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cardioblateJntro_EN,fm  8/19/11 9:59 am

7x9 inches (178 mm x 229 mm)

[na nameHeHus A3bIKOBOrO napameTpa:
1. Otkpoirte meHto Options (MapameTpbl)

Medtronic Confidential
CS0017

UT06bI OTKPbITE MeHI0 Optons (MapameTpbl), HXMUTE KHOMKY
Options (MapameTpsbl) PacnofiOXeHHY0 B HKHEN NpaBoi
yactn akpaHa RF panel (MaHenb PY).

CAFOOBLATE«> - AP Panel

¢® m:ss 1:43
m:ss l
e N

& W

Select ablation mode.

SetUp

Limit»

Q| Qiot

2. Bblbepute skpaH Advanced (PaclumpeHHbie)

w A

Bblibepute napameTp Advanced (PaclumpeHHble), YTOObl BbIBECTM

akpaH Advanced (PacluvpeHHbIe).

CANe)IO8LATE« -Advanced

Graph Mode
Appiication Version X_Y
User interface Version 1.66
Core Version AB
FPGA Version CD
3. HaxMuTe KHOMKY Bblbopa si3blka

viii TexHuMuyeckoe pyKOBOACTBO Mo reHepatopy Cardioblate® 68000

M948371A024 Rev. 1A
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Medtronic Confidential

HaxMunTe KHOMKY BbI6opa A3blka, PaCMNONOXEHHYIO B HUXKHEN
neBoii yacTn akpaHa Advanced (PaclunpeHHble). BbibepuTe
Tpebyemblii 3bIK. 11 MCMOMb30BaHKs AOCTYMHbI CeaytoLlime
A3bIKM:

English (AHrnwniickmin)
German (Hemeukuii)
Spanish (MicnaHckui)
French (PpaHuy3ckuit)
Italian (TanbsHCKWin)
Greek (I'peueckuin)

CARDIOBLATE® -Advanced

Graph Mode

Application Version
Dcutsch
Englieh rface Version
Espahol

Fran”ais non

Italiano

~Nion
EAArjviKa

1.66

MpuMeyaHve: BepHyTbCS K Npeablaylemy aKpaHy MOXHO B

Mo60ii MOMEHT C MOMOLLbIO KHOMKK «CTpesika Hasag» B

M948371A024 Rev. 1A

TexHuyeckoe pykoBOACTBO No reHepatopy Cardioblate® 68000
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7x9 inches (178 mm x 229 mm) CS0017

OnucaHue reHepaTtopa
,D.I/ICI'U'IGI/I, pas3bemMbl U 3/1IEMEHTLI yrpaB/iIeHUA

Ovcnnein ceHCOpPHOro akpaHa

JKpaH gucnses

LiBeTHOW (640 x 480 nukceneit) xungkokpuctannmyeckuii (OKK)
3KpaH 3aKpbIBAETCS B KOPMyCce A1 XPaHEeHUs1 U OTKPbIBAETCS Ha
neTnax Ans UCNonb30BaHWsA. 3KpaH AuCnes BbIBOAUT B
peanbHOM MacluTabe BpeMeHV MHAOPMaLUIo O fIeYeHnn B
rpacmyeckom u LumcppoBbIx hopmaTax. MeTnv skpaHa No3BossAT
yCTaHaB/MMBaTb pa3nuuHble yribl 0630pa. Korga reHepartop
BK/TIOUEH, 3KpaH TalKe OCTaeTCsl BK/IHOUYEHHLIM, MOCTOSIHHO M BO
BCEX MOMOXEHUSAX. dHeprocbeperaromii pexmm oTcyTcTByeT. Ha
Puc. 2-4 nsobpaxeH gucnneli CEeHCOPHOrO 3KpaHa Mnpy 3anycke.

CARDIOBLATE« - RF Panel

© — m:ss 0:00

(D— - msss 1

-S€.r| 10
w 1l0

(6) ) (8) 9) ()

Pvc. 2-4. Aucnneii ceHcopHoro akpaHa

TexHnyeckoe pykoBoAcCTBO No reHepatopy Cardioblate® 68000 2-5
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cardioblate_3_EN.fm 8/19/11 10:00 am
CS0017

7x9 inches (178 mm x 229 mm)

naBa 3
KpaTkoe cnpaBoYHOe PyKOBOACTBO

KpaTkoe cnpaBo4YHOe PYKOBO/ACTBO

KpaTkoe crnpaBoYyHOE PYKOBO/CTBO pacnosaraerca Ha
NMOBEPXHOCTN reHepaTopa nog akpaHom gucnnes (cm. Puc. 3-1).
[anee npeacraBneHo Nogpo6HOe onucaHue nopsiika HacTPOKN
1 paboTbl. MogpobHble cBeAeHNst 06 NCMO/Ib30BAHMN YCTPONCTBA
CM. B MHCTPYKUMSAX MO 3KCM/lyaTaumm yCTpoicTBa A abnaumu.

rMedtronic

Puc. 3-1. KpaTkoe cnpaBo4YHOe pPyKOBOACTBO
MoacoeanHUTe HEMTpasibHbIA KOHTaKT.
I'Io,ququTe LUHYP NUTaHNA N HOXXHOI BbIK/HOUATE b.
YcraHoBute opowieHne (*)I/I3I/IOJ10FI/I‘-I€CKI/IM pacTBOpOM.

Mo 3aBepLUeHUN CaMOTECTUPOBAHUSI NOACOeANHUTE
yCTpoiicTBa K reHepaTopy.

A owdhp

3-2 TexHnyeckoe pykoBoACTBO No reHepartopy Cardioblate® 68000

M948371A024 Rev. 1A
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7x9 inches (178 mm x 229 mm) CS0017

Pa6oTa reHepatopa
MoacoeamHeHne ycTpoiicTBa Ans abnsaummn Cardioblate®

CARDIOSLATE® « RF Panel

m:ss

m;ss

me Q

A w

! No devices are attached.

# X X))

Puc. 3-7. 3kpaH RF Panel (PY naHenb)

MoacoeanHeHmne yctpoicTtea ana aonaunmm Cardioblate®

MpvmevaHue: Ons NosyYeHus AOMNOMHUTENbHON HGhopMaLmi
06 1CMOMb30BaHUM YCTPOICTBA ANs abNALMK CM. MOCTAB/ISIEMYHO

C HUM NIUTepaTypy No NPoAyKTY.

MpumevaHue: Mepefd NoAcoeaMHEHNEM yCcTpolicTBa Anist
abnsummn yéeamtech, YTo reHepaTop BK/IOYEH W NpoLuer
caMoTecTMpoBaH/e.

MpumeyaHue: He nbiTaiTeck NCNOb30BaTh YCTPOWCTBO AN1A
abnaumm NOBTOPHO BMECTE C 3TVM reHepaTopoM. Ecnm
YCTPOICTBO A1 abnaummn paHee UCNosb30Basiocb, 0TO6pa3nTCs
coobueHne 06 owmnbke: Device Error. Replace Device (Owwnbka
ycTpoiicTBa. 3amMeHuTe YCTPOIiCTBO). Mepes Npoao/mKeHNEM
3aMeHnTe YCTPOCTBO A1 abnsumun.

MpumeyaHue: Ecnm ycTpoincTBO oNa abnsiuum He sIBNSiETCS
YCTPOWCTBOM A1 abnaumm koprnopauun Medtronic,
npefHa3HaYeHHbIM [/151 UCMO/b30BaHNsA C 3TOW CUCTEMO,
coobLeHve Device Error. Invalid device attached (Owubka
ycTpoiictea. MNoacoeauHeHO HefonycTMmMoe YCTPOCTBO)
oTobpaxaeTcs [0 Tex nop, Noka 370 YCTPONCTBO HE 3aMEHST Ha
YCTPOWCTBO ANns abnsauyumn kopnopaumm Medtronic.

TexHunyeckoe pyKoBOACTBO Mo reHepartopy Cardioblate® 68000 3-7
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7x9 inches (178 mm x 229 mm) CS0017

Pa6oTa reHepatopa
MpoBepka pacno3HaBaHWsA reHepaTopoM NOACOEANHEHHbIX YCTPONCTB

NMpoBepka pacno3HaBaHWA reHepaTopom
noacoeguHEHHbIX YCTPOUCTB

1. HaxxmuTe kHonky Options (MapameTpbl) Ha aKkpaHe RF
Panel (PY naHenb) reHepatopa.

2. Haxmunte kHonky Setup (YcTaHoBka). OTO6pa3nTcst akpaH
Setup and Connection Status (YcTaHoBKa 1 COCTOSIHME
coeanHenuid) (Puc. 3-10).

3. Yb6eauTech, UTo NOACOEANHEHHbIE K FeHepaTopy KOMMOHEHTI
pacrno3HaHbl. EC/M KOMMNOHEHT pacno3HaH, Ha aKkpaHe psiaoM
CO 3HAYKOM yCTpolicTBa oTo6paxaeTcs doiaxok. Ecnm
KOMMOHEHTbI He Pacno3HaHbl, Ha 3KpaHe oToGpaxaeTcs
KpacHasi CTpesika, ykasblBatollasl Ha 3Ha4oK reHepaTopa.

4. [insa Bo3BpaTta k OCHOBHOMY 3kpaHy RF Panel (PY naHenb)
Ha)XKMUTE KHOMKY «CTpesika Hazag» 1LU9[|.

CAND(OBLAT14” « Setup and Connactisn Status

A

IBSM

Puc. 3-10. 3kpaH Setup and Connection Status (YcTtaHoBKa 1 COCTOSIHUE
coeflHeHWI1), YCTPONCTBA He MOACOEANHEHbI NN He pacno3HaHsbl

OTcoeagnHeHune yctponcTte ana abnsumm Cardioblate®

[na oTcoeayHeHNs YCTPOCTB OT reHepaTopa OTTAHUTE
3aXKMMHOE KOJbLO, YTOObI CHATL B6/10KMPOBKY A0 U3BEYEHNS
ycTpolicTBa.

TexHu4yeckoe pyKkoBoACTBO No reHepartopy Cardioblate® 68000 3-9

M948371A024 Rev. 1A
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Pa6oTa reHepaTtopa
Bbi6Op 1 MUCMO/Ib30BaHWE MOHOMOJISIPHOIO peXkuMa

CARDIOBLATE« - Pf Panel MOnOp0|ar

O Ablating.
IS 1 PLU

Puc. 3-11. RF Panel (MaHens PY) B MOHOMONSIPHOM pexume

MN3MeHeHMe YCTAHOB/IEHHbIX U NpeAe/ibHbIX 3HAYEHWU B MOHOMOJIAPHOM
pexnmMe

Bonee noapo6Hoe onvcaHue qyHKLWIA ¢ U3MEHSEMbIMM
napamMeTpamy B MOHOMOJIIPHOM pexumMe cM. B Tabn. 3-1.

1 W3meHuTe ycTtaHoBKy PY molHocTu ¢ warom 1 Br, Haxas
KHOMKY P- ON151 yBENMYEHUA UM KHOMKY A1 YMEHbLUEHWSA
3HauveHus (Puc. 3-11).

Mpegynpexaexue: AN npegnonaraemMoro HasHaveHus
Bbl6paHHasi BbIXOAHAs! MOLLHOCTb A0/MKHA 6bITb MUHUMABHO
BO3MOXHOIA. [M0APO6HbIE YKa3aHusl Mo YCTPOWCTBY CM. B
nuTepaType no npofykTy. Manasi BbIXOAHasi MOLLHOCTb MOXeT
ObITb NMOJIE3HOI B CMeAyOLMX CUTYaLMAX:

m A61AUMs BbIGPaHHbIX YYacTKOB, Ie CyLIeCTBYeT p1Uck
COMYTCTBYIOLLETO MOBPEXAEHUA G/IN3NEXALLUMX CTRYKTYP
(Hanpvmep abnsiuMst cenTanbHOro NyTW MPOBeAeHNs,
PacnosIoXXeHHOro o4YeHb 6/1M3K0 ¢ AB y3/10M, Wn
noBpexaeHue NuLLeBOa).

m A6nAuust B MecTax, rae nocne aToli npoueaypbl BO3MOXHO
OrpaHUYeHne KPOBOTOKA.

®m A61AUMS Y NaUMEHTOB C HEOObIYHO TOHKVMMI CTEHKaMM
cepaua.

TexHuyeckoe pyKkoBOACTBO No reHepartopy Cardioblate® 68000 3-11

M948371A024 Rev. 1A
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7x9 inches (178 mm x 229 mm) CSs0017

Pa6oTa reHepatopa
Bbi60Op M MCNO/Ib30BaHNE MOHOMOMSAPHOro pexkuma

CAFOO8LATE«-Umits

m:$s

Bij>ojer Y

B

Puc. 3-12. 3kpaH Limits (MpegensbHble 3HaYeHUs)

3. Ybeputecb, UTO NapamMeTpbl 3afaHbl NPaBUILHO Nepes
HaXaTMeM AUCTaHLUMOHHOTO HOXHOrO BhIK/OUaTens uim
kHomkn RF (PY) , UTOObI NogaTb 3HEPrUto.

MpumeuaHune: MNpegenbHble 3Ha4YeHNs Tainmepa PY MOXHO
M3MEHUTb Ha 1l060M aTane npoueaypbl Npy YCnoBuu, YTO
PY 3Heprua He nopaeTtca.

Mogaya paguovactoTHoi (PY) aHeprum B MOHONONSAPHOM pexume

MpepynpexaeHue: Ecin umeloTcsl kKakme-nmbo COMHEHWs!
KacaTenbHO 6e30nMacHOCTN UK 3pPEeKTMBHOCTM 060pPYA0BaHNS,
He nopaeaiiTe PY sHepruio. O6paTtutech B MECTHOE
npefcTaBUTENbCTBO Kopnopauum Medtronic.

Mpumeyanue: MNepegn MCNONb30BAHUEM L5 MONYYEHUS
NOAPOGHBIX yKazaHwii cM. NuTepaTypy no YCTPOWCTBY AN
abnaumu.

1. Bbl6epuTe MOHOMONSAPHbIA PEXIM, HaXXaB COOTBETCTBYHOLLYHO
KHOMKY Ha CEHCOPHOM 3KpaHe, U y6eauTech, uto
COOTBETCTBYHOLL|EE YCTPOINCTBO aKTUBHO.

MpumedaHne: MOHOMOMSIPHbBIA PEXUM MOXHO BblGpaTh
TOMLKO B TOM C/lydae, ec/ii MOHOMO/SPHOE YCTPONCTBO
NoAcoeAVHEHO M Pacrno3HaHO reHepaTopoM.

MpvmevaHune: OgHOBPEMEHHO PY 3HEpruio MoXHO nojaBaTth
TO/MLKO Ha OAHO YCTPOICTBO.

TexHuyeckoe pykoBOoACTBO No reHepartopy Cardioblate® 68000 3-13
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7x9 inches (178 mm x 229 mm) CS0017

Pa6oTa reHepaTtopa
Bbi6op 1 ncnosb3oBaHue 6UMNONSPHOro pexknma

MpumeyaHue: MNMogaya PY aHeprun npekpallaeTcs, ecnu
NPeBbILLEHO 3a4aHHoe Wn npeaesibHoe 3HauyeHue, YTo NPpUBoANUT
K NpeoXpaHNTENbHOMY BbIK/IlOUEHMI0. B okHe coobLueHnl
oTo6pasnTca coobueHne 06 owmbke. a5 nonyvyeHus
OONONHUTENBHON NHGOPMaLU HEXXMUTE KHOMKY MHbopMaumm
W . Ana nonyyeHns nHdpopmMaumm 0 COOBLLEHMAX MpU
npefoxpaHnTe/IbHOM BbIKIIOYEHUW CM. pasgen «CoobLLeHns npu
npegoxpaHnTe/IbHOM BbIK/IHOYEHUM» B rnase 4.

5. o 3aBepLieHnn nogayun PY sHepruv reHepartop
BO3BpaLLaeTcs B pexvM oxugaHus (cm. Puc. 3-13).

CARDIOBIATE®-RFP»n.|

© m:ss 0:00

(y mss 200T
o)
N w - W

Pr«» RF button or footswitch to start ablation.

Opticms <!'))

Puc. 3-13. RF Panel (MaHens PY) B pexume oxugaHus

Bbl6Op U nMcnonb3oBaHMe BUMONAPHOIo peXxxmma

Bbi6op 6MNONAPHOro pexunma

BbiGepnTe KHOMKY GUMO/IAPHOr0O pexuma

C NoMoLLbH0 KHOMOK CEHCOPHOTO 3KpaHa, pacrnosIOKEHHbIX B
HWKHEM NeBOM yrny akpaHa RF Panel (PY naHenb), BbibepuTe
KHOMKY GUMNONSIPHOTO pexvma Ecnu BbibpaH 6UNONSpHLIi
peXuM, KHOMKa 6MNOMSPHOro pexmmMa BbIr1aauT YTOMIEHHON Y
Cepoii.

TexHnyeckoe pykoBoAcCTBO No reHepaTtopy Cardioblate® 68000 3-15
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Pa6oTa reHepatopa
Bbi6Op 1 MCMNONb30BaHWe GUMOMSIPHOTO PeXXnma

MpumeyaHne: OgHOBPEMEHHO PY 3HEpruio MOXHO nodasatb
TO/IbKO Ha Of]HO YCTPOICTBO.

2. Ona nogaun PY aHeprum HaxmuTe U yaepxmnBaiite HaxaTbIM
[OVICTaHLUMOHHbIW HOXHOR BbIK/OUaTelb WU HAOXKMUTE
kHonky RF (PY) pgai| Ha ceHcopHOM akpaHe. PY aHeprusi
nogaeTcs Ha 6unonspHoOe YCTPONCTBO AN abnsauun.

Mogadva PY aHeprun ob6o3HavaeTcs crefyoLlyiM obpasom:
m CeeToguofHasi naHeslb roput CUHNM LIBETOM.

m B okHe coo06LLeHnit oTobpaxaeTcss Hagnucb Ablating
(NpeTt abnsauus).

m [eHepaTop u3gaeT ryakn. Haxomasch B 6UNONSPHOM
pexumMe, reHepaTop nogaeT ABa ryaka B CeKyHAy.

3KkpaH oTo6paxaeT NPOAO/HKUTENILHOCTL ab/siLum, oblee
CymMMapHoe BpeMsi nofaun PY aHeprum, uMnegaHc v
MOLLHOCTb BO BpeMsi ab/isiLmm.

MpepynpexgeHue: CnyyaliiHas Wnn HenpegHamepeHHas
aKTMBaLMa HOXHOrO BbIK/oHaTeNss MOXET Bbi3BaTb nogadvy
PY 3Heprun.

MpumeyaHune: Bo Bpems nogaum PY 3Heprum Bbi6op yCTpoiicTBa
N3MEHUTb HeJlb3s.

3. Mopaua PY sHeprvv npekpallaercs, korga npeaensHoe
3HaueHvie Talimepa PY fOCTUrHYTO UAn nonb3oBartesb
peluaeT 3aBeplUnTb nogady PY sHeprum. [ns npekpalleHust
nofgauv PY sHeprimn oo AOCTMXEHNS TaliMepoM npesesibHoOro
3HAYEHNS MO0 OTNYCTUTE HOXHOM BbIK/OYATE b, MO0
HaxxmuTe kHomKy RF (PY) w Bky

MpumeyvaHne: Ana nogaun PY aHeprum ¢ NnomoLLbio
ycTpoiictBa BP2 nnn LP HaxkmnTe 1 yaepxunBante HaxaTbim
OVCTaHUMOHHBIA HOXHON BbIK/IHOYaTE b UM HaXXMUTE KHOMKY RF
(PY) Ha ceHcopHoM 3kpaHe. Ecnn gna nogaun PY mowHOCTM
MCNO/Ib30Ba/ICS AMCTaHLMOHHBIA HOXHOM BbIK/THOYaTE b, aa/1s ee
npekpaweHnss — kHonka RF (PY) pEM|. To HOXHOIA BbIKNoYaTe b
HeobXoAuMOo OTNYCTUTL Npexae, YemM CTaHeT BO3MOXHO
BO306HOB/EHNE nogaun PY MoLLHOCTK.
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[naBa 3
BbI6Op 1 MCMONb30BaHMEe BUNOIAPHOIO pexrnva

MpumMeyaHwue; Mo 3aBepLUEHNM (DOPMUPOBaHUSA
TpaHCMypa/ibHOro ovara B 6UNOASAPHOM pexumMe ryaok
reHepaTopa CMEHSIETCS 3BYKOBbIM CUTHA/IOM pexmma 0XuaaHus,
a Ha akpaHe nosiBnseTcsa coobuieHune: Transmurality reached.
Power is ON (TpaHcMypasibHbIi ovar cchopmupoBaH. MutaHue
BKJ) (Puc. 3-14). Psgom co 3Ha4eHMEM BbIXOAHON MOLLHOCTU
Takke 0TobpaxaeTcs 3e/eHblii CMMBO/T TPAHCMYpPasTbHOrO ovara.
Mogaua PY 3Hepriu npogomxaercs 4o Tex nop, noka Xupypr He
npekpaTuT abnauuo. [na npekpaiieHnst nogaqum PY sHeprum
NMBO OTMYCTUTE HOXHOWM BbIK/IKYATE b, MO0 HAXMUTE

kHonky RF (PY)

CARDICMATB».  Panel Bipolar

T mss 0:33

m:ss 016 lo:40T

a>£ n

h \Yi Transmural

Transmurality rsachtd.
Power is ON.

<)

Puc. 3-14. TpaHcMmyparibHbiii ovar cdiopMypoBaH

Mopgava PY sHeprum Takke npekpallaeTcs, ecnm npesBbILeHo
3ajaHHOe W NpejenibHoe 3HaYeHne, YTo NpUBOAUT K
npefoxpaHnTeNbHOMY BbIKIOYEHUIO. 1A nonyveHus
MHchopmaumm 0 COOBLLEHUSAX NP NPEAOXPAHNTENIBHOM
BbIK/IOMEHMM CM. pa3gen «CoobLeHns npu NPeaoxXpaHnTeIlbHOM
BbIK/TIOUEHUW» B rnase 4.

4. Tlo 3aBepLueHun nogayun PY aHeprum reHeparop
BO3BpALLAETCA B PEXMM OXMAAHUSA.

3-18 TexHnyeckoe pykoBoACTBO No reHepartopy Cardioblate® 68000
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Pa6oTa reHepaTopa
MNapameTpsl

CARDIOBLATE® - Panel Bipolar Y

0) m:ss 0:00

0:40T

QY m:ss
500 T
Q 20 1

A W

Press RF button orfootswitch to start ablation.

|-|-||-|-| i!lil ed. <].»)

Puc. 3-15. RF Panel (MaHenb PY) B pexunme oxungaHus

MapameTpbl

MeHto Options (MapameTpbl) COAEPXKUT UHTYUTUBHO MOHATHbIE
yKasaHusl Mo HACTPOIiKe YCTPOICTBA U NpefesbHbIX 3HaUeHUiA, a
TakXe BK/IOYAET Takme pacluMpeHHble qoyHKUMK, kak Graph Mode
(Fpachbuuecknii pexum). B meHto Options (MapameTpbl) Takke
yKasaHa uHdopmaums o Bepcum nNporpaMMHOro obecneyeHus.

MeHio Options (MapameTpbl)
[nsa oTkpbITNa MeHo Options (MapameTpbl) HXMUTE KHOMKY
Options (MapameTpbl) pacnofioXXeHHYH0 B H/XHel npaBoit

cTopoHe akpaHa RF Panel (MaHenb PY), 4Tobbl NoNy4MThb AOCTYN

K akpaHam Set Up (YcTaHoBka), Limits (MpeaenbHble 3Ha4YeHus) 1
Advanced (PaclumpeHHble).

TexHnyeckoe pykoBoACTBO Mo reHepatopy Cardioblate® 68000 3-19
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nasa 3
MapameTpel

CARDIOBLATB» - Pane!

0 m:ss 1:43

m;ss
L

Set Up

A w

E l Select ablation mode. Limita

Advanced
A w w

Puc. 3-16. MeHto Options (MapameTpbl)

MpuMeyaHve: BepHyTbCS K NpeablayLieMy aKpaHy MOXHO B
Mo60ii MOMEHT C NOMOLLIO KHOMKW «CTpenka Hasag» W~

OkpaH Set Up (YcTaHoBKa)

Mpn BbIGOpE napameTpa Set Up (YcTaHoBKa) oTobpakaeTcs
3KpaH coeAuHeHui ycTpoicTs (Puc. 3-17).

- Setup and Cwineetion Status

M« NS TLIN

Puc. 3-17. 3kpan Setup and Connections Status (HacToiika 1
COCTOSIHUE COefMHEHW)

3-20 TexHnyeckoe pykoBoACTBO No reHepartopy Cardioblate® 68000
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PaboTta reHepatopa
MapameTpel

m Ha akpaHe Setup and Connections Status (HacToiika u
COCTOSIHUE COEAUHEHWIA) yKa3aHbl YCTPOIACTBA, KOTOpble
OMO3HaHbl reHepaTopoM Kak NoACOeAMHEHHbIE B JaHHbII
MOMEHT. Pslom ¢ 0603Ha4YEeHMEM KaXkaoro yCcTpoiicTa
HaxoauTcs KHoMka uHdpopMaumu L, ans Bbibopa skpaHa
NHhopMaumn.

B 3KpaH MH(opMaUUM COAEPXUT NoAPOGHbIE YKazaHus no
YCTaHOBKE 1 NOACOeAMHEHMIO YCTPOICTB K reHepaTopy.

m /119 nonyyeHns AOMNOMHWUTENBHON nHhopMauum o
MOHOMOJIAPHBIX M BUNOSAPHBLIX YCTPONCTBAX HAXXMUTE KHOMKY
Setup (YcTaHoBKa), 0OTOOpaxaeMyto Ha akpaHe MHopmMaumu.

OkpaH Limits (MpegenbHble 3Ha4eHNS)

Mpn BbIGOPE napameTtpa Limits (MpeaenbHble 3HaYEHNS)
oToGpaxaeTcs 3kpaH Bblibopa npeaenbHbIX 3HaveHun (Puc. 3-18).

CAFSJIOBLATE®-Umits

Monopolar

t E

Bipolar | 1

Puc. 3-18. 3kpaH Limits (MpegenbHble 3HaueHus)

[ns 6UNONSPHBLIX U MOHOMOJISIPHBIX YCTPOACTB YKa3aHbl
npefenbHble 3HaUYeHVs1 BpeMeHW 1 nMnegaHca. VI3MeHnTb MOXHO
TO/MBKO NpeAesibHoe 3HaueHve Taiimepa PY A5 MOHOMO/ISIPHOTO
pexvva.

1. Ans n3meHeHusi NnpefensHoro 3HavyeHns Tanmepa PY ¢
Wwarom 1 cekyHAa, HaxvumaliTe KHOMKY 4151 YBE/IMYEHNS
WM KHOMKY  [A/11 YMEHbLUEHUS 3HAYEHUS.

TexHnyeckoe pykoBoACTBO Mo reHepatopy Cardioblate® 68000 3-21
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Pa6oTta reHepaTopa

MNapameTpsl

CAROtOBLATE® ¢ RF Panel
m  m:ss

m:ss

n

A w
O Select ablation mode.

o <) =

Puc. 3-20. RF Panel (MaHenb PY) B rpadmuyeckom pexvme

Kpome Toro, Ha akpaHe Advanced (PaclumpeHHble) oTo6paxaeTcs
cneaywowasi MHopmauus o NPorpaMMHOM 06ECreYeHNn:

Bepcusa npunoxeHus
Bepcusa nonb3oBaTenbCKoro nHTepdelica
Bepcusa agpa

Bepcuss FPGA (Field Programmable Gate-Array,
nporpammmpyemasi nosib3oBaTesieM BEHTU/IbHAs MaTpuLa)

M3meHeHMe A3LIKOBOTro napameTpa

MpumeyaHue: A3bIK N0 yMOMYAHUIO AN reHepaTopa
Cardioblate® — English (AHraniickuii).

HaxmunTe KHOMKY Bblbopa si3blka, PacnofOXEHHYHO B HWXKHEN
neBoi Yactn akpaHa Advanced (PacwmpeHHble). Bblbepute
Tpebyemblii A3bIK. 151 NCNONb30BaHNA AOCTYMNHbI ceayoume
A3bIK:

M948371A024 Rev. 1A

English (AHrAnickmia)
German (Hemeukwit)
Spanish (cnaHckuit)
French (®paHuy3ckuii)
Italian (TanbsHcKwin)
Greek (I'peyeckuii)

TexHnyeckoe pykoBoACTBO No reHepaTtopy Cardioblate® 68000 3-23
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nasa 3
MNapameTpbl

CARD OBLATBB) * Advanced

Graph Mode
Application Version X_Y
Deutsch
ensvsh  rface Version 1.66
Epanbl
Pran9al3 >ion A_B
Itaiiano

'sion c D

E\AnvikO

Puc. 3-21. SkpaH n3meHeHua si3bIKOBOTO napameTpa

JononHuUTeNbHbLIE cOegUHEHUSNA

Mpeaynpexaexne: MepudepuiiHoe 06opynoBaHue,
nogcoegmHsaemoe Kk reHeparopy Cardioblate® n nwo6oii cucteme,
chopmypyeMoii reHepaTopoM 1 NoACOeANHEHHBIMU
nepudepuiiHbIMA YCTPOCTBaAMM, AO/MKHO ObITh
cepTUnLLMPOBAHO COrMTacHO COOTBETCTBYIOLLUM

ctaHgaptam IEC (Hanpumep ctaHgapT IEC 950 gns
o6opypoBaHns 06paboTkm AaHHbIX 1 IEC 60601-1 ans
060pya0BaHUA MEeAULIMHCKOro Ha3HayeHus). 3a BbINoSHEHNe
TpebyeMbIX CTaH4APTOB OTBETCTBEHHOCTL HECET /UL,
nopcoeauHsiollee nepudepuitHoe obopyaosaHve. Ecnm
TpebyeTca gononHuTeNbHas nHdopmMaums, obpatntecb B OTaen
TEXHUYECKOTO OBCNYXMBAHUS UM K MECTHOMY MpeaCTaBUTENHO.

Cnepgytoliee coegyHeHne ABSIeTCS A0NONHUTENbHBIM:

Cuctema MOHUTOPUHTa afiekTporpammsel (3rM)

MprMeyaHue: [ns 3TOro AONOMHUTENIBHOTO COEANHEHNS
Tpebyetcsa kabenb M mogenn 05328 kopnopauum Medtronic.

[Ana nofgcoeayHeHVst cucTeMbl MOHUTOpUHIa EGM K reHepatopy ¢
MOMOLLbIO kabenst M BbINONHUTE Creaylolwye AencTBns:

1. PasmecTute MeTa//INYECKMIA pasbem kabens 3MM Tak,
4YTOGbI KpacHas Touka pacnosiaranacb CBEpXy.

3-24 TexHnyeckoe pykoBoACTBO No reHepartopy Cardioblate® 68000
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& Medtronic
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WTa6-kBapTUphbI
EBpona/Adpuka/bnuxHuii BocTok
Medtronic International Trading Sari
Route du Molliau 31

Case Postale 84

CH -1131 Tolochenaz

LBeliuapus

VHTepHeT: www.medtronic.co.uk
Ten.: 41-21-802-7000

®dakc: 41-21-802-7900

EC REP

OduymnanbHbll NpeacTaBuTeNb B
EC

Medtronic B.V.

Earl Bakkenstraat 10

6422 PJ Heerlen

HuaepnaHgbl

Ten.: 31-45-566-8000

dakc: 31-45-566-8668

A3naTcKo-TUXOOKeaHCKNiA pernoH
AnoHna

Medtronic Japan

Comodio Shiodome 5F

2-14-1 Higashi-Shimbashi, Minato-ku
Tokyo 105-0021
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Ten.: 81-3-6430-2011

dakc: 81-3-6430-7140
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97 Waterioo Road

North Ryde NSW 2113
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Ten.: 61-2-9857-9000

dakc: 61-2-9878-5100
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Suite 1602 16/F, Manulife Plaza
The Lee Gardens, 33 Hysan Avenue
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Amepuku

JlaTuHcKaa Amepuka
Medtronic Latin America
3750 NW 87th Avenue
Suite 700

Miami, FL 33178

Ten.: 305-500-9328
dakc: 786-709-4244

KaHnapna

Medtronic of Canada Ltd.
99 Hereford Street
Brampton, Ontario L6Y OR3
KaHaga

Ten.: 905-460-3800

dakc: 905-826-6620

Homep 6ecnnaTHoro TenedOHHOro 3BOHKa:

1-800-268-5346
CWA

Mpoussoantens;

Medtronic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432

CWA

VHTepHeT: www.medtronic.com
Ten.: 763-514-4000

®dakc: 763-391-9100

Homep 6ecnnatHoro TenedOHHOr0 3BOHKa:

1-800-328-2518
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\Oanur npe()cTasnen JOKyMeHT: TeXHUYECKOe pyKOBOACTBO. CucTeMa /19 XUPYpruyeckomn
abnaumm CARDIOBLATE 68000, BbINO/MHEHHbIN Ha pyCCKOM Si3bIKe. ]

[MepeBog wWTamnos]

[WTamn:

B KauyecTBe 3aperucTpMpoBaHHOrO0 roCy4apCTBEHHOro HoTapuyca wrtata MwuHHecoTa
HacTOALWMM YAOCTOBEPSAD, UTO I3TOT [AOKYMEHT $BASETCA BEPHOM M TOYHOW  KOMWeWn
OPUTMHANIBLHOIO AOKyMeHTa. OpUrnHabHbIA JOKYMEHT XPaHUTCA Yy KoMnaHum «MeaTpoHUK,
NHK.»]

Inodnuchbl, 17 nonsa 2014 r.

[LWTamn:

BEOHHW IXKUH NMATTEPCOH

"ocynapcTBEHHbIN HOTapuyc

LLTaT MunHHecoTa

Mos nuueH3ns geicteuTenbHa fo 31 aHBapsa 2019 r.]

Mepesen NacaHos CynTaH MacaHosn4
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r opog Mockaa.

UeTBepToro aBrycra fiBe TbiCAUM YETbIPHAALATOrNO roga.

A, KoHgpywmnHa Jliogmuna BnagMMmpoBHa, BpeMeHHO WCMONHALWas 0653aHHOCTY
HoTapuyca ropoga MOockBbl JlyLWIMKOBOW WpuHblI AHATOMbEBHbI, CBUAETENLCTBYHO
NOA/IMHHOCTb NOANUCK, ceNaHHOM nepeBovnKom racaHoBbIM CynTaHoMm [facaHoBUYeM
B MOEM MPUCYTCTBUN. JIMYHOCTb ero ycTaHog/eHa.

3aperncTtpmupoBaHo B peecTpe 3a Ne Ogy
B3bickaH Tapudg - 100 py6nei
BpeMeHHO ucnosiHawaa 06a3aHHOCTM HoTapum\

Bcero npownTo, NpoHymMepoBaHo n
CKpEeneHo nevaTbio (-a,-0B).

BPWMO HoTapuyca
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Poccuiickas Gefepauys
0 2M1P:1N7 roga,

A Akumos ne6 Bopucosud, HOTapuyc ropoga MOCKBHI,
CBUAEeTeNbCTBYI0 BEPHOCTb KONUK C npejcTasi”Horo mVe

l'opog Mocksa.

<P
3apercTprpoBaHo B pémH

B3bICKaHO roCyAaPCTBEHHON MOLLIHBI (0 TapUddy):
YrnaueHo 3a okasaHue yC/Tyr npaBoBOro M TEXHNYECKOTO XapakTepa;.

Bcero npowsa,Apo™,,B 4

agtTeHonewt _"lantabl’
HoTapuyc
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Appendix to the Technical manual/ MpunoxeH LU iexHNueckomy pykoBoactey M948371A024 R e © CHOUA T/2O
Notary Pubiic
Minnesot: .
Appendix to the Technical manual M948371A024 Rev.A / MyConuntestoniEXplres
MpunoxeHne K TexHn4yeckomy pykosoacTBy M948371A024 Rev.A et
1. HaumeHoBaHue Cuctema ansg xupyprumyeckoin abnauymm Cardioblate Cardioblate 68000 Surgical Ablation System with accessories:
MeAMLUMHCKOTO 68000 ¢ NnpnHaAnexHocTaMU; I. Cardioblate 68000 Surgical Ablation System:
nsgenns/ Name of 1. Cwnctema pgaa  xupyprudeckod  abnaumm 1 Surgical Ablation Generator Cardioblate 68000
medical device Cardioblate 68000: 2. Power cord
1. MeHepaTop gns xmpypruyeckoin abnaynm Cardioblate 3. Remote Control Foot Switch
68000 4. Product documentation
2. lWWHyp nuTaHus Il. Accessories:
3. ANCTaHUMOHHBIA HOXHOW BbIKAKOYaTENb 1 Power cord
4. llokyMeHTauma no NpoayKTy 2. Remote Control Foot Switch
Il. MpuHagnexxHocTn:

1 WHyp nutaHug.
2. AncTaHUMOHHBIA HOXHOW BblK/OYATEND.

2. CsefieHuns o Paspa6oTuuk/ Developer :

npowsBogmTene «MeaTpoHuk MHK.» (Medtronic Inc.), CLUA,

MeLWNLUHCKOTO 710 Medtronic Parkway, Minneapolis MN 55432, USA

nsgenns Tel. (763) 514-4000

(HaMmeHOBaHMU, www.medtronic.com

agpec

MECTOHaXO0XAeHus. Mpounssogutens/ Manufacturer:

no4YTOBbIV agpec. «MeaTpoHuk MHK.» (Medtronic Inc.), CLLA,

TenedoH, agpec 710 Medtronic Parkway, Minneapolis MN 55432, USA

mecTa Tel. (763) 514-4000

npou3BoACTBA) www.medtronic.com >

Information about  ynonHomoueHHbI npeacTaBuTens nponssoauTens / Authorized Representative of Manufacturer:
manufacturer of 000 «MeaTpoHUK», 123317, Poccua, r. Mocksa, MpecHeHckas Ha6., 4. 10,

medical device Ten.: (495) 580-73-77, dakc: (495) 580-73-78, www.medtronic.ru

(name, location FOpuanyeckoe NULO, HA UMS KOTOPOrO MOXET OblTh BblaHO permcTpauuoHHoe ygoctosepenne/ Legal person in
address, mailing whose name may be issued the certificate of registration (name, address, tef, fax, e-mail, website)
address, phone 000 «MepaTpoHnk», 123317, Poccus, r. Mocksa, MpecHeHckas Hab6., g. 10,

number, address Ten.: (495) 580-73-77, thakc: (495) 580-73-78, www.medtronic.ru

MpepocTtaBnsetcsa no Tpe6oaHuio/Provided upon request
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Appendix to the Technical manual/ Mpunoxen>X”~k TexHn4yeckomy pykosogctsy M948371/1024
Apfpeca mecT npousBofcTBa meanymnHckoro nagennsa/ Addresses of the places of production of medical device:

of place of
production)

3. HasHauveHue
MEeLULUHCKOTO
nsgennsal
Prescription ofa
medical device
4, CocTas
MeAULUHCKOTO
nsgenunsal/ The
composition of a
medical device

"MeATPOHUK ADPT" (MEDTRONIC AFT), CWA,

8200 Coral Sea Street, Moundsview, MN 55112, USA
abnayuuum Cardioblate 68000
Bpems

CuctemMa AN XUPYpPruyeckoi

cep,qequﬁ TKaHWu BO

mcnonb3yetTca AnAa

cepaue ¢

abnsaunn

onepauyunu Ha npumMmeHeHNeEM pa,D,VIOLIaCTOTHOVI

SHeprum.
Copfepxumoe XUpypruyeckoi
abnAauum Cardioblate 68000:

Cucrtema Agna xumpypruyeckoin abnaymum Cardioblate 68000 ¢

ynakoBkKwu CUNCTEeMbl ansa

npMHaANEXHOCTAMM:
1 Cwuctema gnsa xupypruuyeckoih abnsayuum Cardioblate
68000:
1. FeHepaTop AN xupypruyeckolh abnAaumm Cardioblate
68000
2. W HYp nutaHuns
3. ANCTAaHUWOHHBINW HOXHOI BblKNOYaATENDb
4. NoKyMeHTauusa no NpofykKTy
Il. MpuHagnexHocTn:
1. WHYyp NnutaHusa.
2. OVCTAaHUWOHHBIA HOXHOW BblKAKYATEND.
KomnaHma «MegTpoHnk WHK.» (Medtronic Inc.), cuwaA,
ABNAACL MPOU3BOAMTENEM MeJUULWMHCKOro m3gnusa «Cucrtema
Cardioblade 68000 c

coobuaerT, uyTo Ha

AN XWPYPruuyeckoi atwnauyum

NnpMHagnexXHoOCTAMMU», HacToAW UM

TeppuTopuu Poccuiickoit degepauunm npu permcrpaynu

BcnencTeun

6yayT

AaHHOTO MeAUULUUNHCKOTO nspgennsa,

MapKeTUHIOBOW NONNTUKMN npoumssoguTens, He
yKasblBaTbCA HOMepa Mofeneil cnegyolwux NO3ULUNNRA:
-«WHYyp nnutaHua 4807»;

- «ANCTAHLUMNOHHBLIA HOXHOIW BblKNOYaTenb 60883x».
B TexHnyeckom pykoBofctee M948371A024 Rev.A HOoMmepa

Mopenemn BbllWeyKa3aHHDbIX nosvumnm He MOoryT 6blTh yAaneHbl

MpepocTtaBnsetcsa no TpebosaHmto/Provided upon request

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

The Cardioblate 68000 Ablation

intended to ablate cardiac tissue during cardiac surgery

Surgical System s

using radiofrequency energy.

Package Contents ofCardioblate 68000 Surgical Ablation
System:
Cardioblate 68000 Surgical Ablation System with
accessories:

I. Cardioblate 68000 Surgical Ablation System:

1. Surgical Ablation Generator Cardioblate 68000

2. Power cord

3. Remote Control Foot Switch

4. Product documentation

Il. Accessories:

1 Power cord

2. Remote Control Foot Switch

USA, a manufacturer of medical device
68000 Ablation with
hereby

Medtronic Inc.

«Cardioblade Surgical System

informs that on the territory of

of the

accessories»

Russian Federation to the registration medical
device, due to the marketing policy of the manufacturer
will not be included the model number of the following
positions:

- «Power cord 4807»;

- «Remote Control Foot Switch 60883».

The model number mentioned above can’t be deleted
from the Technical manual M948371A024 Rev.A as
Technical manual is available in one embodiment for

several countries.
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5. Cnocob6 un
Ycnoeunus
npumeHeHunsa/
Deployment
method and Use
Conditions

B CMNY TOro, 4To TexHU4Yeckoil PyKoBOACTBO BbiMyCKaeTcs B
€eAVWHOM BapuaHTe ANd HEeCKO/IbKUX CTpaH.

Mepep Hayanom akcnayaTtauum Cucrtembl ans
Cardioblate 68000

mcnonb3yemoe unnun

XMpypruueckon aé6nauyuu Hagnexatwnm

obpa3omM 3a3emMnaunTe Bce HaxopAaueeca

B6NN3M nauyumeHTa o6bopyaoBaHue c nutaHuem oT

3NeKTpoceTU. YCTpoWcTBO ANA abnayummn, nofgcoefMHEHHOE K
bopmupyet agns
HU3KUM

pagMoyacTOTHOMY TreHepaTopy, ToKa

npamoii nytp ,K TkKkaHam ¢ CONPOTUBNEHNEM,

BK/lOUasa MUOKapg.
Mpoueypsbl

06yUYeHHbI M

abnauunmn A0 NXHbI BbliMONHATbLCA TONbKO

NONHOCTbIO OCHalW, eHHOW

npoueaypbl
feXypHasa 6puraga cneumanmcToB MO CeplevYHO-COCYAUCTOM

nepcoHanom B

onepauuoOHHOW, a UMEHHO: BO Bpems abnaunn

Xupypruu LONXHa 6bITh HaroToBe Ha cnyuyai

BO3HUWKHOBEHWUA cepaedyHO-COCYyaANCTbIX OCNOXHEeHUM,

Tpe6y|ou4v1x HEeOTNOXHOIFo BMewaTtenbcTBa. YCTpOIZCTBO ansa

abnAaunMmM MoXeT nNnpUMeHATbLCA TONbKO BpadYamMu wunam nopg
KOHTpoOnem Bpaqe|7|, npowegwmnx NOATOTOBKY no
Kapagunoxupyprmmn n nmew u nx onblT B npoeefeHnNn

npoueayp XUPYpPruuyeckoi abnsayumu.

Properly ground all line-powered equipment used on or in
the vicinity of the patient. An ablation device connected to
an RF generator constitutes a direct, low-resistance
current pathway to tissue, including the myocardium.
Ablation procedures should be performed only by trained
personnel in a fully equipped operating room as follows:
An emergency cardiovascular team should be available
during the ablation procedure in case of a cardiovascular
emergency.

The ablation device should be used only by or under the
supervision of physicians trained in cardiac surgery and

experienced in surgical ablation procedures.

KpaTkoe cnpaBo4YHoe pykoBopgcTBo/Quick Reference Guide

MpepocTtaBnsercs no TpebosaHuio/Provided upon request
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6. Mepbl

NPefoCTOPOXHOCTHU

npu npuMeHeHUm/

Precautions
use

for

1. MopcoeAnHNTEe HENTPanbHbIA KOHTAKT.

2. TMOAKNIOUYNTE WHYP NUTAHUS U HOXHOW BblKMOYATENb.
3. YcTaHoBUTe OpoweHne GU3NONOTMUYECKUM PACTBOPOM.
4. Mo 3aBepWeHUN CaMOTEeCTMPOBAHMUSA MNOLCOEANHUTE

ycTpoiicTBa K reHepaTtopy.

Lo Hayana sKcnayaTauuuM CUCTEMbl AN XUPYPruueckoi

abnauun Cardloblate 68000 mnmM noacoeAMHeHMs ycTpohcTBa

ana abnauunn K redHepaTtopy Heo6X0AUMO NMONHOCTbIO

npoynTaTb n /ycBouTb nnTepaTtypy HO

68000

cucrteme ansa

Xupyprunuyeckon abnsumm Cardioblate N ycTpohcTBy

aons abnayun.

f

Mcnonb3yiiTe TONbKO ycTpoicTBa Ana abnauum kKopnopauuu

Medtronic " NnpUHagnexHocTu, peKOMeHAOBaHHbIe
Kopnopauwuei Medtronic. Be3onacHoCTb npMMeHeHUNS c
apyrumm ycTpoicTtBamm ans XUpYyprmuyeckoi abnayunm,
KaTeTepaMW M NPUHAJANEXHOCTAMMN He oleHMBanNach.

PerynapHo ocmaTtpuBanTe n nposepaAliTe Kabenn n
NPpUHaANEXHOCTH MHOTFOKpPaTHOTO nprMeHeHUS. He

I/ICI'IOI1b3yI7ITe NOBTOPHO Kabenwu nnwun nNpMHapgnexXHoOCTH c

npusHakKaMuyu noBpexpgeHusa.

cobno pganTe

ona

npefoOCTOPOXHOCTHU

3Toro cnepytLw ,me Mep bl
yb6eanTecb B OTCYTCTBMMU MNOBPEXAEHUSA M30NAULUN (NOMKOCTb,
TPpeWwmMHbl, NCTOHYEHME, HANNYUNE OTONEHHbIX YYaCTKOB);
3aMeHUTe NOBPEXAEHHbI e MPUHALNEXHOCTHU.

Bo wn3bexaHuWe 0XOros

nagyneHta w” I wnnn nopaxeHunsa ero

ANEKTPUYECKUM TOKOM He KacalTechb OAHOBPEMEHHO
nauwveHTa un BHeLW HeW NOBEPXHOCTWM Kopnyca unun COE‘AI/IHEHI/Iﬁ

reHepaTtopa Cardioblate 68000.

He no3Bonsaite nauneHTy KOHTaKTUpoBaTb C 3a3eM/IEHHbIMMU

MpepocTtaBnsercs no TpebosaHuMto/Provided upon request
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1. Attach the dispersive electrode.

2. I'liig in the power cord and foot switch.

3. Set up saline irrigation.

4. Attach devices to the generator after the self-test is

complete.

Do not attempt to operate the Cardioblate 68000

Surgical Ablation System or connect the ablation device

to the generator prior to completely reading and

understanding the product literature for the Cardioblate
68000 Surgical Ablation System and the ablation device.
ablation devices and Medtronic-

Only use Medtronic

recommended accessories. The safety of use with other

surgical ablation devices, catheters, or accessories has
not been assessed.

Regularly inspect and test reusable cables and
accessories, Do not use any cable or accessory that
appears to be damaged, and take the following
precautions: Inspect for insulation damage, such as
brittleness, cracking, thinning or bare spots. Replace

damaged accessories.

To avoid the risk of electrical shock and/or burns to the
patient, do not touch the patient while touching the outer

housing or <connections on the Cardioblate 68000

generator. Do not allow the patient to come into contact
with grounded metal surfaces during RF energy
delivery.

Electrostatic Discharge (ESD) is the sudden transfer or
discharge of static electricity from one object to another.
Human bodies can create ESD charges of up to 25,000

volts.

Connector pins identified with the ESD warning symbol
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lexunyeckomy pykosoacTts”
MeTannnyecKnmm NMOBEPXHOCTAMMU BO BpemM4
pagnmodYacTOTHON 3HEPTruu.

nogaum

JneKTpoCcTaTUYECKNI paspsaf — 3TO BHe3amnHbll NepeHoc Wau
paspag CTaTUYecKOro 3feKTpuyecTsa OT OAHOro 06bekTa K
apyromy. Teno yenoBeka MOXeT co3fjasaTb
3M1eKTpOCTaTUYECKUA pa3pag HanpsxkeHnem go 25 000 B.

He cnepyeT KacaTbCsi KOHTAKTOB KOHHeKTOpa, 0603HaYeHHbIX
CMMBONOM C npegynpexgeHnem 06 31eKTpoOCTaTUUYECKOM
paspage. SAMPEWAETCHA BbINONHATbL COEAMHEHUA C 3TUMU
KOHHEKTOpamu, ecnu He cobnopatTcs Mepbl no
npefoTBpalleHNto  31eKTPOCTaTUYeckoro  paspsga. Mpwu
nepegaye 3/1eKTPOCTATUYECKOro paspaga Ha OAMH U3 3ITUX
KOHHEKTOPOB reHepaTtop MOXeT 0Tob6pasuTb cooblweHue 06
orHn6ke u npepeaTb nojayy pagMoyacTOTHON 3Hepruum p[o
NoOATBEPXAEHUA U/ UNn yaaneHns 3Toro coobweHuns.

Mepbl NMpPeAoCTOPOXHOCTM BKOYAIOT CleayloLne:

e He [oOnyckaliTe HaKOMNNEeHUs 3MeKTPOCTATUUYECKOTO
3apsga (Hanpumep, KOHAMUWOHUPOBaHWeE "
yBNaXHeHWe BO3[yXa, 3/IeKTPONPOBOAHOE HaMo/bHOE
MOKPbITUE U HECUHTETUYECKAN OfeXAA);

. CHUMuUTE 3apapn C Tena, KOCHYBLNCb Kopnyca
060py,IJ'OBaHVIFI nnun CUCTEMDI, 3a3eM/ieHNnA nnn
KPynHOro Metanain4yeckoro 06bekTa A0 BbINOJTHEHNA
COeaunHEeHNA,;

e coefuHMTEe ceba C MOMOLWbLI0O 3anACTHOrO pemellKka C
obopyf0BaHMEeM WU CUCTEMOW WNM 3a3eMNieHUeM fo
BbIMOMHEHUS COEAUHEHUS.

LJonrocpoyHble 3ahheKTbl 04aroB HeKpo3a, CHOPMUPOBAHHbIX

nyTemM pagnMoyacTOTHON abnsuum, He YCTAHOBJIEHbI. YUTuTe

cnepytouiee;

e [JONTOCPOYHbIE 3 heKThl o0y4aros HeKposa,
pacnosioXeHHbIX N06AM30CTM OT NpPOBOAAWEN CUCTEMBI

MpepoctaBnsieTcs no TpebosaHuMto/Provided upon request
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should not be touched. NO connections should be made
to these connectors unless ESD precautionary

procedures are followed. ESD applied to one of these
connectors may cause the generator to display an error

message and interrupt RE energy delivery until the
message is acknowledged and/or removed.

Precautionary procedures include the following;

. prevent electrostatic charge build-up (eg, air
conditioning, humiditication, conductive floor
coverings, and nonsynthetic clothing);

. discharge one’s body to the frame of the

equipment or system, to earth, or a large metal object
prior to making a contact;

. bond oneself by means of a wrist strap to the
equipment or system, or to earth prior to making a
contact.

The long-term effects of lesions created by RE ablation
have not been established; note the following:

. Any long-term effects of lesions in proximity to
the conductionsystem or coronary vasculature are
unknown.

. The risks/benefits in asymptomatic patients have
not bcenstudied.

Patients undergoing AV node modification orseptal

accessory pathway ablation are at risk for complete AV
blockage: closely monitor AV conduction after RF
energy delivery.

To avoid unintentional burns to the patient during RF
energy delivery, do the following:

Minimize the distance between the dispersive electrode
and the operating field.

Minimize skin-to-skin contact between parts of the
patient's body by covering these areas with dry gauze.
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NN KOPOHapPHbIX COCYyAOB, HE M3BECTHbI;

e pucku / BbITOALI 'y 6ecCUMNTOMHbLIX MNAaLWEHTOB He

n3iyyanunco.

MaumneHTsl, npoxopasuue MOAUGD MKAL W IO

ATPUOBEHTPUKYNAPHOTO y3na nnn abnauunto cenTtanbHOrIO

406aBOYHOr0 MyTW MPOBEAEHWUS, NOABEPXEHbI PUCKY MNONHOMN

aTPUOBEHTPUKYNAPHOI 6noKagbl: nocne AOCTaBKM

pa,qI/IOLIaCTOTHOIz aHeprmun TWaTeNnbHO oTcnexmumBanTe

aAaTPUOBEHTPUKYNAPHOE NpoBefjeHUE.

Bo u3bexaHue HenpegHaAaMEPeHHOro MNPUUYUHEHUA MNaLUEHTY
0XO0roB'' BO Bpems nogauu pagMoyacToTHON aHepruun
BbIMONHANTE CAefytloU,Me peKOMEHAALNN:

ycTaHaBnuBaliTe MUHUMANbHYIO AVCTaHUWIo Mexay

HeVITpa/‘IbeIM KOHTaKTOM U onepaynMoHHbBIM nonem; ceeanTe K

MWHUMYMY KOHTaKT KOXW pa3/iNnydHbIX yaesen Tena nagyuneHTa,

HaKpblB WUX CyXOVI Mapﬂeﬁ; HaKﬂaAbIBaVITe KOHTaKTbl An4a
MOHUTOPUHTA KakK MOXHO Aanblue oT XNpyprnyeckKkunx
KOHTaKTOB, 4UYTOObI YMEHbWNTb O0XOIFM B MECTe HaNO0XeHus

KOHTaKTOB A/l MOHUTOpPWUHTIa; ecnu MCNONb3yeTCcd HECKO/bKO

ycTponcTB ans abnayum, ycTpoicTBa, KOTOpble He

MCNONb3yTCA aKTUBHO, He AONXHblI KacaTbCcsas naumeHTa. Bo

BCeX cnydyaax peKomMmeHAaoyeTCA mcnonb3oBaThb CUCTEMDI

MOHUTOpPMUHTIa, BKAw4Yawuune yCTpOI7ICTBa, orpaHmnyuvBaruwmne

Cnny BblICOKOYaCTOTHOIO ToKa.

FeHepaTop cnocobeH nogasatb pPagnod4acToTHY 3Heprui

6onbwoin mMowHOCTUM. Bo BpemA paboTbl reHepaTopa He

KacalTecb abNALMOHHOINO KOHTaKTa ycTpoicTBa Ansa abnayum,
HeMTPanbHOr0 KOHTAaKTa MM 060MX KOHTAKTOB GMNONSIPHOroO

ycTpolictBa. C6oli B paboTe reHepaTopa MNM pyyHOro 6nokKka

MOXeT npuBecTHU K CNOHTaHHOMY YBEeNUYEHNKO BblXOAHOW

MOLWHOCTMN.

Bo Bpemsda nopayun paAMOHaCTOTHOVI aHeprumn cneagnTte 3a

MpepocTtaBnsetcs no Tpe6osaHuMio/Provided upon request

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

14+ *IfITFIATIWTI

Place monitoring electrodes as far as possible from
surgical electrodes to minimize burns at the site of the
monitoring electrodes.

When wusing multiple ablation devices, remove those

devices not actively in use from patient contact. In all

cases, monitoring systems incorporating high frequency
current-limiting devices are recommended.
significant RF

The generator is capable of delivering

energy. Do not touch the ablation electrode of the
ablation device or the dispersive electrode or both
electrodes on a bipolar device while operating the

generator.

The failure of the generator or hand piece could result in
an unintended increase of output power.
measurement display
high
examine the ablation electrode

Monitor the device
during RF

impedance

impedance

energy delivery. If abnormally

is observed,
for coagulum. If coagulum is present or any irrigation
blocked,

device

is found to be

the

remove coagulum or

the

opening

replace ablation prior to continuing

procedure.

If high impedance is preventing ablation from occurring,
do the following:

check all connections;

check

dispersive electrode (if the monopolar device is in use);

for obvious defects or misapplication of the

if a patient must be repositioned during a procedure,

verify that there is proper contact between the patient
and the dispersive electrode after the patient has been

moved.
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ycTpoiicTBa. Ecnun

ocMoTpuTe

nonem
Habnto gaeTcs

N3MEPEHNA
Heob6blUYHO

mMmnegaHca

BblCOKWI mMmnegaHc,

abnNAUNOHHbIE «KOHTAKTbl Ha nNnpeagmMeT cryctka. Ecnm umeetcsa

CrYyCTOK WAW WppPUTrauuoHHOe O0TBepcTMe 3a610KMpPOBAHO,
yAanuTe Cryctok WAM 3aMeHWUTe YCTPOMNCTBO ANA a6nsauum
npexae, 4eM NPOAONXATbL MPOLEAYPY.

Ecnu BbICOKWIA MMNegaHC MNPensAsTCTBYEr OCYU eCTBAEHMUIO
abnAauumn, BbLINONHWTE cnefayluwMe AeliCTBUS: NPoBepbTe BCE

CoefNnHeHNA; NpoBepbTE Hel7|Tpal1beII7I KOHTaKT Ha npegmer

o4YyeBUAHBbIX ,D,e(*)eKTOB nnn HenpaBMNbHOIN0O HanoXeHnd (ecnn

MCNONb3yeTCss MOHOMNONSIPHOE YCTPOWCTBO); €CAU BO Bpems
npouefypbl nayumeHtTa Heo6X0AMMO MNepemMecTWTb, TO MNochne
ero nepeMeuieHus nposepbTe Hanuuue Hagnexau,ero

KOHTaKTa MeX Ay nauuMmeHTomMm w” HeﬁTpaﬂbelM KOHTaKTOM.

Y HeKOTOpPbIX MNauWeHTOB MOXeT HabnwpgaTbes YHpesMepHO

HU3KUI MMNefaHC MeXAy YycTpoicTBoM Aans a6aauum wu

HeVITpa/‘IbeIM KOHTaKTOM, 4TO npumeBoaunT K

npejoxXpaHUTENbHOMY BblIKAKYEHUIO. MepemMeuw,eHne

paCI‘lOl’IO)KeHHbIﬁ

HeﬁTpaanoro KOHTaKTa Ha y4acCcToOK Tena,

fjanblwe OT ycTpoincTBa, MOXeET yCTpPpaHUTb 3Ty npobnemy.

B03MOXHbI Henonaagkun B pa60Te reHeparTopa, ecnun

9NeKTPOHHbIE CXeMbl WUNWN pa3beMbl BaXHble. Cobniwopgalite

cneaywouive peKoOMeHgaumnm:

He ,qonyCKaﬁTe nonajgaHua N b6bIX XUAKOCTelA wnnam Bnarum B

redHepaTtop, pas3beMbl W” Kabenun; He AEePXUTe XUAKOCTWU Haf

reHepaTopoM; He norpyxaliTe Kabenu B XWULKOCTK.
HOpPManbHOW

Cos3pfaBaeMble BO

aMn

BpemMs IKcnnyataumum

reHepaTtopa MOryT HapywaTb pa6ory fapyroro

obopypoBaHuUA.

OcobeHHOCTYU NpuMeHeHna MU

PagnoyacTtoTHasn aHeprunsa MOXeT oOoKa3aThb HeXenaTtenbHOE

MpepocTtasnsetcs no TpebéosaHuio/Provided upon request
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Some patients may have an abnormaH”Tow"T”~pcdance
between the ablation device and dispersive electrode,

causing a safety shutdown. Moving the dispersive

electrode to a location on the body that is farther from

the device may correct this situation.

Do not obstruct the cooling fan located on the rear of the
generator. Obstruction of the cooling fan could result in
over-heating and device shutdown.

the

The function

electronic circuitry or the connectors are wet;

generator may not correctly if

note the
following:

do not allow any fluid or moisture into the generator or
any connector or cables;

do not hang fluids above the generator;

do not immerse the cables into fluids.

EMI produced by the generator during normal operation

may adversely affect the performance of other

equipment.

Using RF energy near implanted devices
RF energy may adversely affect implanted devices, such
and cardioverter-

as pacemakers implantable

defibrillators (ICDs). To avoid this, do the following:

keep external sources of pacing and defibrillation
available during ablation; deactivate ICD detection
during RF energy delivery; exercise extreme caution
when delivering ablation energy in close proximity to

implanted leads; perform complete implantable device

testing before and after ablation.
Watch Out! To avoid the risk of electric shock product

should only be connected to the mains supply with a
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BO34eliCTBME HAa MMNNAaHTUPOBAHHbLIE YCTPOKCTBA, Hampumep

3MeKTPOKapANOCTUMYNATOP " MMNAAHTUPYEMbIE
KapgunosepTepbl-gedunbpunnatopsl (MKLA).

Bo nsbexaHue 3T0ro cobnopainte cneaywoumne
pekoMeHaaluuu:

BO BpewmA a6I'IﬂLI,I/IVI AEPXWUTEe HarotoBe BHEWHMWE WUCTOYHUKMU

cTuMynsumun  un  aepunbpunndumMm;  BO  BpeMA  Mojauu
pafMoyvacTOTHOI 3Hepruu LeakKTUBUpyiiTe LeTeKuuto
MMMNNaHTUPYEMbLL KapAMoBepTepOB-Ae(MOPUNNATOPOB;
cobnwopgaite 0CobBYyH  OCTOPOXHOCTb  MpMK HaHeceHUn
abNAUNOHHOW 3HEPrMM B HENOCPEACTBEHHOW 6aM30CTM OT
MMNMaHTUPYEMbIX 3/eKTPOAOB; nepejg W mnocne a6bnayuu
BbIMOHANTE MOJIHY0 npoBepKy UMNIAHTUPYEMOTO
yCcTpoicTBa.

OcTopoXHO! Bo nsbexaHune pucka nopaxeHus
3NEeKTPUYECKNUM TOKOM W3fesMe [O/MHKHO MNpPUCOeANHATHCA
TONbKO K CETEeBOMY TMUTaHWIO, UMEKLUemMy 3aliuTHOe

7. Knaccudpukauuns meguunnckoro nsgenus/ Classification of medical device

7.1. Knacc B 3aBUCUMOCTMHN oT noTeHUumnanbHOro pucka NPUMEHEeHNA
MEAWLUUHCKOTrO W3Aenns, B COOTBETCTBMM C HOMEHKNaTypHOW Knaccudukauyueii/
Class depending on the potential risk of a medical device, in accordance with the
nomenclature elassifieation

7.2. Knacc anektpob6esonacHocTu, Jla3epHOn 6e30nmacHOCTM W APYTrUX BULOB
onacHocteli (npu Hanuuuu)/ Class of electrical safety, laser safety, and other types
of hazards (if any)

7,3. Pexxum paGoTel/ Mode of operation

He npumeHumo.
HeT npAmMoOro KoHTakKTa C OpraHu3mMoMm YenoBeka.

8. Bua KOHTaKTa ¢
opraHusmMom uyenoseka/
Patient Contact

9. OonucaHune Cardioblate

cocTounTt K3

Cuctema [Ans XUPypruyeckom abnsumm
MPUHLMUNOB, Ha KOTOpPbIX Mogenun 68000 «kopnopauyuu Medtronic
OCHOBaHa pa60Ta reHepatopa n npunnaraembiXx I'IpVIHa,EI,}'Ie)KHOCTeVI. Cuctema
MpepocTtasnsetcs no Tpe6osaHuio/Provided upon request
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protective earthing,
1:2006/AC:2010

according

26/ 2b

Knacc 1Ttun CF/Class 1Type CF

MpofoNXNTENbHbIN pexunm pa6oTtel/  Continuous
operation
N/A

There is no patient contact.

The Medtronic Cardioblate Surgical Ablation System
Model 68000 consists of a generator and included
accessories. The surgical ablation system is designed to



Appendix to the Technical manual/ MpunoXXeH"<K TEXHUYECKOMY PYKOBOACTBY

MeANLUWNHCKOro U3fenuns, Ana  XUPYypruyeckon abnauyum npefgHasHauyeHa Agns

n ux ocobeHHocTH/ [OCTaBKU  pajMoyacTOTHOW 3HepruMm K BbliGpPaHHbIM

Principles of Operation yuactkam'c nomouwbl ycTpoiicTBa AN XUPYPTUYECKOI

of medical device and abnauyum Cardioblate.

their features B MOHOMONSPHOM peXume TreHepaTop OTCNAEXWUBaeT W
KOHTPONMpPYeT MOLWHOCTb pPajgMoyacTOTHON 3Heprum,
nojaBaeMol K TKAHAM MeXAy YCTPOWCTBOM Ansa abnsyum
W HelTpanbHbIM KOHTAKTOM, W MOAAepXWBaeT ee Ha
npeABapuTeNbHO 3aaHHOM YpOBHe B Te4yeHUe BCEeA
npoueaypbl abnaumum.
B 6MNONAPHOM W YCUNEHHOM OWNONAPHOM pexumax
refiepaTtop oTcneXxuBaeT MMMNeAaHC TKaHel n perynupyert
MOWHOCTb 3HEpPruu, [OCTABAAEMON K TKaHAM MexXay
aKTUBHbIMU KOHTaKTHbIMM 3aXuWMamMu A1 CO34aHUS
TPaHCMYpanbHbIX 04aroBs.
CHATHe 3/1eKTpOrpaMmsl LOCTYMHO TONbKO B
MOHOMONAPHOM peXUMe.

deliver radiofrequency (RF) energy to selected sites via
a Cardioblate surgical ablation device.

In monopolar mode, the generator monitors and controls
the amount of RF energy delivered to the tissue between
the ablation device and the dispersive electrode at a
preselected power setpoint throughout the ablation.

In bipolar and enhanced bipolar modes, the generator
monitors tissue impedance and adjusts the amount of
power delivered to the tissue between the active
electrode Jaws to create transmural lesions.

EGM throughput is available in monopolar mode only.

10. TexHUuYecKoe onucaHne MmeguumHckoro musgenus / Technical Description of medical device

10.1. BapwaHThbl Cuctema gns xupyprudyeckoin abnaumm Cardioblate

ncnonHeHns MW/ 68000 ¢ NPUHAANEXHOCTAMMU:

MD Models/ Versions I. CucTema ana xupypruueckoii a6nauuu Cardioblate
68000:
1. leHepaTop Agnsd xupypruyeckoin abnaynn Cardioblate
68000

2. WHYyp nutaHusa
3. ANCTaHUMUOHHbIA HOXHOM BblIKNOYaTENb
4. JoKyMeHTaUumna no NpoAyKTy

Il. TlpuHagnexHocTun:
1. WHYp nutaHusa
2. AnCTaHUMOHHbBIA HOXHON BbIK/OYATENb
10.2. BosmoxHocTb M CregyrolWwmne nNpuHagIexXHOCTU NOAXOAAT ANA CUCTEMbI

cnocob6bl Ana xupypruyeckoin abnaymmn Cardioblate 68000, HO He
MHTErpupoBaHus C BKJIHOYEHbl B YNaKOBKY:
apyrumm e ycTpolicTBa  Ans XUPYPrmuyeckKon abnaumu

MpepocTtaBnsetcs no TpebosaHuio/Provided upon request

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

Cardioblate 68000 Surgical Ablation System with
accessories:

I. Cardioblate 68000 Surgical Ablation System:

1. Surgical Ablation Generator Cardioblate 68000

2. Power cord

3. Remote Control Foot Switch

4. Product documentation

Il. Accessories:
1. Power cord
2. Remote Control Foot Switch

The following accessories are applicable to the
Cardioblate 68000 Surgical Ablation System but are not
included in the package:

e Medtronic Cardioblate surgical ablation devices
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MeAULUHCKUM U

nagennamu/ The
possibility and ways of
integrating with other
medical devices (device
compatibility)

10.3. KoHcTpykuma wu
BHELWHWN BUA.
thoTorpadus n/nnm
n3obpaxeHune. obwas

anvay

Kopnopauun Medtronic;
MOfeNb 60813 — JJIEKTPOA ANA xmpyprmquKoﬁ
abnaumn Cardioblate;
. Mofenb 60814 — 3neKTpPoOf ANA XUPYPruyeckow

abnsayunm Cardioblate XL;

. MoOfAenb 60831 — ycTponcTBoO ans
xupypruyeckon abnauyunm Cardioblate BP2;

. MofLenb 60841 — yCTpPONCTBO onsa
Xxupyprunuyeckoih abnaumm Cardioblate LP ;

. Mofjenm 49260/49261 — ycTpoiicTBa onsa

n Xupypruyeckon abnauyum Cardioblate Geminin''”»;

. Kopnopauyua Medtronic BbinycTuna nNpPoAyKTHI,
npefHasHa4YeHHble ans Mcnonb3oBaHMs c
reHepatopom Cardioblate 68000 B KauyecTBe

BHelW HeEro yCTpOVICTBa.

MpeaynpexaeHune: BunonapHoe ycTpoincTBO

Cardioblate, mMopaenb 60821, Henb3A MUCNONb30BaTb C
reHepatopom Cardioblate 68000.

MpeaynpeXKgeHWe: WcnonbsyiiTe TONbKO ycTpoiicTBa
ans abnayunn Kopnopayum Medtronic n

NPUHaANEXHOCTH, peKOMeHJOBaHHbBIe Kopnopauwuei
APYTUMM

abnauyun,

Medtronic. Be3onacHOCTb MNPUWMEHeEHUS ¢

ycTpolicTBamm ansa XUPYypPrmyeckom
KaTeTepamMu M NPUHAANEXHOCTAMM He OULeHMBAaNach.
m HeliTpanbHbIW KOHTAKT C NpoBOAsSiW, el KNelkown

NOBeEPXHOCTbI nNnoryajgbto He MeHee 100 cm2 (AoNXeH
cooTBeTCTBOBaTb TpeboBaHusam cTaHpgapTta IEC 60601-2-

2).

m Mopgenb 60889 - gmarHocTtmyeckuin Habop Cardioblate

abnaynn
Ablation

leHepaTop ANA  XUPYpPruveckoin
Cardioblate (68000)/ Surgical
Generator Cardioblate (68000)

MpepoctaBnsieTca no TpeboBaHmto/Provided upon request
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W HYyp nuTaHua
BblKntovyaTenb / Power cord and remote Control
Foot Switch

Model 60813 Cardioblate
Pen

. Model 60814 - Cardioblate Surgical Ablation XL
Pen

. Model 60831 - Cardioblate Surgical Ablation
BP2 Device

. Model 60841 - Cardioblate Surgical Ablation LP
Device

. Models 49260/49261 - Cardioblate Gemini™
Surgical Ablation Devices

. Medtronic released products labeled for use with

the Cardioblate 68000 Generator as an external

device
Caution: cardioblate bipolar deviee. Model 60821,
cannot be used with the Cardioblate 68000 Generator.
Caution: only use Medtronic ablation devices and

Medtronic recommended accessories. The safety of use

with other surgical ablation devices, catheters, or

accessories has not been assessed.

m Dispersive electrode with a conductive adhesive and a
minimum surface area of 100 cm2 (must be compliant
IEC 60601-2-2).

m Model 60889 - Medtronic Cardioblate Diagnostic Kit

with

N AUCTaHLUMNOHHBIA HOXHOW

10



X0 M3 (6nok-cxema)/
besiitn an

appearance, photo
and/or image, the
General Scheme

(flowchart)

leHepaTop gna xupypruyeckoin abnayunm Cardioblate (68000)/ Surgical Ablation Generator Cardioblate (68000)

MpepoctaBnsetcsa no TpeboaHmto/Provided upon request
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Anppendix to tlie Xcclinical maiiLial/ Mpunoxc @IS Fexumneckomy pykonoac ray

[N

. Bezel Light Panel
USB Port

. BorHytas cBeTogMofHaa naHenb
MopTt USB
TpaHCNOpTMPOBOYHAA pyykKa Transport Handle

. KHonka 3auwenkun gucnnesn . Display Release Button

. OKpaH gucnnes . Display Screen

. MaHenb pa3bemMoB TepaneBTUYECKUX YCTPOWUCTB . Therapy Connector Panel

. Oxnaxpgawuwmnii BEHTUNATOP . Cooling Fan

. Optional Device Connector

. AC Power Panel

. PazbeM NS JONONHWUTENbHOrO ycTpoiicTBa

© © N o o A~ W N
© o N o g A~ w N

. MMaHenb NNTaHNA OT CeETU NEPEMEHHOrNo ToKa

MpaBas 6okoBas naHenb/Right Side Panel

(y @
A \ A \'S N o\
/ s © \
1. Pasbem fns 6MNONAPHOro yctpoicTtea NS 1. Bipolar ablation device connector
abnayunn 2. Monopolar ablation device connector
2. Pasbem JNA MOHONONSAPHOro ycTpoicTea fgns 3. Dispersive electrode connector
abnaynn 4. EGM Connection

3. Pasbem ANnA HeATpanbHOro KOHTakKTa
4. MopcoeanHeHne anekTporpammbl (3MM)

JkpaH Oucnnea/Display Screen

MpegocTaenseTca no TpebosaHuto/Provided upon request
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Appendix to the Technical manual/ MpunoXxeHW1AN TEXHUIECKOMY pyKoKoJicxny

G —a— T:SS 0:00

(2>- "W© fitss I'iH'iTil

, n 1 o0
Qy
2. W
@ ol  Wdlewch:
14 _7Z !\LU'
(7) 19 @wm ([P i\i

I. Obuwee BpeMs NCNONb30BAHWUS pagnMoyvyacToThl . Total RF time

|
2. Avcnneil nokasaHWin Tailmepa pagno4vyacToThl 2. RF timer measurement display
3. Ancnnein n3mepeHms mmnegaHca 3. Impedance measurement display
4. Avcnneli nokazaHWn MOLWHOCTM pPagmMoyacTOTHOW 4. RF power measurement display
3Hepruun 5. Message Box
5. OKHO coob6LWweHni 6. RF energy button
6. KHonka nogayn pagnmoy4acTOTHOW 3HeEPrum 7. Bipolar button
7. KHonNKa 6MNonsipHOro pexuma 8. Monopolar button
8. KHONMKa MOHONONAPHOTO pexunma 9. Options
9. MapameTpsl 10. Speaker Volume Level
10. YpoBEeHb FPOMKOCTN AWHAMMWKOB I'l. Audio control
I'l.YnpasneHue 3ByKOM 12. Information button

12. KHonka uHhopmaymn

3agHAs naHenb/Rear panel

MpepocTtasnsetcs no TpeéosaHuio/Provided upon request
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Appendix to the Xechnical manual/ MpunoxeHMET P¥eTinueckoMmy pykonogctn”?

1 BeHTuNAaTOp

2. Knemma Ana 3KBUNOTEHUMANbHOIO 3a3eM/IEHNA

3. Mopt USB

4. PazbeM AN AUCTAHLMOHHOTO HOXHOTO
BblK/IlOYaTENSA

5. Pazbem Ana NOAKAHOYEHUS NUTaHUA

6. MnaBKWii npefoxpaHuTenb

7. Mepekntoyvatens BKJ/1/BbIK/I

Fan

Equipotential ground post

USB Port

Remote control foot switch connector
. Power entry connector

Fuse

ON/OFF Switch

No s e

LUHYp NnuTaHMA M GUCTAHUWOHHBLIA HOXHOWM BblikNtoyaTens / Power cord and remote Control Foot Switch

v "ZA
S*
Y.
10.4. CBepfeHus 0 n3penna noctaBnsaTCA B yrnakoBke c
mapkuposke / Labeling MapKWpPOBKOWA, cofepxalen cnefyrouyto
Information MH(pOpMaLKUIo:
e HauMMeHOBaHWe W HOMep u3Jenusd no
Katanory;

e HOMEp MapTuu;

MpepocTtaBnsetcs no Tpe6osaHmMio/Provided upon request

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

X7

Devices supplied in packaging marked with the
following information:

. device name and catalog number;

. LOT of the product;

. trademark and address of the manufacturer;
. label complies with European Council

14
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e TOproByt Mapky " agpec 93/42 BEC

npeanpuATUA-N3rOTOBUTENS; . date of production and expiry date.
e HoMmep cepTudukaTa EC; . Storage conditions;

e [Jarta NpPowM3BOACTBA U CPOK FOAHOCTHU; . the characteristics of the product.
* YCNOBUS XPaHEHUS; . warning and informing signs

e XapaKTepuUcTUKKU n3fenns
e npegynpeAuTeNbHbIE 7
MH(pOPMaLMOHHbIE HafMUCK U 3HAKU

CumBonbl/Symbols
CooTBeTcTBUE Tpeb6oBaHUAM EC. 3TOT cuMBON 0603Ha4YaeT, YTO YCTPOMCTBO

KE|
MONHOCTbIO COOTBETCTBYET TpeboBaHUAM [upekTuBbl EBponeiickoro coseta
93/42/EEC/ European Conformity. This symbol means that the device fully complies with
European Council Directive 93/42/EEC.
A BHumaHume! CM. MHCTPYKUMIO no akcnayatayuu/ Attention, See Instructions or Use
Homep gns 3akasa/ Reorder Number
[ref’l
CepuliiHbliii Homep Serial Number
1SN 1
rri Mpoussogutens/ Manufacturer
TemnepaTypHbin pexum/ Temperature Limitation
-
A HectepunbHo/ Nonsterile
Copepxumoe/ Content
AN Pexxum atmoedepHoro gasneHus/ Atmospheric Pressure Limitation
Pexxum BnaxHocTtu/ Humidity Limitation
\{'>YA—V
n Data usrotosnenus/ Date of Manufacture
(A

MpepoctaBnsieTca no TpebosaHuMto/Provided upon request
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1>

A

EGM!

(M

Ny

MpumeHeHue no TMHY CF /Type CF Applied Part

HeliTpanbHbIA KOHTAKT, M30/IMPOBaHHbIA OT BbICOKONM YacToTbl 3emnun/ Neutral Electrode
Isolated from Earth High Frcgtie cy

MnacTnHa HeWTpanbHOro KoHTakTa/ Dispersive Electrode Pad

AdnekTporpam ma/l/lectrogram

MoHononapHblii/ Monopolar

bunonapHbiin/ Bipolar

OnacHOCTb: PUCK B3pbiBa MPU UCMO/b30BaHWU B MPUCYTCTBUY
nerkosocnnameHsatowmnxcsa aHectetnkos/ Danger: Risk of explosion ifused in the
presence of tlammable anesthetics
Knaccngpuumupyetcs no pucky NOpaxeHWs 3NeKTPUUYEEKUM TOKOM, BO3FOpaHuUs u
MeXaHWUYeCKUX NOBPEXAEHUA TONbKO B COOTBETCTBMU CO CTaHapTaMu
UL60601-1/CAN/CSA C22.2 No. 601.1/ With Respect To Electric Shock Fire And
Mechanical Hazards Only In Accordanee With UE60601-1/CAN/CSA C22.2 No. 601.1
Mepeyvenb ETL (CLUA / KaHaga). 9TO yCTpPOWCTBO COOTBETCTBYET TPe6OBaHUAM
ctaHgaptoB UL60601, CAN/CSA C22.2 No. 601-IM90 n 1EC60601-2-2/ ETE Listing
(US/CAN) This device meets the requirement of UL60601, CAN/CSA C22.2 No. 601-
IMOOand IEC60601-2-2

HenoHunsnpytouwee nsnyydyeHne/Non-ionizing Radiation

MapKnpoBKa MMaBKOro nNpefoxpaHnTens: 3aMmeHUTe NAaBKUe NpejoXpaHUTenNu,
Kak 0603HayeHo/ Fuse Marking: Replace Fuses as Marked
He yTunuaupyiiTe faHHbIA NPOAYKT BMEETE € HECOPTUPOBAHHbLIM BbITOBLIM

MYCOpPOM. Y TUAN3NPYATe AaHHbIA MPOAYKT B COOTBETCTBUM C TpeGOBaHUAMM

MECTHOTO [eliCTBYHOLEro 3aKoHO4aTeNbCTBa. Y Ka3aHua No yTuamnsaumu

[aHHOro npogykTa cM. no agpecy http://recvclintz.medtronic.com./ Do not dispose of this
product in the unsorted municipal waste stream. Dispose of this product according to
local regulations. See http://recvclinu.medtronic.eom for instructions on proper disposal
of this product.

MpepoctaBnsieTca no TpeboBaHuto/Provided upon request

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

MpepocTtepexXeHue nnm coobweHme 06 owmnbke/ W tirning or Error IVlessagc

CtaHpgapT Kutad RoHS (S.I/T1 1364-2006) (cMMBON KOHTPONS 3arpsisHeHuns
OKpYy>alLleil cpefbl 3MeKTPOHHO-UH(POPMALUOHHBIMYU NPOAYKTaAMU).

MprBeAeHHOE YMC/IO COOTBETCTBYET KOMMYECTBY NIeT, B TEUEHUE KOTOPObIX

MOXHO MONb30BaTbCA MPUOGOPOM, NMPEXAE YEM €ro crefyeT yTUIN3NPOBATb

(cpok akonorm4yeckyn gonyctmmoro npumeHeHnmns)/ China RoHS Standard (SJ/TI 1364-
2006) Electronic Information Products Pollution Control Symbol. The number represents
the years the device can be used before it must be recycled (environmental protection use
period).

OdunuynanbHblin npeacTtaBuTenb B EBponeiickom Cotw3e/ Authorized Representative in the
European Community

Mpumep mapkuposku/Sample of Labeling Information

MpegocTaenseTcs no TpebosaHuto/Provided upon request
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Cardiobiate' GSO00

N3penns NocTaBnsloTCA CO CTUKEPOM, KOTOPbI/ COAEPXUT ClieAyloleto MHhopmayuto:

. Ha3BaHWe M3JeNns Ha PYCCKOM f3bIKE;
. Ha3BaHMe 3aBOfa NPOU3BOAUTENS;

. CTpaHa MPOUCXOXAEHUS;

. kKog UPN (yHuWKanbHbI KOA MPOAYKTA);

MpegocTtasnsetcs no Tpe6osaHuio/Provided upon request
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Appendix to the JTledl1cal manual/ | lpwiokel K LN Tod vMeekoMy BY

MapKnpoBKa Ha ynakoBKe

Xpynkoe. OctopoxHo/ Fragile

Bepeub oT Bnaru/
Keep away from rain

Bepx/

H This way up

Pasmepbl ynakoBku: (LU x B x IN): 69.5 x 29,5 x 48,0 cm / Carton package size: 69.5 x 29.5 x 48.0 em

Physical characteristics:
Dimensions: 55 x 35 x 14 cm (21.8 x 13.8 x 5.5 in)

Accuracy: 0.4 cm

11. OCHOBHbIe Pu3nyeckme XxapakTepucTuKu:

napameTpbl K Pasmepbl: 55 x 35 x 14 cm (21,8 x 13,8 x 5,5 Aoiima)

XapakKTepucTukn Jonycku no pasmepam: 0,4 cm

MpepocTtaBnsetcs no TpebosaHmto/Provided upon request

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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MEeANLUWHCKOIo mnagennsa
(HopMupoOBaHHbIE
TeXHn4yeckKue
XapaKTepucTnuku, Cpok
Ccnyx6bl, CpoK
rogHocTtn)/

The main parameters
and characteristics of
medical device
(rate-based
specifications, shelf-life,
expiration date);

. K
Macca: 9,5 £ 0,5 K'.\r- %21 DYHT)
TpeboBaHUs K NUTaHWto: 100— 240 B nepeMeHHOro
Toka, 270,BA, 50— 60 'y
3alWmnTa NAaBKUMU NPesoOXpaHUTenaMmn: aBa NAaBKUX
npejoxpaHnuTens ¢ 3afepXxkKoi cpabatbiBaHus (250 B,
3,15 A) (o6cnyxuBakTca Nofb3oBaTenem)
P YyHKUNOHaNbHbIe XapaKTePUCTUKM;
3afaHHOe 3HayeHue / npeaen BbIXO4HON MOLWHOCTHU
pagmoyactoTbl (MOHOHONAPHBIA peXum):
OvanaszoH: 1—50 BT
MHKpemeHT: 1BT
lo"pewHocTb: £10 % unn 3 BT, B 3aBUCUMOCTU OT
TOro, 4to 6onbue (MmnegaHc > 30 Om 1 < 400 Om)
MorpewHocTb: 20 % wunm 3 BT, B 3aBUCUMOCTU OT
TOro, 4Yto 6onbwe (umnegaHc <30 Om umnm > 400 Om)

PYKO/QOOM A KUT71y

3ajjlaHHOe 3HayeHue / npeaen BbIXOLHOW MOLWHOCTH
paguno4yactoTbl (6MNONAPHbLIA pexum) Auana3oH: 15—
40 BT(n3meHsAeTCS aBTOMATUYECKN)

MHKpemeHT: 5 BT

MorpewHocTb: 10 % wunm 3 BT, B 3aBUCUMOCTHU OT
TOro, 4Yto 6onbuwe (MmnegaHc > 30 Om 1 <400 Om)
MorpewHocTb; 20 % wunm 2 BT, B 3aBUCUMOCTU OT
TOro, 4to 6onbue (MmnegaHc <30 Om unm > 400 Om)

3ajjaHHOe 3HayeHue / npejen BbIXOLHOW MOLLHOCTH
pagnoyvacToTbl (YCUAEHHbBIA GUNONAPHBIA PEXUM)
Ownana3oH: 15— 55 BT (M3mMeHsieTcA aBTOMATUYECKMN)
MHKkpemeHT; 5— 10 BT, MeHsAeTCA

MorpewHocTtb: 10 % wunm 3 BT, B 3aBUCUMOCTU OT
TOro, 4yto 6onbuwe (MmnegaHc > 30 Om n <400 Om)
MorpewHocTb; 20 % wnu 2 BT, B 3aBUCMMOCTU OT
TOoro, 4to 6onbwe (MmnegaHc <30 Om unm > 400 Om)

YacToTa BbIXOLHOTO pagnovyacTtoTHOro curHana: 473 £5

MpepoctaBnsieTca no TpebosaHuto/Provided upon request

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

Weight 9.5 = 0.5 kg (21 Ibs)
Power requirement 100 - 240 VAC, 270 VA, 50 - 60 Hz

Fuse protection Two 250 V, 3.15 Amp. slow-blow fuses
(user accessible)

Functional characteristics;

RF power output setpoint/limit(Monopolar Mode):
Range: 1to 50 W

Increment: 1W

Accuracy: £ 10% or 3 W, whichever is

greater (Impedance > 30 F2 and Impedance < 400 Q)

Accuracy: * 20% or 3 W, whichever is greater
(Impedance < 30 or Impedance >400 f2)

RF power output setpoint/limit(Bipolar Mode):

Range: 15to 40 W (automatically varying)

Increment: 5 W

Accuracy: + 10% or 3 W, whichever is greater

(Impedance > 30 F2 and Impedance < 400 f2)
Accuracy: + 20% or 2 W, whichever s greater
(Impedance < 30 Q or Impedance >400 f2)

RF power output setpoint/limit(Enhanced Bipolar Mode):
Range: 15to 55 W (automatically varying)
Increment: 5to 10 W, varying

Accuracy: = 10% or 3 W, whichever is greater
(Impedance > 30 and Impedance < 400 £2)
Accuracy; * 20% or 2 W, whichever is greater

(Impedance < 30 £2 or Impedance >400 £2)

RF power output frequency 473 £ 5 kl Iz

Maximum RF voltage, between electrodes 180 Vrms %
10%

Maximum RF Current 2A + 150 mA
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MaKkcumanbHoe HanpsaXeHWe pagnovyacToOTHOrO cCUrHana
Mexay anektpogamu: 180 B cpeaun. knagp.+1()%
MakcumanbHasa cuia Toka paguodacTtoTsl; 2 A £150 mA

MpepenbHble 3HaYEeHNA MMMeLaHca:

Ovana3oH: 12— 600 Om

VHKpemeHT; 5 Om

MorpewHocTb: £15% pansa gnanasoHa o1 20 go 500 Om
MorpewHocTb: +20 % nam 5 Om (B 3aBUCUMOCTHU OT
TOro, 4to 60nbwe) B AgnanasoHe ot 12 go 20 Om u o7
500 po 600 Om

MpefenbHble 3Ha4YeHWA TaliMepa pagmoyvyacToThl
(MOHOMONAPHBIA pexum):

Ovana3oH: 1cekyHja — 2 MUHYTbI, BKNHOYUTENbHO
MHKpemeHT: 1lcekyHfAa

MorpewHocTb: £1 % unmM 1cekyHpa, B 3aBUCMMOCTU OT
TOro, 4To 60nbLe

MpeaenbHble 3HAYEHUA TaliMepa pajuoyvacToThbl
(6unonapHbIA pexum):

OvanasoH: 2— 40 cekyHp (KOHTpoaupyeTca
aBTOMaTUYECKN)

MpepenbHble 3HaYeHUA TaliMepa pagmoyacToThl
(ycuneHHbIA GUNONSAPHLIA PEXUM)

Ownana3oH: 2— 45 cekyHp (KOHTponupyeTcs
aBTOMaTUyecKu)

WHdopmauma o nporpaMmMHOM 06ecneyeHunm:

Lns reHepaTtopa gng XMpypruyeckon abnaumm
Cardioblate 68000 ncnonb3yetcs nporpammHoe
obecneyeHue, Bepcus 2.32, faTa Bbinycka: 24 aBrycrta
2010 roga.

MpepoctaBnsieTca no TpebosaHmto/Provided upon request
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Impedance limits:

Range: 12 to 600 14

Increment; 5 14

Accuracy: £ 15% for 20 to 500 14

Accuracy: = 20% or 5 14 (whichever is greater) for 12 to
20 14 and 500 to 600 14

RF timer limit (Monopolar Mode):

Range: lsecond to 2 minutes, inclusive
Increment: 1second

Accuracy: £ 1% or 1second, whichever is greater

RF timer limit (Bipolar Mode):
Range: 2 to 40 seconds (automatically controlled)

RF timer limit (Enhanced Bipolar Mode):
Range: 2 to 45 seconds (automatically controlled)

Information about software:

For the generator for the surgical ablation Cardioblate
68000 using software version 2.32, release date: August
24, 2010.

Software safety class - B

Display

Color LCD display for the display of graphs, system data,
and user input.

Display size 10.4” (26.42 cm)

Resolution 640 x 480

Default Settings:

RF power Monopolar mode:

25 W Bipolar mode: NA
Impedance (Monopolar Mode):
Maximum: 50014 Minimum: 1214
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Knacc 6e3onacHoCTM nporpamMmMHOro obecneydyeHus B

Auncnneii

LiBeTHOMW gucnnein gna BocnpownsBefeHNA rpaumkKos,
CUCTEMHONW MHDOPMALUM M NONb30BATENbCKUX AAHHDbIX.
Pasmep agucnnena; 10,4 goimoB (26,42 cm)

Pa3speweHune 640 x 480

HacTpoliki no ymon4aHuto
MoWwWHOCTL pagmoyacTOoThl:
MoHononApHbIA pexum: 25 BT
BunonAapHbl i pexum: He npumMeHnmo
MmnegaHc (MOHOMNONSAPHbBIA pPeXUM)
500 Om

12 Om

MakcumanbHO:
MuWuHuManbHO:
MmnegaHc (BUNONAPHBIA pexum)
500 Om

12 Om

MakcumManbHO:
MuWHuManbHO:
Tanimep pagmovyacToTbl MOHOMNONSAPHBLIA pexum: 2

MWHYTbI

Ycnosua skcnnyataynm/
Xpanennsa/TpaHcmop| nposanmns:
Pabouyas TemnepaTypa U BNaXHOCTb:

10-40 °C, 80 % oTHOCUTENbHAN BAAXHOCTb.

TemnepaTypa M BAaXHOCTb Npu xpaHeHuwn /
TPaHCNOPTUPOBKE:
oT -40°C pgo +66°C, oT 5% fo 95% OTHOCUK TenbHasa
BNaXHOCTb.

NaBneHne okpyxatuweih cpeabl: oT 50 kllago 106 klla

Pasbembl Ha 3aHen nanenu

Pasbem ana noakKnw4yYeHNMA nnTaHuAa c

npefjoxpaHMTenAMM: 3-KOHTAKTHbIW rHe340BOM pas3bem

MpepocTaenseTca no TpeéosaHuto/Provided upon request
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Impedance (I3ipolar Mode):
Maximum: 500 Q Minimum:

12 Q

RF timer Monopolar mode; 2 minutes

Operation / storage / transport conditions:
Operating temperature and humidity:

10 to 40°C, 80% relative humidity
Storage/shipping temperature and humidity
-40°C to +66°C, from 5%
humidity.

from to 95% relative

Ambient pressure: from 50 kPa to 106 kPa

Rear panel connectors

Fused power connector: 3-prong fused mains (AC) power
receptacle

Ground post: Equipotential ground post

control foot switch connector: Lemo

Remote 3-pin

receptacle

Side panel connectors

Dispersive electrode: 2-pin return electrode
Cardioblate monopolar ablation device: 10-pin Lemo
Cardioblate bipolar ablation device; 16-pin Lemo

LGM connector: 4-pin Lemo receptacle

Safety information
ILC 60601-1, Class 1, Type CF,
- IPXO, no sterilization, equipment not suitable for use in

Ingress Protection Rating

the presence of a flammable anaesthetic mixture with air.
oxygen, or nitrous oxide, continuous operation.
UL 60601-1: With respect to electrical shock,
in accordance with UL 60601-

fire, and

mechanical hazards, only

1
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Appendix to the Technical manual/ MpunnoxeHas r.

ceTun
KnemMmma

C MNpeAoOXpaHUTeNnsMu A0S NUTaHUa  OT
nepeMeHHOro Toka. Knemma Ans 3a3eMneHus:
AN 9KBUMOTEHLNANbHOTO 3a3eMNEeHUs

Pa3beM AN AWCTAHLMOHHOIO HOXHOTO BbiKNOYATENA:
3-KOHTaKTHbI/ THEe3/0BOi pa3beM Lemo

PaB'beMbI*)Ha 60KOBOW NaHenu

HelTpanbHbIl KOHTAKT: 2-KOHTaKTHbI BO3BPATHbIA
KOHTaKT

MoHononsapHoe ycTpolictBo gns abnaunm Cardioblate:
10-KOHTaKTHbIA pasbem Lemo

bunonapHoe yctpoiicTBo ansa abnaunm Cardioblate: 16-
KOHTaKTHbI pa3bem Lemo

Pa3bem anekTporpaMmbl (3TM): 4-KOHTAKTHbI
rHe3foBol pa3bem Lemo

MHhopmauns o mepax 6e30MacHOCTH
YcTpolicTBo (cooTBeTcTBYtoULee cTaHaapTy IEC 60601-
1, knacc I, Tun CF, knacc 3awuthbl, NpegocTaBasemMoi

o6onoykoih - IPX0, He MNoOANEXWUT CTeEpUNMU3aLnmun) He
npefHasHayeHo fAN18 WUCMNONb30BAHMA B TMNPUCYTCTBUMU
OrHeomnacHoMm cMecu aHecteTuka C BO34YXOM,
Kucnopogom UAM  3aKWCblo a3oTa, a TakXxe Ang

HenpepbiBHON paboThl.

UL 60601-1: Knaccuduumpyetca no pUcKy MopaxeHUs
3NeKTPUYECKUM TOKOM, BO3FOpaHuWs W MexaHWYecKux
NOBpPeXAeHUW TONbKO B COOTBETCTBMM CO CTaHAApPTOM
UL 60601-1.

ANCTaHUMOHHbIA HOXHOW BbIK/OYaTEb
Pa3smepbl: 13,0 x 15,0 x 5,0 cm (5 x 6 x 2 atoiima)
Jonyck no pasmepam: 0,3 cm

OnuHa kabenqa: 4,72 + 0,30 m (15,4 yTa)
Macca: 645 + 150 r {1,42 dyHTa)
Pa3beM: 3-KOHTaKTHbI/ pa3bem Lemo

MpepocTtaBnsetcs no TpebosaHmio/Provided upon request

Remote eontrol foot switch

Dimensions 13.0 x 15.0 x 5.0 cm (5 x 6 x 2 in)
Accuracy: 0.3 cm

Cable length 4.72 £ 0.30 m (15.4 ft)

Weight 645 + 150 g (1.421bs)

Connector 3-pin Lemo

Pressing force on the foot switch - 4.5 kg

Environmental conditions: IP 68, water resistant

Power cord

Power cord weight: 0.4 kg + 0.1 kg.

Power cord length: 25 m + 0.2 m

Connectors 3-pin hospital-grade safety plug
Power cord insulation: Polyvinyl chloride (PVC)
Outer diameter: 2.40 mm

Output Power Diagrams

The following diagrams show the output power versus
load impedance at three power setpoints: 25 W, 50 W,
and 100 W at cold and warm operating temperatures.

The generator was tested at fixed impedances using
noninductive resistors.

4+ too W
" 60w

A row

Load (OHMS)
Monopolar Eoad Curves
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Appendix to the Technical manual/ MpunoxeH

Ycunne HaaTus Ha HOXHOW BblKNKOYaTeNb —a .5 Kr

YcnoBusa okpyxatuwein cpegbl: IP 68,

BOJOHEMPOHMUL AEM bl i

LW Hyp nntaHusa

Macca witypa nutaHusa: 0,4 kr £ 0,1 KL,

AnnHa wHypa nutaHua: 2,5 m = 0,2 ™

PasbeMbl: 3-WTbIPpbKOBbI/ MpPeAOXpPaHUTENbHbIWN pa3bem
ANA MEAULUMHCKUX YUypexXpeHu

M3onauma wHypa nutaHua: MonusuHunxnopug (PVC)

BHewHWn guametp: 2,40 mMm

Cxembl BbIXO,qHOﬁ MOLLHOCTMN

Ha cnegylownx cxemax nokasxaHa BblXoAaHas
MOWHOCTb B 3aBUCUMOCTW OT MMNegaHca Harpyskuy npu
Tpex 3affiaHHbIX 3HaYeHMAX MowHocTU: 25 BT, 50 BT 1
100 BT npu npoxnajgHblX U Tennblx paboumnx
TemnepaTypax. FeHepaTop abnauuum npoxogun
ncnblTaHme NpY GUKCUPOBAHHbBIX 3HaAaYeHUAX
MMnegaHca ¢ MCNONb30BaHWEM 6e3MHAYKLUMWOHHBIX

pesnucTopos.

—— 10w
cme SO W
~t PAVW

Harpyska (Om)

KpuBble Harpy3km B MOHOMONSAPHOM peXuMe

MpepocTtasnsercs no TpebosaHmio/Provided upon request
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Load (OHMS)

Bipolar Load Curves

'A25 atari
-¢-50 ohms
-»-1000hms
-w 'ZI)Ohms
~»~3Dohms

""500 Ohms
e G]:bhms

— TOOOhms

20 25 30 35 40 45 50
Power Setting (W)

Voltage Curve
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12. Tpe6oBaHusA

6esonacHocTu (BKN4as
MeTO[bl " cpefcTBa
3alW uThbl) / Security

requirements
(including methods and
remedies)

KOMY pyKoBOAXC'Toy

S

g 6

2 o)/ﬂ, S
17/ e it e ifc |Irm—n»A ..... A A A A “ A" A A A A A
i

Harpy3ska (Om>

KpuBble HAarpy3ku B 6UNONSAPHOM pexume

JinR
o QOMis
MAT«
DO Oh-ns
®
@aHs
@ Qves
®

0 ¥ 2 B N B M 85 N
HAcTpoRxs Mowmoc T (BY)

Kpupaa Hanpsxenns

Jlntepatypa no NpoaykKTy
Ll,o Ha4dana aKcnayatayumm cuctembl gnAa xmpyprmquKoV]

abnauunn Cardioblate 68000 nnun nogcoefuHeHNs

ycTpoicTtBa fANnA abnauum K reHepatopy Heob6xogumo

NONMHOCTbIO MNpoYMTaTb M MNOHATb WHGOPMaLMIO MO

cucteme ANS  xupypruyeckoinn abnaumum Cardioblate

68000 n ycTpoWcTBY ANA abnsayuu.
COoBMECTUMOCTb CUCTEMBI

Mcnonb3yiiTe TONbKO ycTpoicTBa ans abnayunn

MpepocTtaBnsetcs no TpebosaHuio/Provided upon request
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Product literature
Do not attempt to operate the Cardioblate 68000 Surgical

Ablation System or connect the ablation device to the

generator prior to completely reading and understanding
the product literature for the Cardioblate 68000 Surgical

Ablation System and the ablation device.

System compatibility

Only use Medtronic ablation devices and Medtronic-
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JHUolLL [N T<
Kopnopauum Medtronic " NPpUHaANEXHOCTH,
pPeKOMEHLOBaHHbIE Koprnopayuei Medtronic.
be3onacHOCTb MPUMEHEHUA C LPYrMMU YCTpPOMNCTBAMM
ans XUPYPruyeckol abnauuu, KaTeTepamu n
NPUHALNEXHOCTAMU He OLeHWBanach.
YcTpoicTBa 04HOPA30BOr0 NPUMEHEHUS

YcTpoiicTBa Ana abnauuum kopnopauum Medtronic,
npefHa3HayeHHble AN MCMNO/Mb30BaHUA C  3TUM
reHepaTopom, nokKasaHbl ans 0lHOPa30BOro
npumeHeHus. [eHepatop Cardioblate 68000 wmeerT
hYHKLMIO, npefoTBparyatoLLyto NoBTOPHOE
MCNONb30BaHUE  YCTPOWCTB  Afs XUPpYpruyeckoin
abnsyunm.

MpuHagnexHocTn

PerynapHo ocmaTpuBaiiTe W npoBepsainTe Kabenun wu

MPUHagNeXHOCTU MHOTOKPaTHOro MpuMeHeHus. He
MCNonb3yinTe NOBTOPHO Kabenu uau NpUHaANeXHOCTU C
npu3Hakamu noBpexpaeHus. [Ana astoro cob6nogainte
cneAylorume Mmepbl NPesoCcTOPOXHOCTH:

y6eauTecb B OTCYTCTBMM MOBPEXAEHUS  U30NALUN
(nomKocCTb, TPeUnHbI, NCTOHYEHMUE, Hanuune
OTOMIEHHbIX  YYaCTKOB); 3aMeHUTe TMOBPEeXAEeHHbIe
MPUHAANEXHOCTH.

MopaxeHne 3/IEKTPNUYECKUM TOKOM U / NN 0XOTU

Bo u3bexaHue 0XOroB nauumeHTa ¥ / UAM NOpPaxeHUs
ero 3NEeKTPUYECKUM TOKOM He KacanTtech
OLHOBPEMEHHO MauMeHTa W BHELWHER MNOBEPXHOCTH
Kopnyca wnanm coeanHeHunii reHepaTtopa Cardioblate
68000. He no3BonsAinTe NauuWeHTy KOHTaKTMpOBaTb C

3a3eMJIEHHBIMY  MeTanMYecKMMi MOBEPXHOCTAMMU BO
BpeMs nojayu pagumoyvyacToOTHOW SHEpPruu.
JnekTpocTaTMUecKUit  pa3psag - 3TO  BHE3aMHbIN

nepeHoc wam pas3pAapg CtatTn4eckKoro 3/1eKTpuyectea OT

MpepocTasnsieTcs no TpebosaHuto/Provided upon request
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recommended accessories. The safety of use with other
surgical ablation devices, catheters, or accessories has not

been assessed.

Single Use Devices

Medtronic ablation devices designed for use with this
generator are intended for single-time wuse. The
Cardioblate 68000 Generator has functionality to prevent
the reuse of the surgical ablation devices.

Accessories

Regularly inspect and test reusable cables and
accessories. Do not use any cable or accessory that
appears to be damaged, and take the following
precautions:

Inspect for insulation damage such as brittleness.

cracking, thinning or bare spots.
Replace damaged accessories.

Electrical shock and/or burns

To avoid the risk of electrical shock and/or burns to the
patient, do not touch the patient while touching the outer
housing or connections on the Cardioblate 68000
generator. Do not allow the patient to come into contact
with grounded metal surfaces during RF energy delivery.

Electrostatic Discharge (ESD) is the sudden transfer or
discharge of static electricity from one object to another.
Human bodies can create ESD charges of up to 25,000
volts.

Connector pins identified with the ESD warning symbol
should not be touched. NO connections should be made
to these connectors unless ESD precautionary procedures
are followed. ESD applied to one of these connectors may
cause the generator to display an error message and
interrupt RF energy delivery until the message is [
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OXllumectkomy PYKOHCVItI-IHy
oAgHOTO 06beKkTa K apyromy. Teno 4enoBeka MOXET

co3faBaTb 3MeKTpPOCTaTUUYECKUW pas3pag HanpsKeHuem
fo 25 000 B.

He cnegyeT  KacaTbCfd  KOHTAKTOB  KOHHEKTOpa,
0603HaYeHHbIX CUMBOIOM C npegynpexpeHuem o6
9N1eKTPOCTaTUYECKOM paspsge, 3anpeujaeTcs

BbIMO/THATL COEAWHEHNA C 3TUMU KOHHEKTOpPamMu, ecnu

He co6GniwopgalTca  Mepbl N0 NpegoTBpalleHuto
9N1eKTPOCTATUYECKOTO paspsja. Mpu nepepauve
9NeKTpoCTaTMUEeKoro paspsaga Ha OAWH W3  3TUX

KOH'HEKTOpPOB reHepaTop MOXeT 0To6pa3nTb coobugeHue
06 owwunbke W nmnpepeaTb Nojavyy pajMo4acTOTHON
3Heprun [0 NOATBEPXAEHMS W [ WAWM y[aneHuWs 3TOro
coobueHuns.

Puckun, o6ycnoBneHHble abNsALNOHHON Tepanueii
Ouarm Hekposa

JonrocpoyHsble apdekTbl o4yaros HeKpo3a,
eopMUPOBAHHBIX NYTEM PagnoyvyacTOTHON abnaunu, He
YCTaHOBNEHbl. YUTuTe cCneaytolyee:

LONTOCPOYHbIE 3 heKThI oyaros HeKpo3a,
pacnofoXeHHbIX N06AN30CTM OT MPOBOAALLEA CUCTEMBI
MM KOPOHAapHbIX COCYA0B, HEU3BECTHbI;
puck/nonb3za 'y 6eCCMMNTOMHbBIX
M3y4yanunco.

nauneHToB HE

Moagndpukauna atpuoBeHTpukynsapHoro (AB) ysna

nnn  abnAuma  centanbHOro Ao06aBOYHOr0 NyTwU
npoBeAeHuns

MauneHThl, npoxoasuine MoguduKaLuio
aTPUOBEHTPUKYNSPHOTO y3na unm abnsayuto
cenTanbHOro 006aBOYHOTO nyTu npoBefeHus,
NoABEepPXeHbl PUCKY MNOMHOW aTPUOBEHTPUKYNAPHOI
6nokagbl. lMoene [OCTaBKW PajMoyacTOTHOW 3Hepruu

MpepocTtasnsetcs no TpebosaHmio/Provided upon request
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T
acknowledged and/or removed.

Ablation Therapy Hazards

Lesions

The long-term effects of lesions created by RF ablation
have not been established; note the following:

any long-term effects of lesions in proximity to the
conduction system or coronary vasculature are unknown;
the risks/beneilts in asymptomatic patients have not been
studied.

Artrioventriciilar (AV) node modification or septal
accessory pathway ablation

Patients undergoing AV node modification or septal
accessory pathway ablation are at risk for complete AV
blockage: closely monitor AV conduction after RF energy
delivery.

Using RF energy near implanted devices

RF energy may adversely affeet implanted devices, such
as pacemakers and implantable cardioverter-defibrillators
(ICDs). To avoid this, do the following:
keep external sources of pacing
available during ablation;

deactivate ICD detection during RF energy delivery;
exereise extreme caution when delivering ablation energy
in close proximity to implanted leads;

perform complete implantable device testing before and
after ablation.

and defibrillation

Electrosurgery near flammable materials

The risk of igniting flammable gases or other materials is
inherent in electrosurgery and cannot be eliminated by
device design. Flammable agents used for cleaning or
disinfecting, or as solvents of adhesives, should be
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TWaTenbHO oTCcnexuBanTe ATPUOBEHTPUKYNAPHOE
nposeaeHue.

MprvMeHeHWe pPaAMOYaACTOTHOW  3HEPrUM  OKOJIO
MMNNaHTUPOBAHHbIX YCTPOICTB

PaguoyactoTHas aHeprus MOXeT OKa3zaThb

HeXenaTtenbHOE BO3,CI,EI7ICTBVIe Ha MUMNAaHTUPOBaHHbIE

yCcTpoWicTBa, Hanpumep 3NeKTPOHHbIN
KapauocTuMynatop 7 MMNAAHTUPYEMbIE
KapauoBepTepbl-AeubpmuanaTopsl (MKao). Bo
n3bexaHue aToro cobnopaite cnepytoume

peKoMeHZauuu: BO BpeMs abnsuuu AepXuTe HarotoBe
BHEWHUE WCTOUYHUKM CTUMYNSUUN U AedUBpunnsyum;

BO BpeMms nogauu pafnmo4yacToOTHOW aHeprum
LeaKTUBUPYNTe neTeKuuto UMNAAHTUPYEMbIX
KapAaunoBepTepoB-Ae(hMOPUNNATOPOB; cobniopaliTe

0COOYH OCTOPOXHOCTb MpPW HaHeCeHWU abNALNOHHOMN
3Heprum B HEeMnocpeACTBEHHON 6n1usocTu oT
MMNNaHTUPYEMbIX 3/1€KTPOAOB; Nepesd M nocne abnsyum
BbINOMHANTE MNOAHYK MNPOBEPKY WUMMNAAHTUPYEMOTO
yCcTpoOncTBa.

DNeKTpPOXNpypruyeckune npouesypbl B NpUCyTCTBUN
roproymx matepuanos

JNeKTpoXMpypruyeckue npouegypbl CONpoBOXAarTCA
HEOTbEM/IEMbIM pPUCKOM BO3ropaHuWs rOpPHYUX T[a30B
uAn Apyrux matepuanoB. KOHCTPYKUMA yCTpPOWCTBa He
Mo3BONAET UCKNOUYUTb 3TN PUCKU. TpU MCNoNb30BaHUN
BOCM/NIAMEHSAWMNXCA CPeACTB  ANA  OUYUCTKU UK
Le3nHdeKUMM uam pacTtBopuTeneil knes HeobXxoguMmo
[OXAAaTbCA WX MCNapeHUs MNpexpe, 4em MpucTynaTtb K
onepauuu c NMPUMEHEHUEM BbICOKUX yacToT.
CyliecTBYeT PUCK CKOMMEHUS BOCNAaMEHSALWMUXCS
pacTBOpOB Noj TenoM nauueHTa, B ero yrnybéneHusax
(Hanpumep nNynok) u nonocTax (HanpuMmep BRaranuuie).

MpepocTtaBnsetcs no TpebosaHuio/Provided upon request
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allowed to evaporate before the application of high
frequency surgery. There is a risk of pooling of
flammable solutions wunder 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 RF surgical equipment should be
used. Attention should be called to the danger of ignition
of endogenous gases. Take precautions to restrict
flammable  materials and substances  from  the
electrosLirgical site. Flammable materials may come in
the following forms:

anesthetics or skin preparation agents;

natural chemicals produced within body cavities;
chemicals originating in surgical drapes or
materials.

other

Unintentional patient burns

To avoid unintentional burns to the patient during RF
energy delivery, do the following:

Minimize the distance between the dispersive electrode
and the operating field.

Minimize skin-to-skin contact between parts of the
patient's body by covering these areas with dry gauze.
Place monitoring electrodes as far as possible from
surgical electrodes to minimize burns at the site of the
monitoring electrodes.

When using multiple ablation devices,
devices not actively in use from patient contact.
cases, monitoring systems incorporating high frequency
current-limiting devices are recommended.

remove those
In all

Handling RF devices during therapy

The generator is capable of delivering significant RF
energy. Do not touch the ablation electrode of the
ablation device or the dispersive electrode or both
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B
‘TexHNYecKoMYy pykoaopc-n
N byl XWAKOCTb, CKOMWBLUYIOCA B 3TUX ob6nactdax,
cnegyet oCcywuTb nepen npuMeHeHne pagno4yactoTHOro
XNpyprnyeckoro 060py,ﬂ,OBaHVIH. H806XO,IJ,VIMO NMOMHUTb
0 pUCKe BO3ropaHMa 3HAOreHHbLIX rasos. lpeanpumMuTe

MepbI npenocTopoXHOCTH, 4YTOo6bI NCKNKOYNTb
HaxoXaeHne Troprynx wmMatepunanoB U BeweCcTB B
ob6nacTu H3IEKTPOXUPYyPrnyeckoro BMELWlaTeNnbCTBA.

FoptounMe MmaTepuanbl MOTYT O6blTb MpefcTaBAeHbl B
cnegytoliem Buae;

AHECTETUKMN UMM CpeAcTBa A5 06paboTKU KOXMU.
Xumuueckue BelleeTBa, BbipaGaTbiBaeMble
eCTECTBEHHbIM MyTeM B MOAOCTAX Tena.

Xnmuueekune BelecTBa, BO3HMKatoLime B

XUPYPrUUYECKUX NPOCTLIHAX WAWM APYTMX MaTepuanax.

HenpegHamepeHHble 0XXOrn nayueHTa

Bo wm3bexaHue HenpegHaAMEpPEHHOr0 MPUUYUHEHUS
MaLMeHTy O0XOrFoB BO BpPeMS MNOJayu pPafnmoyacTOTHOMN
3Hepruu BbIMONHANTE cneAyoUne peKOMEHAALUN:
YcTaHaBNMBailTe MWHUMANbHYK [AUCTaHLUIO Mexay
HeNTpanbHbIM KOHTAKTOM M ONepauuorrHbiM MoJseM.
CBeanTe K MUHUMYMY KOHTAKT KOXW pPas3fiMyHbIX
yacTell Tena naumeHTa, HaKpbIB UX CYXON Mapheil.
HaknagbiBaliTe KOHTAKTbl 47151 MOHUTOPUHIA KaK MOXHO
fanblwe  OT  XUPYPrMYECKUX  KOHTAaKTOB,  4TOObI
YMEHbWUTb 0XOrM B MECTE Ha/0XEHUA KOrrTakToB AN

MOHUTOPUHTA.
Ecnm  ncnonb3yetcs  HECKONbKO  YCTPOMCTB  Ans
abnauum, ycTpoiicTBa, KOTOpPble He WCHOMb3YroTcs
aKTUBHO, He [OMKHbI KacaTbcs nauuerrta. Bo Bcex
cnyvyasx  pPeKOMeHAyeTcs  MCMNO/Mb30BaTb  CUCTEMbI
MOHUTOpPWHTA, BK/tOUatolme ycTpoiicTBa,

orpaHnymBarouine cnny BbICOKOYaCTOTHOIO TOKa.

Obpal,eHne ¢ pagmoy4acTOTHbIMUK YCTpPOMCTBaAMU BO

MpegocTtasnsercs no Tpe6osaHuio/Provided upon request
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electrodes on device while operating the

generator.

a bipolar

Equipment failure
The failure of the generator or hand pieee could I'esult in
an unintended increase of output power.

Generator Operation

High impedance

Monitor the deviee impedance measurement display
during RF energy delivei'y. If abnormally high impedance
is observed, examine the ablation electrode for coagulum.
If coagulum is pi‘esent or any indgation opening is found
to be blocked, remove coagulum or I'eplace the ablation
device prior to continuing the procedure.

If high impedanee is preventing ablation from occurring,
do the following;

Check all connections.

Check for obvious defects or misapplication of the
dispersive electrode (ifthe monopolar device is in use).

If a patient must be repositioned during a procedure,
verify that there is proper contaet between the patient and
the dispersive electrode after the patient has been moved.

Low impedance

Some patients may have an abnoi’inally low impedance
between the ablation device and dispei'sive electrode,
causing a safety shutdown. Moving the dispei'sive
electrode to a loeation on the body that is farther from the
device may cori'eet this situation.

Fan
Do not obstruct the cooling fan located on the rear of the
generator. Obstruction of the eooling fan could result in
ovei'-heating and device shutdown.
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BpeMS Tepanum

leHepaTop cnocob6eH MofjaBaTb  pPajnMovYacTOTHYHO
3Hepruntw 60nbwWOR Mow,HOCTU. Bo Bpema paboThl
reHepatopa He KacailTecb abnsiILMOHHOIO KOHTakKTa

ycTpoiicTBa AN abnayuu, HelTpanbHOro KOHTAaKTa WK
060MX KOHTAKTOB GUMNONSPHOTO YCTPOMCTBA.

Co6oin B paboTe o60opyfoBaHus
C6oii B paboTe reHepaTtopa MAM PY4YHOro 610Ka MOXeT
NPUBECTM K CMNOHTAHHOMY YBE/MYEHUID BbIXOAHOM
MOLLHOCTH.

t
Pab6oTa reHepaTopa
BbicOKMiA nmnepaHc
Bo Bpems mogayun pagmMoyacTOTHOW 3Heprum cnegute 3a
noneM M3MepeHMa uMMmMNegaHca YycTpoictBa. Ecaum
HabnwgaeTcs Heo6bIYHO BbICOKU uMnegaHc,
oCMOTpUTe abnAuMOHHbIe KOHTaKTbl Ha npeamMeT
cryctka. Ecnm umeeTcda Cryctok WAM uMppuraumoHHoe
oTBepcTue 3ab610KMpOBaHO, YyAanuTe CrycToK WM
3aMeHNUTe YCTPOWCTBO AN abnsuumm npexpae, uyem
npoAonXaTb npoueaypy. Ecnu BbICOKWIA uMmnefaHc
npensaTCcTBYeT OCYLWeCTBAEHUO abnauun, BbINOAHUTE
cneayouine geicTens:
MpoBepbTe BCe coeaMHeHUsA. MpoBepbTe HeWTpanbHbI

KOHTaKT Ha nNpeaMeT O04YEeBUAHLIX AedeKTOB UK
HeNnpaBUIbLHOTO  HAanoXeHUs  (ecAuM  WUCMonb3yeTcs
MOHOMONAPHOE  YCTPOWCTBO). Ecnu BO  Bpems
npoueaypbl nayueHTa Heo6XOAMMO MepeMecTUTb, TO
nocne ero  nepeMelleHUs  NpPoOBepbTe  Hanuuume
Hadnexalero  KOHTakTa  MeXxay  MalueHToM U
HeliTpanbHbIM KOHTaKTOM.

Hu3knihn nmnegaHc

Y  HeKOoTOpbiX NayMeHTOB  MOXeT HabnwogaTbes

Upe3MepHO HU3KWUIA uMnegaHCc MexXxay YCTPOMNCTBOM Afs

MpepocTtaBnsercs no TpebosaHmio/Provided upon request
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Safety Shutdown Conditions

The generator will perform a safety shutdown to prevent
an unsafe operating condition. During a safety shutdown,
RF energy delivery will stop and will not be initiated
again until the condition that caused the safety shutdown
is resolved.

Alert Messages

An alert message occurs when the generator detects a
problem. An alert message can appear on the screen
either during a lesion, before a lesion, or after a lesion.
Alert messages also include the probable cause and the
recommended corrective action.

If an alert condition occurs with the RF energy ON,

the alert automatically stops the lesion. It turns OFF the

RF energy output to both channels. The simultaneous

lesion abort and alert message comprises the system's

safety shutdown feature.

All system alert messages require some corrective action

by the user.

Some alert messages stay on the LCD screen until the

user clears the causing condition.

There is also an audible alarm for each message.

The following will occur during a safety shutdown:

 RF energy is terminated.

e The generator beeps three times.

« All controls become inactive until the safety shutdown
condition is resolved.

* Blue LEDs turn off

An “alert” message displays on the LCD screen and

remains on until the cause is corrected.
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a6l'|ﬂL|||/||/| n Hel7|Tpal'IbeIM KOHTakKTOM, 4TO nNpuBoanT K
NpefoXpaHUTeNbHOMY BbIKJOYeHUO. [lepemelyeHune
HeilTpanbHOro KOHTaKTa Ha yyacTok Tena,
pacnosioXeHHbIA fanblwe OT YCTPOWCTBA, MOXET
YCTPaHUTb 3Ty Npobiemy.

BeHTunartop

He 3akpbliBalTe oXnaxpaawwui BEHTMNATOP,
pacnonoXeHHble Ha 3ajHeil MmaHenuM reHepartopa
3akpbiTue  oxjlaXkjawuiero BEHTUNATOPA  MOXET
CNYXWTb  MPUYMHOW  MeperpeBa W  BbIKIHYEHUS
yCcTpoOncTBa.

YcnoBua gns npeaoxpaHUTENbHOI0O BblK/TOYEHNA

FeHepaTop BbINONHSAET npefoxpaHuUTeNnbHoe
BbIKMOUYEHWEe, 4YTOGbI  MpefoTBpaTUTb  paboTy B
He6e30nacHbIX YCNOBUSAX. Bo BpeMMS

npefoXpaHUTENbHOTO BbIK/IOUYEHUS nogada PY aHeprum
npekpawiaeTcs UM He HayMHAeTcs [0 YCTpaHeHus ero
MPUYNHBI.

CoobleHns Tpesoru

Coob6uweHne TpeBorM BO3HWKAET, KoOrga reHepaTop
o6HapyxwunBaeT npob6nemy. Coobu,eHne TPeBOrM MOXET
BBIBOAUTLCA Ha 3KpaH BO BpemMsa A0 WAM MNochne
hopmupoBaHus o4vara abnAumm. B coobueHunax
TPEBOrM TaKXe YyKa3biBaeTcA BepoATHas MNpUYuHaA W
peKoMeHAYeMOe KOppeKTupytoliee geicTBume.

Ecnn ycnoBue cpabaTbiBaHMSA TPeBOrM BO3HMKIO BO
BpemMd nogauymu PY aHepruu, TpeBora
aBTOMaTUYeCcKu rnpekpawiaet popmumpoBaHmne oyara.
OHa BbIKNtOYaeT nogauvy PY aHeprum Ha oba KaHana.
OpfHOBpeMEHHOe mpekpauieHWe GOPMUPOBAHMA 0vara u
BblBOJ coobuweHns TpeBorm ob6pasyeT (QYHKUMIO
NpefoXPaHUTENbHOTO BbIKKOYEHUS CUCTEMBI.

MpepocTtaBnsetcsa no TpebosaHmio/Provided upon request
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13. TpeboBaHus K
oxpaHe OKpyXXatwLwei
cpeabl NpU MPUMEHEHUN
MEAULMHCKOTO W34enus.
Mopapok
OCYLWWeCcTBAEHUS
YyTUAN3aLNN/YHNUTOXEH
M mn / Requirements
for the protection of the
environment in  the
application of medical
devices. Procedure for
utilization/liquidation
ofMD

14. ¥Ycnosus
akcnnyatayum/

Bce cuctemHble coobuieHus rpcBoi un rpedytoT
HEKOTOPbIX KOPPEKTUPYHLWMNX LeACTBUA CO CTOPOHBI
nofib3oBaTens.

HekoTopble coobuieHns TpeBorn otobpaxatTtcs na XK
3KpaHe [0 Tex Mnop, Nnoka Mnofib30BaTefib He YC'TpaHUT ux

MPUUYNHY.
Kpome roro, fAns Kaxfgoro coo6uieHus nogaetcs
3BYKOBOW CUIHaN TPEBOTMU.

Bo BpeMs NpefoXpaHUTeNbHOTO BbIK/IOUYEHUS

NMPOUCXOAAT clefytowme cobbiTmA:

« [lopaya PY aHeprunm npekpatiaercs.

 [eHepaTop nojaet Tpu rypgka.

« Bce 3/leMeHTHI yrnpaBneHus
HEeaKTUBHbLIMU no ycTpaHeHus
npesoXpaHUTeNbHOTO BbIKAOYEHUS.

e CHVHUe CBETOUHAMNKATOPbLI BbIKAKOYAKTCS.

HekoTopble coobuieHns TpeBorn otobpaxatTca Ha XK

3KpaHe 0 yCTpaHeHUs UX NPUUYUHDI.

Mo OKOHYaHuu cpoka nonesHoli CNYXO0bl

YTUNNU3NPYyinTe cucTemy ans XWPYPruyeckonm

abnsunn Cardioblate mogenn 68000 B COOTBETCTBUMU

¢ Tpe6oBaHMAMU [AelCTBYHOLWEro 3akoHogaTent\cTea

06 oxpaHe OKpyXatuwein cpegbl.

CTaHOBATCA
NMPUYNHDI

YcnoBusa B Ne4ebHOM yUupexaeHuu
O6opyfoBaHne C NUTaHNEM OT 3/1IEKTPOCE3 1

MpepocTaensetca no TpebosaHuto/Provided upon request
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At the end of its useful life, dispose of the Cardioblate
Surgical Ablation System Model 68000 in accordance
with local environmental requirements.

Medical Environment
Line-powered equipment
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Operating conditions:
14.1. TpeboBaHus K
MOHTaXy W ycTaHOBKe /
Assembly and
installation
requirements;

14.2. CsepgeHus o
TEXHUYECKOM
obcnyxwusaHum /
Information about
maintenance;

Hagnexawum o6pa3oM 3a3eMnuTe BCE WCMONMb3yeMoe
UMM Haxopsuwieecs BGMMW3M MauMeHTa 060pyfOBaHuMe C

nMTaHWeM OT 3N1eKTPOCeTU. YcCTpoicTBo abnauywum,
noagcoefguMHeHHoe K PY reHepaTopy, ¢opmupyeTt ans
TOKa npamomn nyTb K TKaHAM c HU3KUM

conpoTmBsieHNeEM, BKAKOYaa MMUOKapa.

Heobxognmbie ycnoBus

Mpoueaypbl abnauuuM AOMKHbI BbINOJHATHCA TO/MbKO
06YUYEeHHbIM MepcoHanoM B MONHOCTbK OCHaleHHOMN
onepawuuMoOHHON, a UMEHHO:

B o"Bpema npoueaypbl abnsumm paexypHaa 6puraga
cneynmanncTtoB N0 CepaevYHO-COCYAUCTOW  XUpyprumu
JOMKHA OblTb HAroToBe Ha CAy4vyall BO3HUKHOBEHMUA
CepheyvyHo-cocyaucTbiX OC/IOXHEHUA, Tpebytowmnx
HEOTNOXHOr0 BMELIATENLCTBA.

YcTpoicTBO ANS abnsumMu MOXeT MPUMEHATbCA TOMbKO
BpayamMu MWAM NOJ KOHTpO/JeM Bpauyei, Npolwenwnx
MOATOTOBKY MO KapAWOXWPYPrunm u UMeWwux onbliT B
npoBefeHUN MpPOLEAYpP XUPYypruyeckon abnayunu.

TemnepaTypa XpaHeHUd reHepartopa

Ecnn reHepaTop XxpaHuacsa npu TemnepaType 60nee
30°C wnm  wmeHee 15°C, nepej MCMNonb3oBaHUeM
NofOXANTEe He MeHee 60 MWUHYT UM NOKa reHepatop He
LOCTUTHET KOMHATHOW Temnepatypbl (B 3aBUCUMOCTHU
OTTOrO, Kakoi cpok 60nblue).

MPOHNUKHOBEHME XULKOCTHU

Bo3MOXHbl Henmonagku B paboTe
3NEKTPOHHbIE  CXeMbl WU  pasbeMmbl
CobntofaiiTe cnegyrouine peKoMmeHgauuu;
He ponyckaiiTe nonagaHus JNo6bIX XUAKOCTEI
BNaru B reHepaTtop, pa3beMbl W Kabenu.

reHepartopa, ecnaun
B/1aXHble€.

nnn

MpegocTtasnsercs no Tpeb6osaHuio/Provided upon request
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Properly ground all line-powered equipment used on or in
the vicinity of the patient. An ablation device connected
to an RF generator constitutes a direct, low-resistance
current pathway to tissue, including the

myocardium.

Necessary environment

Ablation procedures should be performed only by trained
personnel in a fully equipped operating room as follows:
An emergency cardiovascular team should be available
during the ablation procedure in case of a cardiovascular
emergency.

The ablation device should be used only by or under the
supervision of physicians trained in cardiac surgery and
experienced in surgical ablation procedures.

Generator storage temperature

If the generator has been stored at temperatures greater
than 30°C or less than 15°C, allow the generator to reach
room temperature or wait at least 60 minutes before use,
whichever is greater.

Fluid ingress

The generator may not function correctly if the electronic
circuitry or the connectors are wet; note the following:

Do not allow any fluid or moisture into the generator or
any connector or cables.

Do not hang fluids above the generator.

Do not immerse the cables into fluids.

Electromagnetic interference (EMI)
EMI produced by the generator during normal operation

may adversely affect the performance of other equipment.

Replacing the Generator Fuse
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He fepXxute XWAKOCTU Haf reHepaTopom.
He norpyxaite Kabenum B XUAKOCTHK.

OneKTpoMarHnuTHble nomexu (OMIT)
Cos3faBaeMble BO BpeMsi HOPMaNnbHOW 3KcnayaTayuu
reHepatopa 9MIM Mo]yT HapywaTtb paboTy pgpyroro
o6opygoBaHus. [Ona  Nony4YeHus  LOMONHUTENbHbIX
CBEJEHWI CM. MPUMEHUMbIE CTAHAaPThHI.

3amMeHa naBKoOro rnpejoxpaHnTens B reHepartope

B reHepartope Cardioblate YCTaHOBJIEHO ABa
3aMbHsAeMbIX MOMb30BaTe/eM MAAaBKUX MPeAOXPaHUTENs
C 3ajepXxkKoii cpabatbiBaHna (250 B; 3.15 A).

3amMeHa MMaBKOro NpeAoXpaHuUTens.

BbINnONHUTE Clefyolme NUHCTPYKLNNY .

1 BbiTaHuTe asepuy pepxartenA nnaBKUX
npe,qoxpaHMTeneVl.
2. 3aMeHuUTe nnaBkKue npepoxpaHUTenn.
3. Bpasute asepuy pepxartens nnaBKUX
npe,qoxpaHVlTeneVl.
Mraskun

npegoxpaHnTeb
Uncrtka reHepartopa
MpepgynpexpeHue: He YNCTUTE KOMMOHEHTbI

reHepatopa arpeccuBHbIMU pPacTBOPUTENSIMMU, T. K. 9TO
MOXEeT MPUBECTN K NOBPEXAEHUD 060pYyA0BaHMS.

MpeaynpexaeHue: He norpyxaiise KOMMNOHEHTbI B
XWUAKOCTb AN YNCTKMU.
Uuctka KOMMOHEHTOB CUCTEMbl ANS XUpYypruyeckoi

abnsumnm Cardioblate 68000

MpepocTtaBnsetcs no TpebosaHuto/Provided upon request

The Cardioblate Generator has two 250 V 3.15 Amp.
slow-blow fuses that can be replaced in the field.

1. Pull out the door of the fuse housing.
2. Replace the fuses.
3. Push in the door of the fuse housing.

mFuse

Cleaning the Generator

Caution: Do not clean the components of the generator
with aggressive solvents or the equipment may be
damaged.

Caution: Do not immerse the components for cleaning.
Cleaning the Components of the Cardioblate 68000
Surgical Ablation System

1. Clean the generator and its components by wiping
them with a damp cloth. If necessary, use a mild
detergent to remove all visible blood and body fluid
contaminants.

2. Dry all of the components completely.
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15. Cpok
akcnnyatauum  /
expectancy

16. ¥Ycnosus
TPAHCMOPTUPOBAHUSA "
xpaHeHus /[ Conditions
of transportation and
storage

Life

17. TapaHTuUiiHbIE
o6s3aTenbcTBa
Warranty

1 [Ana 4uncTtkwn KOMIMOHEHTOB

npotupante nx
[leo6xogumocTn ypannTb

APYTMX  OGMONOTMYECKMX

MATKOEe YNCTALLee CPeacTBoO.
2. MONHOCTbIO BbICYLINTE BCE KOMMOHEHTHI.

Cpok 3kcnayaTauuy Kak MUHUMYM 5 fieT ¢ jatbl
nMpon3BOACTBA.

reHepatopa u e

BNIAXHOM cangeTkoi. 11lpn
BUAVUMbIE C/ieAbl KPOBU U
XXULKOCTEW  Mcnonb3yiiTe

YcnoBua xpaHeHuA/ TpaHCNOPTUPOBAHUA:
XpaHuTb/TpaHcnopTupoBaTb nNpuM Temnepatype OT -
40°C po +66°C, atmocthepHom pgaBneHum oT 5()klMa go
KO6kMa, BnaxHoctTn oT 5% po 95%. [MpoBoauThb
WHBEHTapM3aumMio 3aK, 4YTO KaTeTepbl MCNOMb3YHTCH
COrfacHoO HafnuMcu «Mcnofib3oBaHWe No» AaTta.

Ecnn reHepaTop XpaHuica npu TemnepaTtype 6onee
30°C wnnm  meHee 15°C, nepef UCMNO/Ib30BaHWEM
nofoXANTe He MeHee 60 MUHYT WU NOKa reHepatop He
LOCTUTHET KOMHATHOW Temnepatypbl (B 3aBUCUMOCTHU
OT TOro, Kakol cpok 6onbluie).

Heobxogumo cobnopatb OCTOPOXHOCTb npu
TPaHCNOPTUPOBKE YCTPOWNCTB.

Y nakoBaHHble npeanpuUATUEM-N3TOTOBUTENEM
ycTpolicTBa TPAHCNOPTUPYIOTCA  BCEMM  BUAAMMU
TpaHcnopTa B KPbITbIX TPAHCNOPTHbLIX CpeAcTBax B
COOTBETCTBME C NpaBuiaMun NepeBo3KW rPys30B..
OrpaHunyeHHas rapaHTus Ha reHepatop mogenu 68000
A. B cooTBeTcTBMM C HacTosuweir OTPAHUYEHHOW
FTAPAHTUMEW nokynaTenio reHepaTopa Cardioblate
mogenn 68000 kopnopauwuu Medtronic, nMmeHyemoro B
panbHelwem «O6opyaoBaHue», alOTCA 3aBEpPeHUs, 4To
B CNy4yae, eCin B TeyeHWe OAHOrO0 rofa, HaumHas c gathbl
[OCTaBKM 060pyLOBaHMUA MOKynaTefto, OHO MepecTaHeT

pa6oTaTb B Mpefenax HOPManbHbIX [AOMYCKOB W3-3a

MpepocTaBnsetca no tpe6oBaHuto/Provided upon request
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Expectancy life is at least 5 years from the date of
manufacture.

Storage and transportation conditions:

Store/ transportation temperature from -40°C to +66°C,
atmospheric pressure from 50 kPa to 106 kPa, humidity
from 5% to 95%. Rotate inventory so that catheters are
used according to labeled “use by” date.

If the generator has been stored at temperatures greater
than 30°C or less than 15°C, allow the generator to reach
room temperature or wait at least 60 minutes before use,
whichever is greater.

Care should be taken when transporting the devices.
Packed by the manufacturer devices are transported by all
modes of transport in closed vehicles in accordance with
the rules of carriage of goods, operating in each mode of
transport.

Limited Warranty for the Model 68000 Generator

A. This LIMITED WARRANTY provides the following
assurance to the purchaser of the Medtronic®
Cardioblate® Model 68000 generator, hereafter referred
to as the “Equipment,” that should the Equipment fail to
function within normal tolerances due to a defect in
materials or workmanship within a period of one year,
commencing with the delivery of the Equipment to
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nedekTa mMaTepuanos unu HeKayeCTBEHHOTO
M3roToBnaeHUsA, To Kopnopauus Medtronic no csoemy
YCMOTPEHUIO:

(@) BbIMOMNHMT PEMOHT MAM Npou3BeAeT 3aMeHy ntobol
LedeKTHOM yacTtu nnm yacTen Hacrosuiero
O6opypnoBaHuns;

(b) npcaclfcTaBUT NoKynmaTeno KpeguT B pasmepe Lembl
opuruHansHoro O60pyAoBaHWA (HO He BbilE LEHbI

O6opypoBaHna And  3aMeHbl) Ans  npuobpeTeHuns
O6opyaoBaHuNs, NpefHa3HAYeHHOT0 ANA 3aMeHbl, UK
(c) 6ecnnatHo npefocTaBuT (DYHKLMOHANbHO

colloeTaBumMoe obopyfoBaHUe AN 3aMEHbI.

B. UTo6bl MOAYy4YMTb MNpaBa Ha YNOMSHYTble PEMOHT,
3aMeHy WU KPeAWUT, JOMKHbI BbIMOAHATLCA Clejylouwne
YyCNoBUS:

(1) Oo6opypnoBaHue [OMXHO  6bITb  BO3BpaLLEHO
Kopnopauun Medtronic B TeyeHue wectugecatn (60)
AHell nocne o6HapyXeHus gedekta (Kopnopaums
Medtronic no ceoeMy Bbi60pPY MOXeT OTPEMOHTMPOBATh
O6opypoBaHuMe Ha mecTe).

(2) O6opypoBaHMe He AOMKHO PEMOHTMPOBATHLCA WK

N3MeHATbCA KeM-nn6o Kpome cneunanncTos
Kopnopauun Medtronic Kakum-nn6o o6pa3oM, KOTOpbIi
BNUAET, HO MHEHWI CcheumanucTtoB Koprnopauuu
Medtronic, Ha CcTabunbHOCTb W HAf4EXHOCTb €ro
paboTsl.

(3) O6opypoBaHue He [OMKHO WCMNONb30BATbCA He MO
Ha3Ha4YeHUlo, noaBepratbcs HeHagnexalemy

obpaleHnio WM Xe O6bITb MOBPEXAEHO B pe3ynbTaTe
HecyacTHOro cny4as.

C. Hactoawas OIFPAHUWYEHHAA
orpaHuM4ymBaeTCcqd ABHO YKa3blBaeMbIM
4acTHOCTH, Kopnopauus Medtronic He HeceT
OTBETCTBEHHOCTU 3a  nwobble ciyyaiHble nnu
onocpe,qOBaH[lle yObITKW, ABAAKOLWINECA CNeACTBUEM

FTAPAN TWA
ycnosuem. B

MpepocTtaBnsetcs no TpebosaHuio/Provided upon request
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the purchaser, M cdtr”
(a) repair or replaceany defective part or parts ortuc
Equipment;

(b) issue to the purchaser a credit equal to the original
Equipment purchase price (but not to exceed the value of
the replacement Equipment), against the purchase of
replacement Equipment, or (c) provide functionally
comparable replacement

Equipment at no charge.

B. To qualify for this repair, replacement or credit, the
following conditions must be met:

(1) The Equipment must be returned to Medtronic within
sixty (60) days after discovery of the defect (Medtronic
may, at its option, repair the Equipment on site).

(2) The Equipment must not have been repaired or altered
by someone other than Medtronic in any way that, in the
judgment of Medtronic, affects its stability and reliability.
(3) The Equipment must not have been subjected to
misuse, abuse or accident.

C. This LIMITED WARRANTY s limited to its express
term. In particular, Medtronic is not responsible for any
incidental or consequential damages based on any use,
defect or failure of the Equipment, whether the claim is
based on warranty, contract, tort or otherwise.

D. The exclusions and limitations set out above are not
intended to, and should not be construed so as to,
contravene mandatory provisions of applicable law. If
any part or term of this LIMITED WARRANTY is held
by any court of competent

jurisdiction to be illegal, unenforceable or in conflict with
applicable law, the validity of the remaining portion of
the LIMITED WARRANTY shall not be affected, and all
rights and obligations shall be construed and enforced as
ifthis LIMITED WARRANTY did not contain the
particular part or term held to be invalid.
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nwooéoro mcnonb3oBaHuA, nepekTa nnn cbos B

hyHKLWOHMpPOBAHUM OG6GOPYyLOBAaHMUA, HE3aBUCUMO OT

OCHOBaHa nn FapaHTI/II‘/'IHbIX

TOroO, npeteHsnAa Ha

o6s3aTenbCcTBAX, rpax faHckKom

KOHTpPaKTe,
npaBoHapywWeHWN UAN Ha YeM-TNBO Apyrom.

D. BblWeN3N0XXeHHble NCKNIOYEHUA M OFrpaHUUYEeHUs He

MOFyT MNOHMMATbCA nnun MCTONKOBbIBATbCA  TaKum
o6bpasom, 4TO06bI NpPoOTMBOPEUYUTD 06a3aTeNbHbI M
NONOXEHNAM MNPUMeEHSAEeMblX MNpaBoBblXx HopMm. Ecnwu
Kakasa-nnb6o yacTb nnu ycnosue faHHOW
OFPAHMYEHHOW TAPAHTWW npusHaeTca CcyAoMm
KOM'MeTeHTHOW PpUCANKLNM He3aKOHHbIM, He

nMew w nm 3aKOHHOW cunnbl nnun nporueBopedaw nm

NMPUMEHUMbI M ocTanbHasd 4yacTb

OFPAHMWYEHHON
DPUNLNYECKY IO

npaBoBblM
FTAPAHTUN

cuny;

HOpMaMm,

6yaeT cumTaTbCs

BCe npasa n

MMmet wen

ob6asaTenbcTBa 6YAYT TONKOBaTbCA W MPUHYAUTENbHO

obecneymBaTbcA, Kak ecnm 6bl faHHasa
OFrrPAHMYEHHAA4A FAPAHTWA He cofjepxana
OTAENbHbLIX YacTein mnun ycnoBuii, KoTopble Oblan
npM3HaHbl He UMEW W MUMUN 3aKOHHOW CUNbI.
OTKa3 0T rapaHTUM Ha NPUHALNEXHOCTHU.
HecmoTps Ha ToO, 4TO AUCTAHUWMOHHbIN HOXHO

BblKNnto4yaTtenb mMmojgenun 60883,
4807

fLanbHelwem

WHYp nuraHva mMopenun

Kopnopauuu Medtronic, UMEHYeEeMbl e B

«MpoAyKT», 6blNn TUW aTeNbHO

N3roToB/IEHbI n npownn

CKOHCTPYUpPOBaHbI,

npeanpogax Hble WUCMbITAHWSA, CYU, eCTBYET MHOXECTBO

NPMYNUH NO KOTOPbIM MOXET Npous3onTm cbon B paboTe

faHHOTO MpoaykTa. MpuBefeHHble Ha I3TUKeTKax
MpogykTa npejocTepexeHuns cogepxart Gonee
noapo6GHble CcBeAeHUSA N ABNSAKTCA HeoTbeMNneMmoli
yacTblo LaHHOTO OTKA3A 01’ FTAPAHTUWIN.

Medtronic oTka3blBaeTcsa OT

HacToAawmnm Kopnopauwus

MpepgocTtaBnseTca no Tpe6oBaHuw /Provided upon request
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Disclaimer of Warranty for the Accessories
M edtronic® Model 60883
M odels 4807 power cords cable,

“Product,”

Although the remote control

foot switch. hereafter

referred to as have been carefully designed,

manufactured and tested prior to sale, the Product may

fail to perform its intended function satisfactorily for a

variety of reasons. The warnings contained in the Product
labeling provide

more detailed information and are considered an integral
part of the DISCEAIMER OF WARRANTY. Medtronic,
both

M edtronic shall

therefore disclaims all warranties, express and

implied, with respect to the Product. not
damages

Product,

consequential
of the

be liable for any incidental or

caused by any use, defect, or failure

whether the claim is based on warranty, contract, tort or

otherwise.
The exclusions and limitations set out above are not
intended to, and should not be construed so as to

contravene mandatory provisions of applicable law. If

any part or term of the DISCEAIMER OF WARRANTY

is held by any court of competent jurisdiction to be

illegal, unenforceable or in conflict with applicable law,
the validity of the remaining portion of the
DISCLAIMER OF WARRANTY shall not be affected,
and all rights and obligations shall be construed and

if this DISCLAIMER OF WARRANTY did

not contain the particular part or term held to be invalid.

enforced as
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18. TlepeuyeHb
HaluMOHaNbHbIX U
MeXAYHapOH biX
HOPMAaTUBHbIX
JOKYMeHTOB/CTaHAapTOB
, KOTOpPbIM
COOTBETCTBYeET
MeanUMHCKOe nagenne/
The list of national and
international

BCEX rapaHTUHbIX 0643aTeNbCTB, KaK NpAMbIX, Tak WU
onocpefoBaHHbIX, N0  OTHOWEHMUIO K [JaHHOMY
MpoaykTy. Kopnopauwusa Medtronic He HeceT
OTBETCTBEHHOCTHU 3a  ntobble cnyyaiHble nnu
ornocpefoBaHHble Y6bITKW, SBAAKOLIMECA CNEeACTBUEM
nw6boro umcnonb3oBaHua, pedekta wuam  cboa B
(hYHKLMOHUpOBaHWKM [lpoAyKTa, He3aBUMCUMO OT TOro,
0CHOBaHa nm npeTeH3una Ha rapaHTUHbIX
o6a3aTenbcTBAaX, KOHTpakKTe, rpaxgaHckom
npaBoHapyLweHnm nnn Ha  4yemM-nM6o  Apyrom.
BbilWEeN3N0XEeHHbIE WCKIUYEHUS W OrpaHWYeHUs He
mMol'yT NOHMMAaTbCH WAW  UCTONKOBbLIBATbLCA  TakKUM
obpasom, YTO6HI NPOTUBOPEYNTb  06s3aTeNIbHbIM
MONOXEHUAM TMNPUMEHAEMbIX MpaBoOBbIX HOpM. Ecnu
Kakaf-nn6o 4acTb uau ycnosue gaHHoro OTKA3A OT

FTAPAHTUWN npusHaeTcs cyaom KOMMNETEHTHOM
IOPUCOAUKLNMN HE3aKOHHbIM, He MWMEeHLWUM 3aKOHHOW
cunbl nnu npoTuBopeyvawmm KakKum-nn6o
npuMeHdaeMblM MNpPaBOBbLIM HOpPMaMm, OCTanbHad 4acTb

OTKA3A OT TAPAHTUW 6yaeT cuutathca MMetoLLei
IOpUAMYECKYDO Cculy U Bce npaBa M o6fA3aTenbcTBa
6yayT TONKOBATbLCA M NPUHYAUTENbHO obecneymBaTbCs,
Kak ecnn 6bl pgaHHbin OTKA3 OT TFAPALITUN He
coAepXan OTAeNbHbIX YacTeld WAM YCNOBUIA, KOTOpble
6bIMN NPU3HAHbI HE UMEKLWNUMMN 3aKOHHON CUbI.

Knacc I, tun CF, cTaHpgapTHoe o6o0pypoBaHue, He
noanexwuT cTepunusauum, 6GnaronpuaTHas  cpeja,
HeNpepbiBHbIA pexum paboTbl, paboyMe KOMMOHEHTbI
cneunanbHO CNPOEKTMPOBAHbI AN HEMOCPeLCTBEHHOrO
KOHTakTa ¢ cepauem. IEC 60601-1,1EC 60601-1-Am I,
IEC 60601-1-AM 2 .

QneKTpoMarHuTHaa coemectumocTb IEC 60601-1-2.
dnekTpoobopysoBaHne MeAWMLWHCKOrO HaszHavyeHus -
yacTb 2: OnpegeneHHble Tpeb6oBaHWA K 6e30macHOCTU
BbICOKOYACTOTHOrO  XUPypruyeckoro obopyaoBaHus

MpepoctaBnsaeTca no Tpeb6oBaHuo/Provided upon request
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IEC 60601-1, IEC 60601-1-AMI, IEC 6060I-1-AM2
Class I, Type CF, ordinary equipment, no sterilization,
benign environment, continuous mode of operation,
applied part specifically designed for contact directly with
the heart.

IEC 60601-1-2 Electromagnetic compatibility.

IEC 60601-2-2 Medical electrical equipment - Part 2:
Particular requirements for the safety of high-frequency
surgical equipment.
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regulatory
documents/stanclards,
which matches medical
device

IEC 60601-2-2.

dnekTpoobopynoBaHMe MeAWLWHCKOTro Ha3HayeHus -
yactb |: O6une Tpe6oBaHua Kk 6eszonacHoctum - 4,
LononHnTenbHBbI cTaHpaprT; nporpamMmumpyembl e
aneKkTpuyeckne cCuUCTeMbl MELULWHCKOTO Ha3HayeHUs
EN 60601-1-4.

3a3zemMneHHas KOHCTPYKLMWS, cTaHgapTHOe coefWHeHue
UL 60601-1.

CrtaHpgapT FCC (depepanbHad komuccusa csasm CLUA)
ana tpe6osaHmin kK MM [/ IMC FCC, vacTtb 18.

JaHHoe obGopyaoBaHMe YCMEWHO MPOWNO MCMbiTaHWe
Ha cooTBeTcTBMe TpeboBaHMAM AN YCTPOWCTB
MEAULMNHCKOTO Ha3HayeHus - IEC 60601-1-2 [uam EN
yCTpoOMCTBax

60601-1-2, nnm OunpekTuea 06

MeLULUHCKOTO Ha3Ha4yeHuns 93/42/EEC). 3710
TeCTMpOBaHWe YCTAaHOBW/IO, UTO YCTPOWCTBO WUMeeT
LOCTATOUYHYIO 3aWwunTy oT BPEAHbIX nomex,
BO3HMKAK L NX B TUNNYHOM MeAULUHCKOM
yupexpgeHuu. Tem He MeHee, OTCYTCTByeT lapaHTus
TOro, 4YTO B YC/NIOBUAX KOHKPETHOr0 YUYpexpaeHus
MoMexum He BO3HWKHYT. Ecnm 310 o06opypoBaHue

Co34aeT BpeAHble MOMeXW ANs APYFUX YCTPOWUCTB UK
MoABEPXEHO He6naronpuaTHOMY BIMAHUIO  MOMeEX,
reHepupyeMblX ApYruMy ycTpoiicTBaMu, MONb30BaTENIO
cnefyeT MNONbITaTbCA YCTPAHWTb 3TW MOMEXU OAHUM
WM HECKONbKUMU CReayolumMmm cnocobamu:

MepeopueHTUPOBATL WAW W3MEHUTb MECTOMONOXEeHUe

YCTPOMCTB.

YBenununtb pasgensiouee paccTtosiHue Mexnay
ycTpoicTBamu.

lopcoefuHMTs o060OpypnoBaHME K po3eTkam [ApYyroro
KOHTypa.

O6paTuTbCs 3a MNOMOLWbIH K Mpous[loanuTento wuam
TEXHUYECKOMY_ __ CMeuunanucTty, _ BbINONHAKWEMY

MpepocTaBnsieTca no Tpe6oBaHMio/Provided upon request
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cxm uuo CKOVIY pykornogcruy M 948371A024 Re

EN 60601-1-4 Medical electricaT
General requirements for safety - 4. coHl rcr\'
programmable electrical medical systems.

«”dard:
UL 60601-1 Grounded construction, ordinary connection.
I"CC Inait 18 FCC standard for EMI/EMC requirements.

lhis equipment has been tested and found to comply witli
the limits for medical devices to IEC 60601-1-2 [or EN
60601-1-2 or Medical Device Directive 93/42/EEC]. This
testing shows the device provides reasonable protection
against harmful interference in a typical medical
installation. However, there is no guarantee that
interference will not occur in a particular installation. If
this equipment does cause harmful interference to other
devices or is negatively impacted by other devices, the
usei is encouraged to try to correct the interference by
one or more of the following measures;

Reorient or relocate the devices.

Increase the separation between the devices.

Connect the equipment to an outlet on a different circuit.
Consult the manufacturer or field service technician for
help.
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obcnyxuBaHue Ha mecTax.
CtaHpgapT/ Standard
EN ISO 14971:2009

EN 60601-1:2006/AC:2010

EN 6060i-1-2:2007/AC:2010

EN 60601-2-2:2009

EN 60601-1-6:2007/AC:2010

EN 62366:2008

EN 62304:2006/AC:2008

MpegocTtaBnsercs no TpeéosaHuio/Provided upon request
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OnucaHune/ Description

N3genus meguuyuHckue. MprMeHeHUEe MeHEAXMEHTA pUCKa K MEAULMUHCKUM
ngenuam/Medical devices. Application of risk management to medical
devices

JnekTpoannapatypa wMeguuuHckasa. Yacte 1 O6wue TpeboBaHUs Ans
6e30MacHOCTM W OCHOBHbIM paboumm xapakTepucTukam/Medical electrical
equipment. General requirements for basic safety and essential performance
dnekTpoannapatypa wMeguuuHckasa. UYacte 1-2. O6wme TpeboBaHUs K
6a30BOli 6€30MacHOCTM W OCHOBHOI 3KCNAyaTalLWOHHON XapaKTepucTuKe.
JononHsownii cTaHgapT. SNeKTPOMarHUTHas COBMECTUMOCTb. TpeboBaHUSA
n ncnoitaHna/Medical electrical equipment. General requirements for basic
safety and essential performance. Collateral standard. Electromagnetic
compatibility. Requirements and tests

AnnapaTtypa 3fiekTpuyeckas MefuunMHcKas. YacTb 2-2. YacTHble TpeboBaHus
K  6asoBoli 6e3zonacHoCcTH " CYLeCTBEHHbIM XapakTepucTukKam
BbICOKOYACTOTHOW  XWPYpPruyeckom anrwpatypbl M  BbICOKOYACTOTHbIM
xupypruyeckum npucnocobneHmnam/Medical electrical equipment. Particular
requirements for the basic safety and essential performance of high frequency
surgical equipment and high frequency surgical accessories
dnekTpoobopypfoBaHue MefuumHckoe. YacTe 1-6. O6wme TpeboBaHud
6e30MacHOCTM U OCHOBHble paboume XxapaKTepucTuku. [ OMONHAKLWMNA
ctaHgapT. Bo3smoxHocTb wucnonb3oBaHua/Medical electrical equipment.
General requirements for basic safety and essential performance. Collateral
standard. Usability

AnnapaTypa mMeguunHckas. Micnonb3oBaHMe TEXHOMNOTMIA MO NMPUMEHUMOCTM
K MeguuumHckoin annapatype/Medical devices. Application of usability
engineering to medical devices

MporpamMMHble cpefcTBa MeAWLWHCKOTO 060pyA0BaHNA. XXU3HEHHbIA LUK
nporpamMmmHoro npogykta/Medical device software. Software life-cycle
processes
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EN 1SO 13485:2012:AC/2012

EN 980:2008

EN 1041:2008

EN ISO 14155:201 1

»

N3genus mepuuuHckue. CucTeMbl ynpaBjeHUS KayecTBOM. TpeboBaHUA K
perynuposaHuto/Medical Devices. Quality Management Systems.
Requirements for Regulatory Purposes

MeguunHckue npubopbl. [padhuueckne CUMBONBI, UCNOMb3yeMbie Npu
MapKMpoBKe MeguuMHCKMX ycTpoicte/Symbols for use in the labelling of
medical devices

WHpopmayus, noctaBnsiemas M3roTOBUTENEM ans MeANLUHCKUX
npubopos/Information supplied by the manufacturer of medical devices
WcnbiTaHns KNMHUYECKME MeAULNHCKNX n3gennii ans nopae.
YcTaHOBUBLIAACA KnuHuuyeckad npaktumka/Clinical investigation of medical
devices for human subjects. Good clinical practice

19. Cnyx6a pa6oTel ¢ [10 BCem Bomnpocam, BK/KOYas »anobbl Ha NPOAYKLUUIO, Contact for all questions, including complaints,

Knuentamu/ Customer PEMOHT M Texo6cny>XmnBaHue, obpawiarbcsa K repair and service of medical devices the

Service YnonHomoyeHHomMy MpegctaBuTento B Poccniickoii Authorized Representative in Russia:
degepaunn:

00O «MeaATPOHUK»

Medtronic, LLC,

123317, Poccuiickas depepaums, Mocksa, 123317, Moscow, Presnenskaya Naberezhnaya., 10

MpecHeHcKasa HabepexHasa , 10

Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

Ten.: (495) 580-73-77, dakc: (495) 580-73-78, www.medtronic.rii

www.medtronic.ru

MpepocTtaBnsetcs no Tpe6osaHmio/Provided upon request
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Regulatory Affairs Specialist/
Cneyunanuct OThena HOpMaTUBHO-
NpaBoOBOro perynuposaHug

Medtronic Inc. MefgTpoHUK MHK./ Medtronic Inc.

710 Medtronic Parkway

Minneapolis, MN 55432, USA Trcro Name/Vms
Tel: +1 763 514 4000 Signature/Moanuce
g 272017
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[MepeBoa ¢ aHrNMINCKOro A3blKa Ha pyCCKNii A3bIK}

[MepeBog neyaTw, wTamna W Hagnucein Ha AOKYMeHTe «[Ipunod>keHme K TeXHUYECKOMY
pykoBoacTBY M948371A024 Rev.A», nNpeAcTaBNeHHOM Ha aHTIMACKOM MPYCCKOM $si3blKax.}

[WTamn:

«MeaTpoHuK, MHK.» (Medtronic, Inc.)
710, MeaTpoHUK MapKyai,
MwuHHeanonuc, MumHHecoTa 55432,
CLUA

(710 Medtronic Parkway

Minneapolis, MN 55432, USA)
Ten:+1 763 514 4000]

[Hagnvce oT pyku:
Uya Tao}

[LUTamn:

UYA TAO

HoTtapuyc

LLTaT MuHHecoTa

Mos nueH3na feicTBuTenbHa Jo 31 aHBapsa 2022 r.]
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MepeBog faHHOIO TeKCcTa chenaH MHOM, nepeBog4nKoM MamefoBbiM TYMypOM
J>kasaHLuMpoBmyemM Buf Ha XXNTenscTso : M820081864 BbigaH oTheneHnem Y dMCno
CTasponosnbckomy Kpato o1 04.10.2012 roga.

MOAMUCH

Poccuiickaa depepauus
Mopoz Mocksa
LllecToro MmapTa [jBe ThICAYM CEMHAALATOro roga

[ Axkumos [ne6 Bopucosuy, HoTapuyc ropoga MockBbl, CBUAETENbCTBYH NOANMHHOCT b MOANUCK
nepesofuynka Mamegosa Tumypa [d>KaBaHLWWPOBUYA.

Mognuce caenaHa B MOeM MPUCYTCTBUN.

JTnyHoCcTb NognucaBLWero JOKYMeHT yCTaHOoBleHa.

3aperucTpupoBaHo B peecTpe: No noA @)

B3bicKkaHO rocyfapcTBeHHOW nownuHbl (no Tapudy): 100 pyb.
YnnayeHo 3a 0KasaHue ycnyr npaBoBOro U TeXHWYECKOTo xapakTepa.

MOAMUCH

fep6oBas nevyaT b
HoT apuyca r.M ockBbl

Akumosa l .b

Bcero npowHypoBaHo, NPOHYMepPOBaHO
U CKpenneHo nevyaThblo Y1l nuct(a)(os)

HoTapuyc
NMNCb

Poccuiickaa deaepauusi
"opog MockBa
|oro mapTa fiBe Tblesun ceMHafLaToro roga.

0pUCOBUY, HOTapuyc roposa MocKBbl, CBUAETENLCTBYHO
NpescTaBNEHHOIO MHe MepeBoAa.

aHo B peectpe: Ne
rocyapCcTBEHHOW NowWNUHbI (No Tapudy): ~py6. 00 kon.

YnnayeHo 3a okazaHue ycnyr NpaBoBOro M TEXHUYECKOro xapakTepa:
py6. 00 kon.

.. Aknmos

Bcero npowunTo, NMPOHYMEPOBAHO, CKPENJ/eHO
neyaTbto nuct(a) (o B)

HoTapunyc

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



Appendix to the Technical manual/ MpunoxeHne K TexHUYeckoMy pykoBofcTBY M948371A024 Rev.A

1. HaumeHoBaHMe
MeAULMHCKOro
n3genns/ Name of
medical device

2. CsefeHusa o
npoussoguTene
MeAULMHCKOro
n3genns
(HaumeHoBaHW,
agpec
M'eCTOHaX0XAeHWS,
MoYTOBbIA aapec,
TenegoH,aapec
MecTa
MPON3BOACTBA)
Information about
manufacturer of
medical device
(name, location
address, mailing
address, phone
number, address
of place of
production)

3. Ha3HaueHue

Appendix to the Technical manual M948371A024 Rev.A /

[MpunnoxeHue K TexHnyeckoMy pykoBoacTBy M948371A024 Rev.A

Cuctema gns xumpyprudeckoin abnauyum Cardioblate Cardioblate 68000 Surgical Ablation System contains:
68000 B cocTase: 1 Surgical Ablation Generator Cardioblate 68000

1 MeHepaTop Ana Xupyprudeckoin abnsumm Cardioblate 2. Power cord
68000 3. Remote Control Foot Switch
2. LLHyp nuTaHus 4. Operational documentation: Technical Manual
3. ANCTaHLMOHHbIA HOXHOI BbIK/KOYATENb
4. 3KcnnyatauMoHHas [OKYMeHTauus:
PYKOBOACTBO
PaspaboTtunk/ Developer :

«MepaTpoHuK VHK.» (Medtronic Inc.), CLLA,

710 Medtronic Parkway, Minneapolis MN 55432, USA
Tel. (763) 514-4000

www.medtronic.com

TexHunyeckoe

Mpowussogutens/ Manufacturer:

«MepaTtpoHuK NHK.» (Medtronic Inc.), CLUA,

710 Medtronic Parkway, Minneapolis MN 55432, USA

Tel. (763)514-4000

www.medtronic.com

YNoNHOMOYEHHbIN NpeacTaBuTeNb npoussoanTens / Authorized Representative of Manufacturer:
000 «MepaTpoHuk», 123317, Poccus, . Mocksa, NpecHeHckas Hab., a. 10,

Ten.: (495) 580-73-77, hakc: (495) 580-73-78, www.medtronic.ru
FKOpuamnyeckoe muo, Ha UM KOTOPOro MOXET 6bITb BblAaHO PerncTpaunoHHoe yaoctosepeHune/ Legal person in
whose name may be issued the certificate of registration (name, address, tel, fax, e-mail, website)

000 «MepfTpoHuK», 123317, Poccus, r. Mocksa, MpecHeHcKas Hab., 4. 10,

Ten.: (495) 580-73-77, dpakc: (495) 580-73-78, www.medtronic.ru
Afpeca MeCT nponsBoacTBa MmeamnunHekoro musgenus/ Addresses of the places of production of medical device:
"MegTpoHuk A®T" (MEDTRONIC AFT), CLLA,

8200 Coral Sea Street, Moundsview, MN 55112, USA

Cuctema ans xupypruyeckoin abnsumm Cardioblate 68000 The Cardioblate 68000 Surgical Ablation System is

Mpepocrasnsetcs no Tpeb6osaHuio/Provided upon request
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Appendix to the Technical manual/ MpunoxeHve K TexHUYeckoMy pykKoBogcTey M948371A024 Rev.A

AkpaH Avcnnes/Display Screen

CAfOOBtAItIP HhHantl

1 O6uiee BpeMs UCMO/b30BAHUA PaAMOYaCTOThI
2. [lucnneli nokasaHwii Taimepa paanoYacToThl
3. Qucnneii namepeHns umnegaHca

4. Avcnneil NokasaHWin MOLHOCTY pagmoYacTOTHOA
3Heprum

5. OKHO coobLeHnI

6. KHomMkKa nogauv pagno4actoTHOW aHeprum

7. KHonka 6mnonspHoro pexvma

8. KHOMKa MOHOMONAPHOI0 pexxnma

9. MapameTpsl

10. ¥ poBeHb rpOMKOCTM ANHAMNKOB

11. ¥YnpasneHue 3ByKOM

12. KHonka nHpopmMaumm

MpepoctaBnsieTca no TpebosaHuto/Provided upon request

1 Total RF time

. RF timer measurement display
. Impedance measurement display
. RF power measurement display
. Message Box

. RF energy button

. Bipolar button

. Monopolar button

. Options

10. Speaker Volume Level

11. Audio control

12. Information button

©Co~Nouoh~wWwdND
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Appendix to the Technical manual/ MNpunoxeHue kK TexHnueckomy pykosoactsy M948371A024 Rev.A

MpepoctaenseTca no TpeboBaHuto/Provided upon request
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M edtronic
CARDtOBLATE*6»000

OUTKIJTPOWER:  »0 W «u O473kH*Wa UQ to 600Q
WPUT POWER: WO-240VAC 270VA, SO-SQHi

W xW w ¥ A ®

Mtdtronic.bc<

MNUSA
Mi~9654AQ03 Reu B Tmble” ShANt 11N 0-43)-A1T1
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Appendix to the Technical manual/ MpunoxeHune K TexHuyeckomy pykosoactsy M948371A024 Rev.A

KapToHHas ynakoBKa YCTpPOICTBA W3roTOB/eHa B
Buae rpeiigpepa.  lMonb3oBaTenbCKUiA  AuUCNnei
PacnonoXeH C BHYTPEHHEA CTOPOHbI  KPbILLKK,
4TOObl 3alMTUTL €r0 BO BPems TPaHCMOPTUPOBKY,
KOrfja KpblLLKa 3aKpbITa.

KomnnekT noctaBku BKNHOYaeT B cebs:

1 TeHepatop [AN9  XUPYPrUyeckom
Cardioblate 68000 - 1wt
2. LWHyp nutaHns —1lwr
3. [INCTaHUMOHHbIA HOXHOM BbIKNKOYaTeNb - 1T
4. JKcnjyaTauMoHHasa JOKYMEHTaUus:
TexHn4eckoe pyKOBOACTBO - 1 LuT.

MpunoXxeHne K TEXHNYECKOMY PYKOBOACTBY - 1 T.
(MevaTaeTca ¥ pacTNpPOCTPAHAETCA TOMbKO Ha
TeppuTopumn Poccuiickoin depepauum

abnaumm

MpepoctaBnsieTcsi no TpeboBaHuo/Provided upon request
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The unit carton package is designed to be a clamshell style
enclosure. The user display is located on the inside of the lid
to protect it during transportation when the lid is closed.

Package contents:

1 Surgical Ablation Generator Cardioblate 68000 (1 pc.)

2. Power cord (1 pc.)

3. Remote Control Foot Switch (1 pc.))

4. Operational documentation:

Technical Manual (1 pc.)

Appendix to Technical Manual (1 pc.) (Printed and
distributed only in the territory of the Russian Federation)
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Appendix to the Technical manual/ MNpunoxeHne K TexHuyeckomy pykosoactsy M948371A024 Rev.A
MapKkunpoBKa Ha ynakoBke

Xpynkoe. OctopoxHo/ Fragile

T

Bepeub o1 Bnaru/
Keep away from rain

T
Bepx/
M This way up

Pasmepbl ynakosku: (LU x B x I): 695+ 2mm x 295 + 2mm x 480 + 2mm / Carton package size: 695+ 2mm x 295+
2mm x 480+ 2mm

12. OcHoBHble P ur3nYecKmne XaoaKTepUCTUKN: Physical characteristics:
napameTpbl 1 Pa3mepbl: 55 x 35 x 14 cm (21,8 x 13,8 x 5,5 groiima) Dimensions: 55 x 35 x 14 cm (21.8 x 13.8 x 5.5 in)
XapaKTEPUCTUKIU Jonycku no pasvepam: 0,4 cm Accuracy: 0.4 cm
mMeauumHeKoro nsgenma  Macca: 9,5 £ 0,5 Kr (21 ¢oyHT) Weight 9.5 + 0.5 kg (21 Ibs)
(HopMUpOBaHHbIE TpeboBaHua K nuTaHuio: 100—240 B nepeMeHHOro Toka. Power requirement 100 - 240 VAC, 270 VA, 50 -
TEXHUYECKme 270 BA, 50—60 Iy 60 Hz
XapaKTepucTuKK, CpokK 3awuTa NNaBKMMK NpeaoxXpaHUTenamu: Asa naaBKux Fuse protection Two T-type (0.01 - 0.1 ¢) 250 V,
CNy>6bl, CPOK npefoxpaHnTensa ¢ 3afepxxkoii cpabatbiBaHua Tin T(0.01 - 01 3.15 Amp. slow-blow fuses (user accessible)
rogHoctn)/ c) 250 B, 3,15 A (06cny>xuBatoTcs Nosb3oBaTesieM)
The main parameters Functional characteristics:
and characteristics of (DYHKLMOHA/bHbIE Xa0aKTEPUCTUKN: Operating mode: Prolonged
medical device Pexxum paboTbl MU - NpoLo/mKUTeNbHbI Output power: 100 W
(rate-based MakcumanbHas BbixogHas molHocTs - 100 BT Output voltage: 180 V
specifications, shelf-life, BbixogHoe Hanps>keHue - 180 B RF power output setpoint/limit(Monopolar Mode):
expiration date); 3afiaHHOe 3HayeHue / Npeen BbIXO4HOW MOLLHOCTM Range: 1to 50 W
pagmoyacToTbl (MOHONONAPHbIV PEXMM): Increment: 1W
[unanasoH: 1—50 BT Accuracy: + 10% or 3 W, whichever is
NHKpemeHT: 1BT greater (Impedance > 30 O and Impedance < 400
MorpewwHocTb: +£10 % wnnm 3 BT, B 3aBMCMMOCTK OT TOr0, YTO Q)
6onbLue (MmnegaHc > 30 Om 1 < 400 Owm) Accuracy: + 20% or 3 W, whichever is greater

24
MpepoctasnseTca no TpebosaHmto/Provided upon request
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Appendix to the Technical manual/ MpunoxkeHne K TexHuyeckomy pykosoactsy M948371A024 Rev.A

EN 62304:2006/AC:2008 MporpammHble CpefcTBa MeAULMHCKOro 060pyAoBaHuUsA. XXU3HEHHbIA LMKN
nporpaMmHoro npogykrta/Medical device software. Software life-cycle
processes

EN ISO 13485:2012:AC/2012  W3penua megmumHckue. CuCTeMbl YrpaBneHUs KayecTBOM. TpeboBaHMsA K
perynuposaHuio/Medical  Devices.  Quality = Management  Systems.
Requirements for Regulatory Purposes

EN 980:2008 MeguumHckne npubopsl. [pauyeckne CUMBOSbI, UCMOMb3YEMble MNpU
MapKMpoBKe MeAMLMHCKMX ycTpoicTe/Symbols for use in the labelling of
medical devices

EN 1041:2008 VHopmaums,  noctaenseMas  U3roToBUTeNeM AN MeAMLMHCKUX
npun6opos/Information supplied by the manufacturer of medical devices
EN 1SO 14155:2011 NcnbiTaHna — KIMHWYECKME  MEOUUMHCKUX — u3denvii  ana  Niogei.

YcraHoBuBLIaACA KnvHuueckas npaktuka/Clinical investigation of medical
devices for human subjects. Good clinical practice

23. Cnyxba paboTbl C [lo Bcem Bonpocam, BKOYas Xanobbl Ha Contact for all questions, including complaints,
KnueHTamu/  Customer npogyKuMo, PEMOHT U TeX06CnyXXMBaHWe, repair and service of medical devices the Authorized
Service obpawiarbecsa K YnosHoModeHHomy lMpegctaeutento B Representative in Russia:

Poccuiickoin ®epepaunn:

00O «MefTPoOHUK» Medtronic, LLC,

123317, Poccuitckas ®egepaums, Mocksa, 123317, Moscow, Presnenskaya Naberezhnaya., 10
MpecHeHckas HabepexxHas, 10 Tel.: (495) 580-73-77, Fax: (495) 580-73-78,

Ten.: (495) 580-73-77, dakc: (495) 580-73-78, www.medtronic.ru

www.medtronic.ru

Regulatory Affairs Specialist/
Cneumnanuct OTaena HoOpMaTUBHO-
NpaBoBOro perynMpoBaHus

REBEKAH A NEU
NoTARy Public' minnEsOTA

My C ommission Explres;

(L2020 MegTpoHnk™H|c./ Medtronic Inc.
Name/ms
; fgnature/Moanunce
nloihn
o Cif
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MepeBoA AaHHOro TeKcTa caenaH MHOW, nepeBoa4YMKomM Ky3bMnUéBoii EBreHnein ApTYypOBHOIA,

noAMuMcCh

Poccwuiickas depepauns

Mopos Mocksa
CemHafUaTOro s Ase ThiCAYM CEMHaALATOro roga

A, MapTbiHOBa HaTammsa AHLpeeBHa, BPEMEHHO UCMONHAOLLLAA 0653aHHOCT Y HOTapuyca ropoja
Mocksbl AKnmoBa 'neba bopucosnya, cBuaeTeNsCTBYH NOAMMHHOCTb NOAMUCK NepeBoaUMKa
Ky3bMuuéBoii EBreHmeit ApTypOBHOIA.

JInyHOCTb ero ycTaHoBeHa.

3aperncTpuposaHo B peecTpe: No A A
B3bICKaHO rocyapcTBeHHON nownHbl (no Tapudy): 100 py6.
YnnayeHo 3a oKasaHue ycnyr npaBoBoro W TeXHWYeCKoro xapakTepa:--—— pyo.

MnoANMCh

Poccuiickas ®epepauus
opog MockBa

ThICAYN CEMHaALATOro rofa
;peeBHa, BpeMEHHO VCMOMHsoLLas

ckBbl AKvmoBa IMne6a bopurcosuya,

[peacTaBneHHOro MHe JOKyMeHTa.

bl (N0 Tapudy): py6. 00 kon.

0OBOro W TEXHMYECKOro Xapakrepa:

Bcero npowunTo, NpoHYMepoBaHo, CKPeneHo
neyarbto nuct(a) (oB)
H.A. MapTbiHOBa BPVIO HoTapuyca
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