD [UTA Kak10ro U3
PEAKIMORB PAdOTHI.

MouoneaspHbIi peknM:
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Output Power ( Watts} Bbixoanas MowHocTs (BT)

Display (Watts) Orobpaxaeman MomHoCTh (Bt)

MONOCUT MOHOMOJAPHbIN PEXHM pa3pe3a

MONOCOAG e e
MONOCOAG

Gy oAy (W ) 1
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BICOAG

AN

©

o 2

3
O
10 20 30 40 50 60
Display (Watts)
Output Power ( Watts) BbixogHass MowWHOCTL (BT)
Malis Units to Watts Conversion: Display (Watts) OTobpaxaemas MOLWHOCTb (BT)
BICOAG OUNONAPHbLIA peXxnm Koarynsumm

Values below are approximate and the actual conversion rate may vary.
MepecuéT 3 cnHHHLY Malis B BaTThl:

BIPOLAR COAG BIPOLAR CUT
Tested at a 50 N Load Tested ata 400 ii Load MpuBeaeHHble 3HAYEHUA ABNAOTCA MNPUMEPHbLIMU. PeanbHble 3HAYEHUS MOT"T
Output Power Malis Units Output Power Setting Malis Units oT/m4aTeCA.
Setting (Watts) (Watts)
Koarynsiumsa B 6UNoONsipHOM Paspe3 B 6UMNONAPHOM
0 0 0 pe*/Kitvie npn conpoTuBAEHNN pexvume Npu CONPOTUBAEHUN
0
Harpyskm 50 Om Harpyskun 400 Om
1 10 1 10 3agaHHasn Moka3aHMAa Ha 3agaHHas Moka3aHuA Ha
15 5 5 BblXO4Hasi nHauKaTope BblXOAHas MHAMKaTope
3 MOLWHOCTb, BT MeHepaTopa wmowHocTb, BT [eHepaTopa
20 4 20 0 0 0 0
5 10 1 10
n 2
15 15
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25 7 25 I 20 4 20
8 4 D M 7 35|
. : 30 9 30 11 30 9 30 |
5 5 = 14 35 12 35
9 : 18 40 14 40 |
22 45 17 45 !
18 40 14 40 26 50 21 50
5 7 G 29 60 24 60
22 34 70 30 62
50 21 50 37 80 36 65
26 39 90 42 67
60 24 60 44 100 48 70
29 49 110 54 72
14 70 30 62 23 120 gg 75
130 77
- 50 36 6 - 140 72 80
. 150 30 85
“ 90 42 67 - 50 - %
100 43 70 - 170 - 95
44 - 180 - 100
110 54 72 - 190 : 105
49 L - 200 - 110
120 60 75
54
130 66 77
60
140 72 30
| - 150 30 85
160 - 90
i 1170 - I95 T
- t
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180 - 100
190 - 105
200 - no

YCNnoBus TPaHCMOPTUPOBKN U XpaHeHUA MeaULIMHCKOro usgenHs/Storage and transportation conditions

Do notallow the devices to remain in environmental extremes. After exposure to
environmental extremes, such as those found in transport or storage, allow the
generator and irrigator to come to room temperature before operating.

Store sterile packaged instruments in a manner that provides protection from
dust, moisture, insects, vennin, and extremes oftemperature and humidity.

For Generator, Bipolar Cords, Foot pedal, Bipolar Forceps, ISOCOOL tips and
landle:

Transport & Storage Temperature -40° C to + 60° C

Range

Transport & Storage Humidity 15% to 85% relative humidity, non-

Range condensing

Transport & Storage Pressure Range 500 hPa to 1050 hPa

eor Irrigator and cables:

Transport & Storage Temperature -40°C to+ 50°C

Range

fransporl & Storage Humidity 20% to 85% relative humidity, non-

Range condensing

Transport & Storage Pressure Range 500 hPa to 1050 hPa

lie no3BonanTe wn3gennsm  HaxoauTbCa B

Mocne

JKCTpeManbHbIX ycnoBuax

oKpyXxatouiei cpepbl. BO34eNCTBUSA 3KCTpPeEManbHbIX  YCNOBWUMA

oKpyXatluieii cpepbl, HaNnpumep, BO BpeMs TPAHCMNOPTUMPOBKM WAN XPaHeEHUS,
faiiTe reHepaTopy W WPPUTaLMOHHOMY MOJAYNKO HarpeTtbCs [0 KOMHATHO
TemnepaTypbl nepej paboToii.

XpaHUTe cTepusibHble YyNakKoBaHHble WHCTPYMEHTblI TakMm ob6pa3om, 4YTOObI
obecneuynTb 3alWNTy OT NbIAN, BAarn, HacekKoMblx, NnapasnTos n
aKCTpemMa3bHble TeMnepaTypbl U BNAXHOCTb.

YcnoBusa ans [eHepaToOpa. 6UNONAPHLIX kabenem, negann ons
3/1eKTPOXMPYPIrun, OUNNONAAPHBLIX TMUHLETOB, HAKOHEYHUKOB U PYKOATKU
SOCOOL:

Avana3oH Temnepartyp npu OT -40°C pgo + 60°C

XpaHeHUn N TpaHCMopTUpoBKe

Avana3oH OoTHOCUTeNbHOW OTHOCUTEenbHas BNaXHOCTb OT 15%

BNAXHOCTW BO34yXa Npu XxpaHeHUU u o 85%, 6e3 KoHAeHcauuu

TpaHCnopTUpoOBKe

AnanasoH gaBneHusa npu xpaHeHum nu  OT 500 rfMa go 1050 rlMa

TpaHcnopTUpOBKe

YcnoBua gns MppuUraynoHHOro MoAyns n coeguHMTeNbHbIX Kabene:
Anana3oH TemnepaTyp npu xpaHeHun OT -40° C go + 50° C
N TpaHCcnopTMpoOBKe

Avnanas3oH OoTHOcuTenbHo OTHOCUTENbHAA BAaXHOCTb OT 20%

BNaXHOCTW BO3jyXxa Npu XxpaHeHWu u Ao 85%. 6e3 KoHAeHcauuu

TpaHCcnopTUpoOBKe
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For CODMAN Integrated Bipolar Cord and Tubing Set. Fixed Leads. Roiaiy
Pump and CODMAN Integrated Bipolar Cord and Tubing Set.Fixed Leads,
Gravity Feed:

Transport & Storage Temperature
Range

-20° C to £50° C

Transport & Storage Humidity 20% to 80% relative humidity, non-

Range condensing

Transport & Storage Pressure Range 500 hPato 1050 hPa

Avana3oH gaBneHuns npu xpaHeHnn nu  OT 500 rlMla go 1050 rMa

TpPaHCNoOpTUPOBKE

Ana NHTerpupoBaHHOW cucTeMbl TPYOGKN ¢ 6MNONAPHBIM Kabenem gns nogaywu
camMmoTeKoM N MHTerpnpoBaHHON CUCTEMbl TPYOKM C GUNONSAPHbLIM Kabenem gns
MppUrayMoHHOro Moayns:

Avnana3oH TemnepaTtyp npun xpaHeHnn OT -20° C go + 50° C
M TPaHCNOPTUPOBKE

Onana3oH OoTHOCUTenbHo OTHOCUTENbHaaA BNaXHoOCTb oT 20%

BNIAXXHOCTWU BO3ayxa Npu xpaHeHun n Ao 80%, 6e3 KoHAeHcaunun

TpaHCMNopTMPOBKE

Aviana3oH gasneHusa npu xpaHeHum m OT 500 rMa go 1050 rlMa

TpaHCnopTUpoBKe

Ouwnctka n ctepunmnsauns/Cleaning and sterilization

The Generator, Foot Pedal, Irrigator, Interconnecting Cable and Power
Cord are not distributed as sterile devices and are not intended to be sterilized at

any time.

CODMAN Integrated Bipolar Cord and Tubing Set Flying Leads, Gravity
Feed and CODMAN Integrated Bipolar Cord and Tubing Set Flying Leads,
Rotary’ Pump are supply sterile. This product is intended for SINGLE USE
ONLY: DO NOT RESTERILIZE.

handling. Integra Single Use devices have not been designed to undergo or

Use aseptic technique in all phases of
withstand any form of alteration, such as disassembly, cleaning or rcsterilization,
after a single patient use. Reuse can potentially compromise device performance
and any usage beyond the design intent of this single use device may result in
unpredictable loss o f functionality. Integra will not be responsible forany product
that is resterilized, nor will we accept for credit or exchange any product that has
been opened but notused. As long as the individual package ofthe product is not

opened or damaged, the product is sterile with a nonpyrogenic tluid path.

leHepaTop, nejans ANA  31eKTPOXUPYPrUM,  UPPUraumMoHHLEW  moayns,

COEeAVHNTENbHbIV Kabenb M Kabenu NMUTaHWs He MOCTaBJISIIOTCSA B CTEPU/IbHOM
BMAE M He NpefHasHauvyeHbl A4ns cTtepunmMsayum B 1060M caydae.

MH3erpupoBaHHasas cuctema TPyb6KM C 6uUNoNspHbIM Kabenem pAna nogayu

caMoTeKoM U NHTerprvpoBaHHas cuctema Tpy6ku ¢ 6unonsspHeiM kabenem, Ans

mnppmraumoHHOro wMoaynsda, a Takxe O,CI,HOpaSOBbIVI 6VII'IOI'IFIprIl7I kabenb

MOCTaBNAOTCA CTepPUNbHbIMU. ITWN uU3genna npegHasHayenHol TOJIbKO AON14A
OAHOPA30BOIro MNPMUMEHEHWA: TMOBTOPHAA CTEPUNN3ALUUNA
3ATPEWEHA. Vcnonb3yinTe acenTuyeckne MeTofnbl Ha BCex aTanax paboThl.
N3penua gns ogHoOpa3oBOro MPUMEHEHUA He npefHa3HayvyeHbl NS TOro, 4robbl
npetepneBaTb KakuMe-nMbo W3MEHEHUs, Takue Kak pasbopka, ouyucTKa Wan

noBTOpPHasA crTepunnnsaunsa, nocne oaHOTro NCMnosib3oBaHNA. MoBTOpHOE

nog yrposy
NpoOu3BOAUTENbLHOCTL U3Aenus, a nob6oe MCNonb30BaHUe, Bbl.XOAsUIEE 3a PAMKK

ncnonb3oBaHme MOXeT noTeHuymnanbHO nocTtaBnTb

NMPOEKTHOI 3ambiciia 3TOro uagenus,
notepe (YHKULMOHAILHOCTU.

MOXeT MNPUBECTU K Henpepackasyemom
KomnaHusa Integra LifeSciences Corporation He

HeCceT OTBEeTCTBEHHOCTWM 3a MNOBTOPHO CTepunnsoBaHHoOe wm3genne, a Takxe He
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The Codman Integrated Bipolar Cord and Tubing Sets are sterilized via ethylene
oxide. The Cord and Tubing Sets have been validated to ensure a sterility
assurance level (SAL) of 10 in accordance with ISO 11135:2014 Sterilization
of health care products - Ethylene Oxide - Requirements for the Development,
Validation and Routine Control of a Sterilization Process for Medical Devices
and ISO 11737-1:2006. ''Sterilization of medical devices - Microbiological
methods -Part 1: Determination ofa population of microorganisms on products."
Sterilization testing also demonstrated that ethylene oxide residuals can be
reduced to an acceptable level in accordance with ISO 10993-7:2008 Biological
Evaluation of Medical Devices - Ethylene Oxide Sterilization Residuals and the
proposed device can be successfully adopted into Codman’sexisting sterilization
cycle.

Disposable Bipolar Cord is supply sterile. This product is for SINGLE USE
ONLY; DO NOT RESTERILIZE. Integra LifeSciences will not be responsible
for product that is resterilized, nor accept for credit or exchange product that has
been opened but not used. Integra Single Use devices have not been designed to
undergo or withstand any form of alteration, such as disassembly, cleaning or
reslerilization. after a single patient use. Reuse can potentially compromise
device performance and any usage beyond the design intent of this single use
device may result in unpredictable loss of functionality. As long as the inner unit

is not opened or damaged, the product is sterile.

Reusable Bipolar Cord, Uniti/.ed Plug is supply non-sterile and must be

cleaned and sterilized before use. including initial use.

npnHnMmaeT Unn obmeHnBaeT mnspenne c BCKprTOVI yI'IaKOBKOIz, npn oTCcyTCcTBUU
nonb3oBaHuA. loka wmHAMBUAYyanbHas ynakoBKa WU3Aennsa He OTKpbITa W He

noBpexgieHa, u3genue sBAAETCA CTEPUNbHBIM U KMMeeT NOATBEPXAEHHbIe
CBOWCTBa HEMPUPOTEeHMOCTU M MPOXOXAEHUA XULKOCTU.

MHTerpvpoBaHHble CUCTEMbI TPYGKM CTEPUIN30BaHbl 3TUNEHOKCUAOM. N3aenns
npownu Banuaaumno, 4YTo6bl o6ecrneyeHus

rapaHTupoBaTb YpPOBEHb

cTepunbHocTn (SAL) B cooTBeTCcTBUN C ISO 11135:2014 «CTepunusauyunsa
MeauLunHCKUX nlgenuii. Okcupg aTuneHa. PaspaboTka, Banmjauma n TeKywui
KOHTPO/b NMpouecca cTepunndauun na MeauuuHCKNX nagennivis n 1ISO 11737-
1. 2006
MeToabl —YacTb 1. OnpegeneHne Nonynaumm MUKPOOPraHU3MOB Ha U3LENNAX».

TecTnpoBaHMe npouecca cTepunmsaumm Takxe nokasano,

«CTepunusauma MeanLUHCKUX wusgennihi - Mukpobuonormyeckue
4TO OCTaTO4Hble
Ko/fMyecTBa OKcuja 3TUIEHA MOTYT 6bITb YMEHbL EeHbl A0 NMPUEMIEMOIO YPOBHA
B cooTBeTCcTBUN C ISO 10993-7: 2008 «brnonornyeckas oueHka MeULUHCKNX
n3gennin - OcTaTo4yHOe cojepXaHue 3TUNEHOKCMAa nocne cTepunmsaumm» u
npegnaraemsie n3gennsa MOryT 6bITh

ycnewHo ajanTmnpoBaHbl K

BaaMAupoBaHHOMY LUKy CTepuansayun.

OpHOpa30BbLIi GMNONAPHLIA Kabenb NMOCTaBnsAeTCss CTepPUbHbIM. 3TO u3lgenue
npegHasHadyeHo TOJIBKO ANAd OAOWMHOYHOIO WCMOJIb3OBAHWA:
noBTOpHasa cTepunmsayusa He gonyckaetcsa. KomnaHusa Integra LifeSciences He
HeceT OTBETCTBEHHOCTU 3a NMOBTOPHO CTEPUSIM30BAaHHbLIA MPOAYKT, a TakXe He
npUHUMaeT B KpeauT uanm obmeHuBaeT NPOAYKT, KOTOPLIA 6bi1 OTKPbLIT, HO He
ncnonb3oBancsa. OgHopa3oBble U3[eNUsA He npefHa3HauyeHbl A8 TOro, 4Ytobbl
npeTepneBaTb Kakme-nMbo Wn3MeHeHMUs, Takume Kak pa3bopka, o4ynucTKa Wwam
NoBTOpHaa cTepunmMsauusi, Nocse UCNosnb3oBaHUA. NMOBTOPHOE MCMONb30BaHWe
.MOXeT NOTeHLMaNbHO NOCTaBUTb NOA Yrpo3y NPoM3BOANTENLHOCTL YCTPOWCTBA,
a nwboe uncnonb3oBaHWe, Bbl.XOAslee 3a paMKu MPOEKTHOro 3ambic/ia 3TOro
O4HOPa30BOro UM3genusa, MOXeT NpuBeCTM K Henpeackasyemon noTvepe
PyHKUMOHanbHOCTU. MNMoKa NnepBMYHas ynakoBKa He OTKpbiTa U HE MOBPEXAEHA.

n:uennc CtTepunbHO.

MHOI’Opa3OBbII7I 6VII'IOﬂﬂprIVI kabenb nocrtasnseTcH HEeCTepWu/ibHbIM N [OJIXKXEH
ObITb oynuweH nm crtepunn3doBaH nepeg N b6bIM  KCMONb30BaHMEM, BKKOYas

nepsoe ncrnoJsib3oBaHue.
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The ISOCOOL Tips are provided sterile and sterilized by gamnia-irradiation.
Microbiological studies demonstrate that the ISOCOOL Tips can be sterilized to
a sterility assurance level (SAL) with a minimum dose of 25 kGy. in
accordance with ISO 11137.

The ISOCOOL Handles are provided non-sterile and must be cleaned and
sterilized before use. including initial use. The lifetime ofthe ISOCOOL Handles
have been validated to withstand 20 reprocessing cycles without a loss of
performance. The time between reprocessing cycles may vary based on the
frequency of use often determined by case load ofthe facility where the devices
are in use, as well as surgeon preferences. Cleaning, sterilization and handling
may life of the devices

impact the useful if the provided manufacturer's

instructions for use are not followed.

Bipolar forceps are provided non-sterile and must be cleaned and sterilized
before use, including initial use.

HakKoOHe4YHUnKu ISOCOOL

raMmMma-un3nyyeHmnem.

6I/II'IOI'IﬂprIX nMHUEeTOB npegocrtaBnAaArTCA

CTEPU/IbHbBIMW, CTEpPUIN30BaHbl Mukpoburnonornyeckume
ISOCOOL

cTepunusoBaTtb 0 10 ypoOBHSA rapaHTuu ctepunbHocTy (SAL) ¢ MUHUMaANbLHON

nccecnepoBaHus nokKasbiBakwoT, 4ToO HakKOHEeYHUNKn .MO>XHO

po3zoii 25 kp B cooTBeTCcTBUM € ISO 11137.
PykoaTkn 6nnonsapHbix nuHueToB ISOCOOL noctaBnATCA HECTEPUIbHbIMU U

AOJTXHbI
BKN4vasa

ObITb oynuweHbl N cTepunnn3oBaHbl

Cpok

nepeg N0 6bIM MCNONbL30BaHUEM,
CNnyX6bl pykKoATOoK ISOCOOL
NOA! BepxaeH cnegytowmmMm o6pa3zomM —OHU BbigepxusatoT 20 LNKIOB 06paboTKu

nepeBoe MCMo/b30BaHue.
6e3 noTepu NPou3BOAUTENLHOCTU. Bpems Mexay uuknamm o6paboTKu MOXeT

BapbMpoOBaThLCSA B 3aBMCUMOCTM OT 4acTOTbl UCMNONb30BaHUS, KOTOpas 4acTo
onpegensieTcs 3arpy>KeHHOCTbIO yupexaeHus, rae NCnosb3yTCs yCTpoicTBa, a
Takxe npeanoYTeHUAMU Xxupypra.

Mncnonb3oBaHMAa MOTyT NMOB/NATb Ha CPOK Cl'ly)K6bI ni3agenuna, ecnn He cnepoBaTb

OuuncTka, cTepunnnsayna n YyacToTa

npcagocraBsieHHbIM npou3BoguTesieM MHCTPYKUUNAM MO NPUMEHEHUIO.

BUNo.3apubiC MUHLETb MNOCTaBASIOTCS HECTEPUIbHLIMU U LOMKHbI 6bITb
OUYULEHbl U CTEPUIM30BaHbl Nepeg Nto6GbIM NCMONbL30BAHMEM, BK/tOUYas nepeoe

ncnosib3oBaHuMe.

Uunctka cHeTembl/Cleaning the System

For Generator, Foot Pedal, Irrigator, Interconnecting Cables and Power
Cord:

« Wipe the exterior surfaces of the devices as necessarv’ with a soft, damp cloth
or sponge. Use 70% Isopropyl Alcohol wipes or a mild cleaning solution to
remove stains or adhesives that stick to the surface. Subjecting the device to
excessive moisture can damage the electronic components and nullity the
warranty.

* Never sterilize these devices!

Ona reHepaTtopa, neja.lH ans aNeKTPOXUPYPTHU, UPPUTALUOHHOTO MOAYNS,
coc,luHHTe.lbubix Kabeneii n kabeneii NUTaHUa:

e Mpn HeEob6XO4MMOCTM MPOTPUTE BHELWHWE MOBEPXHOCTU YCTPOWCTB MATKOWN
BNIaXHOW TKaHblO nnu rybkoi. Micnonb3yinte canpeTkn Ha 70% n3onponuioBOM
cnMpTe WAM MATKWA MOKLWWA pacTBOp, 4YTOOGbLI yfanuTb NATHA WM KNen,

npuUANNWWA K MNOBEPXHOCTU. Bo3gelicTBMe Ha yCTPOWCTBO 4Ype3MepHO

BNaxHoe3n mMoxXe! NMpPMBECTU K MOBPEXAEHUID 3NEKTPOHHbIX KOMMOHEHTOB U
aHHynMpoBaHWIKO rapaHTun.

e HuKOr fa He cTepunnayiiTe aTu ycTpoiicTeal

Crepunuzauusa (npn HeobxoammocTwn)/Sterilization (if necessary)
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WARNING: Under the World Health

Organization (WHO), or local regulator} authorities recommend special
CJD
inactivation processing procedures. Consult site WH O and local regulations

certain classifications of risk,

for further information.
Usual cleaning and sterilization could not be enough.

ISOCOOL Handle, Bipolar Forceps and Reusable bipolar cord. Unitized Plug
supply non-sterile and must be cleaned and sterilized before use (including the
first use).

Cleaning for Reusable bipolar cord:
After each use, wipe the bipolar cord with a damp, soft cloth

Cleaning for Bipolar Forceps:

1. Clean separately from other instruments.

2. Prepare an enzymatic cleaning solution in accordance to the manufacturer’s
instructions.

3. Soak soiled instruments for 5 minutes in the protein solubilizing detergent.

4. Brush with a soft non-metallic bristle brush to remove ail traces of blood and
debris.

5. Rinse the instrument thoroughly with warm lap water.

6. Ullrasonically clean the instrument for 10 minutes in neutral pH detergent,
prepared in accordance with the manufacturer’s instructions.

7. Rinse the instrument thoroughly with wann tap water.

8. Dry the instrument immediately after final rinse.

Warning: For effective sterilization of irrigating type forceps, remove the sty let
from the microlube.
Caution: Repeated exposure to hydrogen peroxide sterilization will cause the

instrument to deteriorate.

BHMWN1.4HNE!
opraHusayum

Mpun onpepeneHHbIX Knaccupukaumax pmucka BcemunpHas
3apaBooxpaHeHnsa (BO3) MEeCTHble peryaupylouwme
peKkomMeHAylT chneuyunanbHble npoueaypsl
nocne KOHTakKTa C 60nbHbIMKM 6one3Hbw Kpenuydbenbga -

nnan
opraHbl 06paboTKN un3gennii
Akob6a. Ans
NoNy4YeHUs AONONHUTENbUOH MHpOpPpMaLM obpaTuTech Ha Be6-caiT BO3 un
K MECTHbIM HOPMAaTUBHbLIM aKkTaMm.

OO6bIYHbIX CNOCOOG0OB OUYMCTKUN U CTEPHAH3aLHN MOXET 6blTb HE4OCTATO4YHO.
150C00b,

MHOropa3oBblii 6UNONAPHLIA Kabenb NOCTaABASAITCA HECTEPUbHLBIMU U TpebyeT

PykosTka 6unonspHolo nuHueTa BunonsipHble MNUHUETbl U

crepunnn3aynn nepen ncnosb3oBaHNem (BK}'II-O'-Iaﬂ nepeoe VICI'IOI'IbBOBaHVIe).

OuncTKa MHOropasoBOro 6UMNOAPHONO Kabens:
Mocne Kaxgoro ncnonb3oBaHus nNpoTupalite nsgenne BAaxxHoOM MATKON TKaHblO.

OuncTKa 6MNONAAPHBLIX MUHLETOB:
1. Ounwarnte OTAENBHO OT APYTUX MHCTPYMEHTOB.
2. TlMpurotoBbTe GQEPMEHTHbLIA oOuyMwWwarWwnini pacTBOp B COOTBETCTBUU C
VHCTPYKUMAMMK NMPON3BOANTENS.

3. 3amounTe 3arpA3HeHHble UHCTPYMEHTHI

pacTBopsitolem Genok.

Ha 5 MUHYT B MOIOLWEM CpeAacTBe,

4. O4YNCcTUTE TMOBEPXHOCTb MSAFKOW LWETKOW C HeMeTa/l/IM4eCKOWN LWeTUHOM,
4YTOOblI yAanuUThL BCe C/efbl KPOBU U TKaHWU.

5. TwaTtenbHO NPOMOITE MHCTPYMEHT TENJIO BOAONPOBOAHOI BOAOWN.

6. OuncTNTe NUHUET yNbTPa3BYKOM B TeyeHue 10 MUHYT B MOtOWeEM cCpeacTBe C
HeliTpanbHbIM pH. MNPUrOTOBAEHHOM

B COOTBETCTBUM C UHCTPYKUNAMU

npousBoanTens.

7. TwaTenbHO NPOMOWTE MHCTPY MEHT TeNnaol BOAONPOBOAHOW BOAON.
8. BbicylunTe MHCTPYMEHT cpaly nocsfie Noc/ieHEro OoNolacKNBaHuSA.
MpepynpexaeHue: ans addekTUBHOM cTepunnsaymu nUHLETOB
MPPUTaLMOHHOIO TUNa yga3nTe CTUNEeT N3 MUKPOTPYOKN.

OCTOpPOXHO: MHOroKpaTHOoe BO3jelic3BMe CTepunnsaunm nepekncbio Bogoposa

npusoge! K nopye MHCTPYMEHTA.
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Cleaning for ISOCOOL Handle:

1. Remove the disposable tips (if necessary) and inspect the handle for damage.
2. Cracked or bent instruments should be set aside and sent for serv'ice or repaire.
3. Submerge handle irr an enz\matic detergent safe for use with metal
instruments. Prepare the detergent solution per the manufacturer's instructions.
4. Soak the soiled handle for five (5) minutes in the protein solubilizing detergent.
5. Scrub the submerged handle with a soft bristle brush.

6. Agitate the handle in the solution while scrubbing. Actuate the device.

7. Rinse the handle with warm (38 - 49 ° C) tap water. Place the handle into a
bath containing warm (38 -.49 ° C) tap water. Agitate the handle by hand for at
least one (1) minute.

8. Repeat this rinse process two (2) additional times.

9. Ullrasonically clean the handle for ten (10) minutes in a neutral pH detergent.
Prepare the detergent solution per the manufacturer's instructions.

10. Rinse the handle with warm (38-49 °C) tap water for at least one (1) minute.

11. Dry the exterior ofthe handle with clean, lint free cloth.

Cleaning Inspection:

¢ Inspect all instruments before sterilization or storage to ensure the complete
removal ofsoil from surfaces, tubes and holes, moveable parts.

e |If areas are difficult to inspect visually, check for blood by immersing or
If bubbling is
obsetved, blood is present. Rinse instruments thoroughly after using hydrogen

filishing the instrument in a 3% hydrogen peroxide solution.

peroxide solution.
« If soil is still present, reclean the instrument.

OuuncTKa pyKosaTKM 6mnonsapHoro nuHueta 150C00k:

1. CHUMKNTe ofHOpa30Bble HAKOHEYHUKN (NpU Heob6.XOAMMOCTU) U OCMOTpUTE
PYKOSITKY Ha npej.mMeT NOBPeXAeHWUN.

2. TpeCHyBWME MAN MOFHYTble MHCTPYMEHTbI cnegyeT OT/O0XWUTb M OTNpPaBuTb
Ha 06CnyXnBaHue UM PEemMOHT.

3. Morpy3nTe pPYKOATKY B JepmMeHTHOe Molluiee cpeacTBo, 6e3onacHoe Ans
MCNONb30BaHNA C MeTalMYeCKUMN WHCTpymMeHTamu. [purotTosbTe pacTsBoOp
MOIOLWEero cpeicTBa B COOTBETCTBMN C UHCTPYKLMAMN NMPON3BOANTENS.

4. Tlorpy3nTe 3arpA3HEHHYI0 PYKOATKY B MOKlLee CpefcTBO, pacTBopsiouiee
6enok, Ha NATb (5) MUHYT.

5. OuncTnTe NOrpyXeHHY B PacTBOP PYKOSATKY C NOMOLbIO LWETKN C MATKOM
W eTUHOMN.

6. [lNepeBopaumBaliTe PYKOATKY B pacTBOpe BO BpemMsa 4YUCTKW. Bknwounte
YyCTPONCTBO.

7. ONONOCHUTE PYKOATKY Tenaoii (3879 ° C) BogonpoBOAHOW BOAON, a 3aTeM
NMoMecTUTe PYKOATKY B BaHHy c Tennoi (38-49 ° C) BOJONPOBOAHOWN BOAONA.
MpombiBaliTe PyKOATKY PYKOWM nyTem MOnockaHws B Bofe He mMeHee OofHOW (1)
MWHYTHI.

8. MoBTOpUTE 3TOT npouecc NosockaHua eue aAsa (2) pasa.

9. OuyncTUTE PYKOATKY B YNbTPa3BYKOBOW BaHHe B TeyeHue gecatu (10) MUHYT
B MOMOLWeEM cpefCcTBe C HeliTpaNbHbiM pH. lMpurotoBbTe pacTBOP MOIOLWEro
cpefes Ba B COOTBETCTBUM C MHCTPYKUNAMMN NPOU3BOAUTENS.

10. NpomoiiTe pykoATKy Tennon (38-49 ®C) BOAONPOBOAHOW BOAOW He MeHee
OAHOWN(1l) MUHYTHI.

11. BoITpUTE PYKOSITKY CHapYyXW UMCTOl TKaHblo 6e3 Bopca.

MpoBepkKa Nocne OYNCTKU:

« OCMOTpUTE BCe UHCTPYMeHTb[ nepepg esepunusayneil MAn xpaHeHnem, 4Tobsl
y6eAnTbCA B MNOJHOM YyjaneHuu 3arpss3HeHuii ¢ nosepxHocTel, TP\GOK u
OTBEPCTUM, NOABUXHbIX YacTeN.

e Ecnm NyacTkm TpyLHO OCMOTpPeTb BU3yanbHO, NMPOBEPbTE HanMyue KpoBW,
norpysvMB UAM MNPOMbIB MHCTPYMEHT B 3% pacTBOp nepekucu Bogopoga. Ecnum
Ha6.nofaeTca ny3bipenve, 3HAYNT, NMPUCYTCTBYET KPOBb. TWaTebHO NpoMoiiTe
MHCTPYMEHTHI MOC/ie NCMO/b30BaHNA pacTBOpa Nepekncu Bogopoja.

« Ecnu 3arpa3HeHve Bce ewe NPUCYTCTBYET, MOBTOPHO OUYNCTUTE UHCTPYMEHT.
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Sterilization:

These devices are provided nonsterile and must be cleaned and sterilized before
use, including initial use.

effective

In a properly functioning, calibrated autoclave steam sterilizer,

sterilization can be achieved with the following parameters:

Exposure time

Method Cycle ty pe Temperature

Steam Prevacuum 132-134°C 4 minutes

sterilization

CAUTION: Do not sterilize the handle by hydrogen peroxide. The handle design
is not compatible with this method of sterilization. Repealed use of hydrogen
peroxide sterilization will cause the handle to deteriorate and eventually to fail.

CTepunusauyus;
OTU M3[enna HeCcTepuabHbl U OJKHbLI OblTb OUULEHbBI U CTEPUIN30BaHbI Nepefg
N 6b6IM NCNoib30oBaHueM, BkIo4vas neploe ncnonb3losaHue.

pyHKLMOHUpYOLWEM,
ahpekTnBHAsA

5 npaBuUIbLHO oTKann6poBaHHOM naposom

cTepunnnsartope-aBToOKNaBe crTepunnnsauna MOXeT ObITb

[OCTUIHYTa C MOMOLbIO CNAeAyto WX napameTpoB:

MeTop Tnn ynkna TemnepaTtypa AnnTte.TbHOCTHL

BO3/]€HCTBHA:
1kapoBas 1llpeBakyym 132-134°C 4 MWH
cTepunmsauns

BHUMVMAHWE:
HECOBMECTUM C 3TUM METOAOM CcTepunnsayunu.

He CcTepunuayinTe pYKOATKY Nepekucbio Bogopoga. [usaiiH
PYKOATKMN MHoOrokpaTHoe
MCcrnonb3oBaHWe CcTepuansauyum

PYKOATKN N, B KOHEYHOM UTOre, K BbiIXoAy U3 CTPOA.

nepekMcbEO BoOgopoga npuBeseT K WU3HOCY

NepeyeHb HaLUMOHa/IbHbLIX U MEXAYHapPOAHbIX MOP.MaTHBHbIX JOKYMEHTOB/CTaHAAPTOB, KOTOPbIM COOTBETCTBYET
MeanumnHckoe nsgenmue/List of international regulatory documents/standards which the medical device complies with

Medical device and accessories are manufactured in accordance with the
Therapeutic Goods Act 1989 and the Therapeutics Goods (Medical Devices)
Regulations 2002, Essential Requirements of the Medical Device Directive
2007/47/EC effective March 21, 2010 amending the directive 93/42/EEC ,
Medical Devices Regulations SOR/98-282, United States Code of Federal
Regulations 21 CFR Pan 820 Quality System Regulation for medical devices and

to the following International Standards:

Standard Year Title
Number
EN ISO 13485 2016 Medical devices Quality
management systems
Requirements for regulatoiy

purposes

MegWUUHCKOE un3genne U NPUHALNEXHOCTU MPOU3BOAATCS B COOTBETCTBUM C

3aKOHOM O TepaneBTuYyeckux ToBapax 1989 r. wn TlonoxeHna.mm O
TepaneBTU4YeCKMXx ToBapax (MeguunHckom ob6opygoBaHnmn) 2002 r., OCHOBHbIMU
Tpe6oBaHMAMN [OupeKkTuBbl 0O MeANUUHCKMX wunsgennax 2007/47 [/ EC.

BCTA'MuBWEN B cuny 21 mapTta 2010 r., BHOcAWeEN nonpaBkn BAnpeKkTuBy 93/42
/ EEC
CBopgo.M pepepa.lbHbix npaBun CW A 21 CFR YacTb 820, MNMpaBuaiamu cUCTeMbI

. NMpaBunamm B OTHOTEHUU MeaULUNHCKUX ycTponincTtB SOR / 98-282.

KayecTBa A1 MeAULMHCKUX YCTPOWCTB U COOTBETCTBYHOT MeXAYHapoOAHbIM
cTaHjapTam:
HasBaHue

1 Homep rfop

1 cTaunpgapTa

na
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EN ISO 14971 2012
EN 60601-1 2006/A1:20

13

(Ed.3.1)
EN 60601-1-2 2014

{Ed. 4.0)
EN 60601-1-6 2010

(Ed. 3.0)
EN 62366 2008

(Ed. 1.0)
EN 60601-2-2 2009

(Ed. 5.0)
IEC 60601-2-2 2017

(Ed. 6.0)
EN 62304 2006

(Ed. 1.0)
EN ISO 2016
15223-1
EN 1041 2008
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Medical devices - Application of
risk management to medical devices
Medical electrical equipment - Pan
1: General requirements for basic
safetv and essential performance
Medical electrical equipment - Pan
1-2: General requirements for basic
safety and essentia! perfonnance -
Collateral standard:
Electromagnetic disturbances
Requirements and tests

Medical electrical equipment - Part
1-6: General requirements for basic
safety and essential performance -
Collateral standard: Usability
Medical Part 1

Application of usability engineering

devices -

to medical devices
Medical electrical equipment - Part
2-2: Particular requirements for the

basic safety and essential
performance of high frequency
surgical equipment and high

frequency surgical accessories
Medical device software - Software
life cycle processes

Medical - Symbols to be
used with medical

devices
device labels,
information to be

Part 1

labelling and

supplied - General
requirements
Information supplied by the

manufacturer of medical devices

EN ISO 13485

EN ISO 14971

EN 60601-1

EN 60601-1-2

EN 60601-1-6

EN 62366

EN 60601-2-2

1IEC 60601-2-2

EN 62304

115

2016

2012

2006/Al:

2013

(Pegn.3.1)

2014

(Peg.

2010

(Pep.

2008

(Peg.

2009

(Peg.

2017

(Peg.

2006

(Peg.

4.0)

3.0)

.0)

5.0)

6.0)

1.0)

napenus .MeANLMHCKME. CucTemsl

MeHe[XMeHTa KayecTBa. Tpe6GoBaHus Aans

uenei perynupoBaHus

MeguunHcKne n3penna. Mpu.meHeHuc
ynpaBneHus puckamm K MefULUHCKNM
n3genmam

N3[ENNA MEOWUWHCKUWME
OQNEKTPUYECKWME - YacTtb 1: O6wwue
Tpe6oBaHus 6e3onacHocCTHU c yyeTom

OCHOBHbIX PYHKLUOHAaNbHbIX XapakKTepucTuk
N3OENUNSA MEOWLWHCKUE
OQNEKTPNYECKWE 1-2: O6bwue
TpeboBaHus 6e3onacHocTu c

- YacTb
y4yeTo.M
OCHOBHbIX PYHKLMNOHAaNbHbIX XapaKTepucTuk

AdononHawwmnii cTaHaapT.
DOnekTpomarHuTHas COBMECTUMOCTb.

TpeGOBava N ncnblTaHnA

NM3AENNA MEOWUWHCKWE
OQNEKTPUNYECKWME - YacTb 1-6: O6bwwne
TpeboBaHus 6e3onacHocCTun c yyerom

OCHOBHbIX PYHKLMNOHaNbHbIX XapakTepucTuk
AononHsawwmnin cTaHfapT:

oQkcnnyataumoHHas NpUrofgHocTb

n3penua

meauEWHekmne. MpnmeHeHne

TexHonoruii no npuUrogHocrun ans

akcnayaTaumn K MeaULUHCKUM U3AENNAM

N3AENNA MEOWUWHCKWE
OQNEKTPNYECKWME - YacTb 2-2; YacTHble
TpeboBaHus K 6e3onacHocTn
BbICOKOYACTOTHOM XUPpYypPruyeckom
annapaTypbl

MNporpammMHble cpeacTBa MeagULNHCKOTO

obopyaoBaHus. XXWN3HEeHHbIN U1K

NporpaMMHOro NpoaykTa



ISTA3A 2018
MEDDEV 2016
2.7/1 Rev 4

Directive 201
2011/65/EU

EC 1907/2006 2006
CAN/CSA- 2018
Cc22.2 No.
60601-1:14
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Packaged-products for parcel
delivery system shipment 70 kg (150
Ib) or less

Clinical evaluation: Guide for

manufacturers and notified bodies
DIRECTIVE 2011/65/EU OF THE
EUROPEAN PARLIAMENT AND
OF THE COUNCIL of 8 June 2011
on the restriction ofthe use of certain
hazardous substances in electrical
and electronic equipment
REGULATION (EC) No 1907/2006
OF THE EUROPEAN
PARLIAMENT AND OF THE
COUNCIL of 18 December 2006
concerning the Registration,
Evaluation, Authorisation and
Restriction of Chemicals (REACH),
establishing a European Chemicals
Agency. amending
1999/45/EC and repealing Council
Regulation (EEC) No 793/93 and
Commission Regulation (EC) No

Directive

1488/94 as well as Council Directive
76/769/EEC and
Directives 91/155/EEC, 93/67/EEC,
93/105/ECand 2000/21/EC

Medical Electrical Equipment - Part

Commission

1: General Requirements for Basic
Safety and Essential Performance
(Adopted IEC 60601-1:2005. third
2005-12,
amendment 1:2012, with Canadian

edition. including

deviations)
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EN ISO 15223-

EN 1041

ISTA3A

MEDDEYV

2.7/1 Rev 4

Directive
20n/65/EU

EC 1907/2006

2016

2008

2018

2016

201

2006

N3IAENNA MEOWUWNWHCKWE - CumMBObI,
npumePlaembie  npu MapKMpoBaHUU Ha

MEeAVNLUHCKUX WL ennsax. I3TUKeTKax u B
COMNpoOBOANTENbHOW AOKYMeHTauum - YacTb

1: OcHOBHble Tpe6oBaHus

nN3penusa MeaguLunHCKne. MHpop.mauuns,

npegocrtasndemMas N3rotoBuTenem

Obuwwne TpeboBaHuA K npoBeAeHNIo
TecTupoBaHus ynakoBKU .MeaNLNHCKNX
nagenni
KnnHuyeckasa oueHKa: pyKoBOACTBO [Ans
nponssoantenei " YMNOMHOMOYEHHbIX
opraHos

OVPEKTVNBA 2011/65 / EC
EBPOMEWCKOTIO MAPJTAMEHTA n
COBETA oT 8 ntoHsa 2011 r. 06 orpaHuyeHnn
MCMoNb30BaHWsA  onpegeneHHbIX  OMacHbIX

BelWecCcTB B 3/IEKTPUNYECKOM W 3/1IEKTPOHHOM

obopygoBaHun.

MOCTAHOBNEHWE (EC) Ne 1907/2006
EBPOMEWMCKOTIO MAPONAMEHTA 7
COBETA ot 18 pgekabps 2006 r. o
pei nespauun, oueHke, paspeweHunmn "

orpaHmnyeHummn ncnonb3oBaHNA XUMMUNYECKUX
(REACH).

EBponeiickoe areHTCTBO

BellecTB yupexpaatwlee
Nno XW.MUYECKUM
BellecTBam,

n3MeHsouee OvipekTusy

1999/45 / EC wun oTMeHswuwee Perna.meHT

CoBeta (EEC) X*“ 793/93 wn PernameHT
Komunccun (EC) Xi 1488/94, a Takxe
AOvpektuBa CoBeTa 76/769 / EEC 7]

AvpekTtnebl Komuccun 91/155 / EEC. 93/67 /
EEC. 93/105 / EC n 2000/21 / EC



ANSI/AAMI
ES60601-
1:2005/(R)201
2 and
Al1:2012,
C1:2009/(R)2
012 and
A2:2010/
(R)2012

2012

Medical Electrical Equipment - Part
1: General Requirements For Basic
Safety And Essential Performance

(IEC 60601-1:2005. MOD)
(Consolidated Text) (Includes
ANSI/AAMI ES60601-
1:2005/(R)2012 And Al:2012;
C1:2009/(R)2012 And

A2:2010/(R)2012)

CAN/eSA-
Cc22.2 mNo.
60601-1:14

ANSI/AAMI
ES6060I1-
1:2005/(R)201
2and Al:2012,
C1:2009/(R)20
12 and
A2:2010/
(R)2012

2017

2012

N3OENWNA MEANUWMHCKWE
OQNNEKTPUYECKUME - Yactp 1. O6uwue
TpeboBaHus 6e3onacHocTun c yyeTom

OCHOBHbIX PYHKLNOHANbHbIX XapaKTepucTuk
60601-1:2005, 3
pegakuma, 2005-12, BkAwo4Yas [[OMONHEHUA
1:2012, c
3aKkoHogaTenbcTBy KaHapgbl)

(aganTnpoBaHHbIN  |IEC

nonpaBkamMmu cornacHo

M3OENNA MEOVWLUWHCKUWE
OQNEKTPNYECKWNE - YacTtb 1. O6wwue
TpeboBaHusA 6e3onacHocTu c yyeTom

OCHOBHBbIX beH KUMWOHa/NbHbIX XapaKTepucTtuk

(IEC 60601-1:2005, MOD)
(KoHCONMAMpPOBAaHHBI TEeKCT) (BkNtovas
cTaHjapThbl ANSI/AAMI ES60601-
1:2005/(R)2012 n A1:2012,

C1:2009/(R)2012 1 A2:2010/(R)2012

CunMBO/bI, NCMNOJb3YEMbIe HAa 3TUKETKAX N B MHCTPYKLUMU HO akcnyaTtaumm \ Symbols used in labelling and in IFU

Symbol

EC REP

ref|

SN

Title

Alternating Current

.Authorized Representative in theEuropean
Community

Catalog Number

Serial Number

Caution

Consult Instructions for Use/Operating Instructions

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

EC REP

REFi

SN

Ha3BaHune

MepeMeHHbI TOK

YNONHOMOYEHHbI npeacraBuUTe/lb BeBpOI'IeVICKOM COO6LIJ,eCTBe

KaTanioxHbli Homep

CepuiiHblii HomMep

MpeaynpexaeHune

Cwm. MHCTPYKLUUIKO MO NMPUMEHEHNIO
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Nonsterile HecTepunbHo

I\U\ISTERILE NONSTERILE

Sterilized by Ethylene Oxide CTepnnnsoBaHO 3TUNEHOKCULO0M
STERILE EO STERILE EO

Sterilized by gamma radiation CTepunnn3oBaHO U3/lyYEHNEM
STERILE EO

Do not reuse He ncnonb3oBaTb MOBTOPHO

Do non re-sterile He cTepunnsosaTb NOBTOPHO

Contains Phthalate: bis (2-ethylhexil) plithaiate CoaepXuT hTanat: 6uc (2-aTunrekcun) pranat (437 )

Made in CaenaHo B

MADE IN [made INI
Quantity KonunuecTtBO

[aty QTY

IPX! Protection against vertically falling water PXI 3auwmTa OT BepTUKA/IbHO Najalounx Kaneb BO/bl
drops

MOHOMONAPHLI/ coefUHUTENb

Monopolar Connection BunonsipHblii coeguHNTeNb

Bipolar Connection

MHAMKaTOp HelTpasbHOro 3/1eKTpoaa
Neutral Electrode Indicator Licht

119
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When a characteristic numeral isnot required to be lip2x He TpebyeTcs, ee 3aMeHSIOT BYKBOM «X».
specified, it isreplaced by the letter “x "

[ |
Bepx
This Wa\ Up
- t
-~ Xpynkuii rpy3, obpawaTbCs C OCTOPOXKHOCTLIO
Fragile, Handle with Care
XpaHunTb B CyxOM MecTe
Keep Dry
[AvanasoH TemnepaTyp Npu XpaHeHuun
Storage Temperature Limit
[b60O»C
| 140> F 40»C y \
40» c 40»F .
40» F
B5%. [AvanasoH BNaXxHOCTU NpU XpaHeHUu
- (]
Storage Humidity Lim it Y
15%- Y ~1050h?a  Nupana3oH gaBneHUs Npu XpaHeHUu

y-tsera Storage Pressure Limit

500 Pal’

NHcTpyKumn no ytunHsaumun/Disposal instructions
Medical device consists of electrical components. Consider recycling at the end MeauuMHCKOe n3genne CoCToUT M3 3/IEKTPUYECKNX KOMMNOHEHTOB. PaccmoTpuTte
of service life. The product can be returned to manufacturer for recycling. BO3MOXHoOe3b nepepaboTKM MO OKOHYAHUU CPOKa CNyX6bl. M3aenme MOXHO
Dispose ofthe product in accordance with local ordinances. BEPHYTb KOMMNaHUN — NMPOWU3BOAUTENIO ANA nepepaboTku. YTuamsaunmsa AOo/HKHa
NPOXOoANTb B COOTBETCTBUW C NOKaNbHbIM 3aKOHO4aTENbCTBOM.

Class of waste: Knacc oTxopos:
Directive 2012/19/EU - Waste Electrical and Electronic Equipment ("WEEE CornacHo [AOupektuBe 2012/19/Em - oTpaboTaHHOe 3n1eKTpuyeckoe wu
directive) 31eKTPOHHOe obopygoBaHue (aupe>\rvea WEEE)

122
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The Codman Electrosurgica! Generator with accessories -is considered an EEE

and the requirements outlined in this directive apply. Integra LifeSciences
Production Corporation has suitable processes and means in place to ensure that
medical device is disposed of and treated appropriately and customer is informed
accordingly. To show that this device is compliant with the directive, ilie symbol
as outlined in Annex IX ofthe directive is displayed in its labeling as well as the
indication that the system must be disposed of in accordance with regional
hospital protocols and in accordance with WEEE regulations.

The ISOCOOL tips on
directive, hence the device under consideration does not have to comply with the
applicable requirements. Dispose of the tips for forceps in accordance with the

facility’s guidelines for potentially biohazardous sharps materials.

its own is not considered an EEE as defined by the

Disposable materials and materials with an intrinsic biological risk must be
disposed of in accordance with current local regulations governing hospital
waste

FeHepaTop a1eKTpoxupypruyecknin Codman c NpuHaaNexHoCTAMUN —
3To o6GopygoBaHue knacca EEE, K KOTOpOMYy nMpuMeHsitoTcss TpeboBaHus,

n3noxeHHbole B agupekTuBe. KomnaHus «WHTelpa NalipCaliHcu3a lMMpogakwH

KopnopeiTH» ncnonb3yeT Ha MecTe N3roTOBNEHUS nogxogsuune
TEXHONOTMYECKME TPOLECChl W CpeAcTBa, rapaHTUpyllWwmne Hagnexauwyo
yTuamnsayuio M nepepaboTKy [JaHHOTO  MeAULMHCKOrOo  u3genus n

npegocTaBfieHMe MOKynaTento Hagnexauweih uHpopmauun. Ha MapkMpoBke

n3gennus un3obpaxeH CUMBOJ, yKa3aHHbli B [MpunoxeHunm |IX [ONPeKTUBSLI,

KOTOpbIi O3HauyaeT, 4YTO M3AeNMe COOTBETCTBYeT Tpe6oBaHUAM [UPEKTUBLI, a
Takxe pasmelleHo

HanoMmmHaHune O TOM,

COoOTBEeTCTBUU C

4yTO cucTema pAJo/kHa O6bITb
permnoHanbHbIMU

npoTokonamMmu n HopMmamu anpekTuBbl \VEEE.

yTunnmanpoBaHa B 60NbHUYHbIMN

HakoHeuyHukn 180COO0F cam no cebe He naABnsAeTcsa ob6opyaoBaHumem EEE

cornacHo onpegeneHno AnpeKkTunssl, noaTomy

o6opyfoBaHMe He noanajaeT nof AeicTBME YCTAHOBNEHHbIX TpeGoBaHWUiA.

paccmaTpunBaemMoe

YTUnuaunpyiite HaKOHEYHUKN MUHLETOB B COOTBETCTBUU C MHCTPYKUMsaMU 1Y
no noTeHuManbLHO 6MONOrMYECKN ONacHbLIM MaTepuanam € OCTPbIMU KPOMKaMMU.
MaTepuasnbl O4HOKPATHOTrO MPUMEHEHUS U MaTepuasnsl C MPUCYLLUM
GMONIOTNYECKN PUCKOM AO/DKHbI YTUAM3NPOBATLCS B COOTBETCTBUM C
AelcTBYOWMUMN MECTHbIMY HOpMaTUBaMu, perynnpyrumMmm o6pauieHue c
MeANLNHCKUMWU OTXO4aMu.

rapaHTUA ilponssoguTens/Manufacturer’s warranty

The warranty period of storage for Generator and Irrigator (in accordance with
GOST R 50444-2020 at least 3 months) is 24 mouths and exploitation is 24
months

The warranty period of storage for following devices (in accordance with GOST
R 50444-2020 at least 3 months) is 12 months and exploitation is 12 months:
Codman Electrosurgical System Interconnecting Cable, Codman Electrosurgical
System Foot pedal. Reusable Bipolar Cord, Unitized Plug. Disposable Bipolar
Cord. Unitized Plug, Codman Integrated Bipolar Cord and Tubing Set. Fixed
Leads, Gravity Feed, Codman Integrated Bipolar Cord and Tubing Set. Fixed
Leads. Rotarv’ Pump, ISOCOOL bipolar forceps tips. ISOCOOL bipolar forceps
handle. Bipolar forceps.

FapaHTuWliHbI nNepuof XpaHeHuA AN ONeKTPOXUPYPruyeckoro reHeparopa wu
mppuraymnoHHoro moaynsa (cornacHo FrOCTy P 50444-2020 He mMeHee 3 MecsLEB)
cocTaBnseT 24 mecsAua c gaTbl NONyYeHUs, IKCNayaTaumm coctaensdeT 24 mecaua.
FapaHTUliHbIN Nepunoj XxpaHeHUs AnsA cnepyrowmx magenuii (cornacHo FrOCTy P
50444-2020 He meHee 3 MecsueB) cocTaBnsieT 12 MecsueB C AaTbl MOJy4YeHus,
akcnnyatauun coctaenaeT 12 mecsuesB: CoefuHUTeNbHbIV Kabenb. Mepgane A04

ANEKrPoOXNpPyprun. MHOropasoBblii  OUNOASAPHLIN kabenb. OpgHOpas3oBbIi
6nnonsApHbli  Kabenb. MVHTerpypoBaHHas cucTtemMa TPyb6kM € OUNONAPHbLIM
kabenem Auys nojaym camoTekom. VHTerpuposBaHHas cucTtema TpPyo6Ku C

6UNONAPHLI.M Kabenem gna MppuUraymoHHOro Mmoaynsa. HakoHeYHNK 6MNoNsApHOro
nuHueTa 180COOTI. PykosiTka 6unonsipHoro nuHueta 180COOTI, BunonsipHblii
MAHLUET.
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PRODUCT INFORMATION DISCLOSURE:

INTEGRA LIFESCIENCES CORPORATION (“INTEGRA™") HAS
EXERCISED REASONABLE CARE IN TIIE SELECTION OF MATERIALS
AND THE MANUFACTURE OF THESE PRODUCTS. INTEGRA
WARRANTS THAT THESE PRODUCTS SHALL CONFORM TO THE
PRODUCT UMITED WARRANTY AS PROVIDED IN THE PRODUCT
LABELING OR APPLICABLE PRODUCT CATALOG. THIS WARRANTY
IS EXCLUSIVE. AND INTEGRA DISCLAIMS ALL OTHER
WARRANTIES, WHETHER EXPRESSED OR IMPLIED. INCLUDING BUT
NOT LIMITED TO, ANY IMPLIED WARRANTIES OF
MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE.
INTEGRA SHALL NOT BE LIABLE FOR ANY INCIDENTAL OR
CONSEQUENTIAL LOSS, DAMAGE, OR EXPENSE, DIRECTLY OR
INDIRECTLY ARISING FROM USE OF THESE PRODUCTS. INTEGRA
NEITHER ASSUMES NOR AUTHORIZES ANY PERSON TO ASSUME
ANY OTHER OR ADDITIONAL LIABILITY OR RESPONSIBILITY IN
CONNECTION WITH THESE PRODUCTS.

NMOACHEHWE no NH®POPMALWNWN Ob NSOENNWN:

INTEGRA LIFESCIENCES CORPORATION (OAANEE TNO TEKCTY -
"INTEGRAN") MPOABNAET AONTXKXHYIO CTEMNEHb
OCMOTPUTENBHOCTMN nPn BbIBOPE MATEPMNANOB n
MPON3BOACTBE OAHHOTIO OBOPYOOBAHUA. INTEGRA

FTAPAHTUPYET COOTBETCTBWE OBOPYOAOBAHWMA ycnosmam
OrFrPAHWYEHHOW FTAPAHTWMW B COOTBETCTBUE C MHOOPMALUVEN.
HEHACEHHOW HA OBOPYAOBAHWW WNW COALEPXAWENCH B
COOTBETCTBYWWEM KATANOTIE INTEGRA. OAHHAA TAPAHTUA
ABNIAETCHA OKCKJ/IIO3MBHOM W INTEGRA HE MPU3HAET HUKAKWNX
MHbIX TAPAHTUW. MPAMbBIX WNW KOCBEHHbLIX. B TOM UYWNCNE
N BbLIX (HO HE OFPAHMUUYMBAACDH) MPAMbBIX AW KOCBEHHbIX
FAPAHTUI MPUMEHMUMOCTW B NEYEBHDbIX nnm
PEAKPEALUWOHHBIX LENAX. INTERGA HWN nPv KAKWNX
OBCTOATENbLCTBAX HE HECET OTBETCTBEHHOCTW 3A J/IIOBbLIE
CNYYAMHBIE, KOCBEHHbBIE, HEMPAMBIE YEbITKV NN WTPA®HBIE
CAHKUWMNM, BbISBAHHDbBIE MCMONMBb3OBAHUWEM OAHHOTO
OBOPYOOBAHWNA. INTEGRA HE OBA3bIBAET n HE
YINOMTHOMAUYMBAET TPETbU IMUA HECTU KAKMNE-JTMBO MHBLIE NN
OOMNONHWUNTENbHBIE OBA3ATEJ/ILCTBA NI OTBETCTBEHHOCTbL B

Cpok rogHocTu /cpok akcnnyatauun/Shelf life/Sen ice life

Shelf life
Irrigator

is not applicable for the Codnian Elcctrosurgical
Codinan Electrosurgica! Foot Pedal,
Unitized Plug and Interconnecting Cable as they are non-sterile. reusable

Generator,
Reusable Bipolar Cord,

devices. Annual safety and functional checks are recommended.

The product lifetime ofthe Codman Electrosiirgical Generator and Codman
Electrosurgical Foot Pedal are eight (8) years. The product lifetime of the
Irrigator are seven (7) years.

Disposable Bipolar Cord, Unitized Plug - shelf life is 5 years from the date of
manufacturing.

CODMAN Integrated Bipolar Cord and fubing Set, Fixed Leads, Rotary Pump
-shelf life is 3 years from the date of manufacturing.
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CpOK TrOAHOCTW HC YyKasbiBaeTcsa AN SNeKTPOXUPYPruyeckoro
Codlnan,
MHOropasoBoro 6unonsapHoro kabens

reHepartopa

NppPUraymMoHHOro Moayns, neganu  ans 3N1EeKTPOXUpPYpruu,

n coegnHNTENNIbHOro Kabensa, Tak Kak

AaHHble wn3agenusa NnoCTaBNAKOTCA HEeCTepWu/ibHbIMUA n

Ansa

exerogHas jrpoeepka q’.)yHKLWIOHaI'IbHOCTVI n 6e30MNaCHOCTMN MCMNOJ/Ib30BaHUS.

npegHasHa4deHbl ANA

MHOrokKkpaTHOro Mncnosib3oBaHnA. AaHHbIX VI3,CI,e}'IVIVI pekomMmeHayeTca

Cpok 3kcnnyaTauum DNeKTPOXUpyprmnyeckoro reHepatopa Codman un neganm
ana anekTpoxupyp! UM coctaBnseT He meHee 8 (BOCbMW) neT.

Cpok 3kcnnyaTauum MppUraymMoHHOro MOJAyfnsi cocTaB/isieT He MeHee 7 (cemwu)
neT.
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CODMAN Integrated Bipolar Cord and Tubing Set. Fixed Leads, Gravity Feed
- shelf life is 3 years from the date of manufacturing.

ISOCOOL bipolar forceps tips - shelf life is 5 years from the date of
manufacturing. The lifetime forthe ISOCOOL tips starts when the sterile barrier
packaging has been opened and ends with the proper disposal of the tips after
the procedure.

ISOCOOL bipolar forceps handle - shelf life is not applicable. The lifetime of
the iiandles have been validated to withstand 20 reprocessing cycles without a
loss of performance.

Bipolar Forceps are intended for short temi use during surgical procedures.
Procedural times may vary for numerous reasons such as the medical condition
to be treated as well as surgical approach and techniques. The lifetime of the
forceps has not been defined at this

time. The time between reprocessing cycles may vary based on the frequency of
use often detennined by case load ofthe facility where the devices are in use, as
well as surgeon preferences. Cleaning, sterilization and handling may impact the
useful life of the devices if the provided manufacturer's instructions for use are
not followed.

OfHOpas3oBbIi 6UNONsApPHLI Kabenb - CPOK rOgHOCTU COCTaBnseT 5 neT c gaTsl
npovsBofjes Ba.

MHTerpnpoBaHHas cuctema Tpy6Kwu C 6UNONSAPHbLIM kabenem,  Ans
MPPUTaLMoOHHOTO MOAY/Nss - CPOK TOAHOCTM coOCTaBnseT 3 roja C pfaTbl
nponsBoaCcTBa.

VMHTerpnpoBaHHasa cuctema TpPybkuM C OMNONAPHbBIM Kabenem Ans nogayn
CaMOTEKOM - CPOK FrogHOCTU cocTasnseT 5 neT ¢ gaTbl NPON3BOACTBA.
HakoHe4YHUK 6unonspHoro nuHueta 1$OCOOC - cpok rogHocTu coctaBnseT 5
neT c paTtbl npou3BofcTBa. CpoK cnyx6bl HaKOHEYHWKOB HauMHaeTcs nocne
OTKpPbITUA CTepunbHOW 6GapbepHOW YNakKOBKM W 3akaHuYMBaeTCa Hagnexalwem
yTunnsauymeinl HaKOHEYHUKOB Mocne npoueaypsbl.

PykosaTka 6unonspHoro nuHueta 1$OCOOB - CpoOK rogHOCTU He yKa3blBaeTCSH.
Cpok akermyaTtauum 6bin BanuguposaH 20 uyuknamu o6paboTku 6e3 noTepu
nPoOV3BOANTENBHOCTMU.

BunonApHbie NUHLETbl NpegHa3Ha4vyeHbl AN KPaTKOBPEMEHHONO MCMOMb30BaHUA
BO BpeMsa XMPypruyeckux BMelwaTenbcTs. [lpouegypHble CPOKUW MOTYT
BapbMpoBaTbCA MO MHOTUM MPUYMHAM, TaKMM KakK COCTOsIHME 340pOBbs, NpoLecc
neyeHusn, a Takxke Xxumpypruyeckuii nog.xogq wm wmetod. Cpok akcnayatauum
MUHLETOB Ha AaHHbIAi MOMEHT He onpegeneH. Bpemsa mexay yumknamum o6paboTkm
MOXe3 BapbupoBaTbCA B 3aBMCMMOCTW OT 4acTOTbl MCMNONb30BaHWA, KoTopas
yacTo onpejenseTcsa 3arpyXXeHHOCTbIO yUpexXxaeHus, rge ncnonb3yTca nlgenus,
a Takxe npegnouyTteHnaMu xmpypra. OumcTka, cTepunmsaumsa un obpaueHue c
HUMWU MOTYT NOBAUATbL Ha CPOK CNYXO6bl, eCnv He cnefgoBaTb NpefocTaB/eHHbIM
npon3BoANTENEM MHCTPYKLUAM MO NPUMEHEHMNIO.

Peknamalllls/Reclanlation

For additional information related to the use of the medical product, please
contact an authorized representative ofthe manufacturer:

"Neuroproject LI.C".

127486, Moscow. Korovinskoe .shosse. 10. bldg. 2, floor 1, of.10O|
tel.+7(495)660 81 73

WWW .neurop.ru

Ana nonydyeHns JONONHUTENbHOW MHpOpPMaunn, CBA3aHHOW C NCMONb30BaHNEM
MeANLUNHCKOrO nagenus. npocb6a cBA3aTbCcs c YMNONHOMOYEHHbIM
npeacTtaBuTenem npomsBognTens:

OO0 «Helponpoa>XeKT».

127486.1. MockBa, KopoBuHckoe wocce, 4. 10, cTp. 2, 3T.1. nomeT. 101

Ten. +7(495) 660 81 73 WWW, neurop.ru

TekyLlas Bepcus sKcnyaTaumoHHoW foKy>;eHTauum / C» r¥ent version of Operation documentation

Rev. B, date of issue -01.11.2022

| Bepcusa B, gata Bbinycka -01.11.2022
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Cornacosano
«Hnrerpa Jlali¢Catincus INpoaaxun Kopriopeiiun» (Integra LifeSciences Production Corporation)

| 1 KaGot Bynesapa, Maucguna, Maccauycerc 02048, CLLA (11 Cabot Boulevard, Mansfield , MA
02048, USA)

{nodnucano/

Afinun Opri3 — KoopauHaTop no BONPOCEM MEXAYHAPOAHOTO PErySHPOBRHHA
«Hnrerpa JlatigCattencuc Kopnopetiwnn (Integra LifeSciences Corporation)
(INoanucs, PHO)

O nosbps 2022 2.

(lata)

PyKOBOACTBO NONS3I0OBATENIA MEAHLIHHCKOTC U3ACNKA

InexTpoxupypriueckufi reneparop Codman, ¢ NpHHaZNEXKHOCTIMH

ALimamn./

JPKAHHUC M. JIOIEC

HOTAPHYC LLITATA HBIO-IDKEPCH

Juuensus Ne 50048048

Cpoxk pelicTeus MoHX nonHoMouni nctexaer 19.10.2026.

/nodnucane/
01 nosbps 2022 2.

/Hlevamy:/

JDKAHUC M, JIOTIEC
HOTAPUYC

LUITAT HbIO-IDKEPCH
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MepeBof JaHHOr O TEKCTA BbLLO/HEH MEPEBOAYNMKOM ANNeeBC M LpPbeNn JMUTPUEBHOMN

Poccuiickas degepauns
[opog MockBa
BocbMoOro geka6ps ABe ThiCAYN ABaALATb '‘Oroga
A, MapTbiHOBa HaTtanma AHApeeBHa, BPeEMEHHO MCMOMHAOLLAA OCTW HOTapuyca ropoga
Mocksbl AknmoBa 'neba bopucoBuya, CBUAETENLCTAYH MOLN ncu nepeeofumKa

Anneesoii [apbn JMATPUEBHLI.
Moanuck caenaHa B MOEM NPUCYTCTBUMN.
JInyHoCTb NoAnucasLLero 4OKYMeHT YCTaHOB/IEHa.

3apeructpupoBaHo B peectpe: Ne 77/09-H/77-2022-

YnnayeHo 3a COBepLUEHNe HOTapuanbHOro geinctans: 400

Poccwniickaa ®epgepayns
fopoa MockBa
Bocbmoro gekabpsa gBe TbicA4M gBajuatTb BTOPOro roga

A, MapTbiHOBa HaTanna AHApeeBHa, BPEMEHHO UCMONHAIOLLAA 0653aHHOCTM HOTapuyca roposa
Mocksbl AkumoBa IMneba bopucosnya, CBUAETENLCTBYHO BEPHOCTL KOMUW C MPeAoCTaB/IEHHOro
MHe JOKYMEHTa.
CtpaHuupl ¢ 1 no 126 npefocTaBfeHHOro AOKY eHTa ABNAKOTCA KOMUAMN.
3apeructpupoBaHo B peectpe: Ne 77/09-H/77-2022-
YnnayeHo 3a COBEPLUEHME HO \apuabHOro AenCTBUSA 00 kon.
H.A. MapTbiHOBa

1pp”~KNHypoBaH1”N("OHYM”pagaHo
nucta (oB)
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