Exempel pa ablationszon

Exemplen pa ablationsresultat som finns pa sida 83 till
sida 91 togs fram med anvéndning av Emprint™
perkutan antenn med Thermosphere™-teknologi i
djurvdvnadsmodeller. Tabell 1 &r frdn en in-vivo-
grislever. Tabell 2 &r frén en in-vivo-grislunga. Tabell 3
ar frdn en in-vivo-grisnjure. Tabell 4 &r fran en ex-vivo-
lever fran notkreatur. Tabell 5 r fran en ex-vivo-lunga
fran ndtkreatur. Tabell 6 ar fran en ex vivo-grisnjure.
Storleken pa ablationszoner kan variera beroende i
kliniska miljoer.

Det skuggade omradet i figurerna representerar

zonen av vavnadskoagulation som skapats runt
antennens utstralande del.

Mer information

Anvéndarhandboken for Emprint™ ablationssystem
.med Thermosphere™-teknik och Emprint™ HP-
ablationssystem med Thermosphere™-teknik ger
ytterligare information om Emprint™ perkutan antenn
med Thermosphere-teknik. Se anvéndarhandboken
fér information om:

Anvandning av enheten
« Funktioner hos andra komponenter

Kassering
» Felsokning

Tekniska specifikationer
« Teknisk support

Antennspecifikationer

Temperatur Drift:
+10°C till +30°C
Transport och forvaring:
-30°Ctill +60 °C

Relativ Drift:

luftfuktighet 15-90 % (icke-kondenserande)
Transport och férvaring:
15-90 % (icke-kondenserande)

Atmosfariskt tryck  Drift:
66 kPA till 106 kPA
Transport och forvaring:
50 kPA till 106 kPA

Emprint™

CA15L1 KopoTKas upeckoakiaa aHTeHHa ¢ TexHonorueii Thermosphere™
bonbiuasn chepnyeckan 30Ha abnaumn
15ecm ‘

CA20L1 CranpapTHas qpécxox(ﬂaﬂ aHTeHHa ¢ TexHonorueli Thermosphere™
Bonbuiasn chepuueckan 30Ha abnaymn
20cm ‘

CA30L1 AnuHHas upecKo<Hasa aHTeHHa ¢ TexHonorueil Thermosphere™
bonblwas chepryeckas 30Ha adbnaLK
30cm

CA15L2 KopoTKkas upecko»kHan aHTeHHa ¢ TexHonorueil Thermosphere™

bonbiuas c¢epmqecKaﬂ 30Ha a6nn|.w|w, aHTEeHHa C NOBbILLEHHON
MPOYHOCTbIO
15ecm

CA20L2 CraHpapTHas upecKkoXHasA aHTeHHa ¢ TexHonoruei Thermosphere™

Bonbmaﬂc¢epmquKaﬂ30Haa6nﬂumm,aHTeHHacnosbuueHHoﬁ
MPOYHOCTbIO
20em

CA30L2 AnuHHana ypeckorHan aHTeHHa ¢ TexHonornei Thermosphere™

bonbwasn c¢epwqecKaﬂ 30Ha abnALMN, aHTEHHa C NOBbILLEHHO
NPOYHOCTbIO
30cm

@ W3nyuaiowas cekuma (3eneHas) S-06pasHbIA 3axUM
Pazbem nrbl AnA naketa ¢ pusnonornyeckum
@ Perynuipyemas oTMeTKa y6uHb (MOCT asArIeTCA 8 pacTBOpoOM
OTAENEHOM AKeTe B yNaKoBKe 13fesnnz) : OpaH:«eBas TpybKa, Beywjas K Hacocy

3) LLITOK aHTeHHbI (13 G) Kabenb aHTeHHbI
(4) Pyuka aHTenHb!
() Pasbem Kabens aHTeHHb!

3aMUMbI




MoKazaHnsA K NPUMEHEHNIO

Cuctema abnaumm Emprint™ npegHasHayeHa ana
VCNOJIb30BaHUA NPU NPOBEAEHNN YPECKOXKHOMN,
NanapoCcKONMYECKOIN N UHTPaoriepaLioOHHON
Koarynaumm (abnauum) MArkux TkaHei, B TOM uncie
YaCTUYHOW UNY NonHoM abnAaummu HeonepabenbHbIX
oryxosnen neveHn.

Cuctema abnauvm Emprint™ He npepHasHaueHa ana
NpoBeAEHNA XUPYPruyeckux onepaumin Ha cepaLe.

OnucaHune ycTpoicTea

[Ons ucnonbsosaHuA ¢ cuctemolt abnaumm Emprint™
c TexHonorne Thermosphere™.

\W He copepmT HaTypanbHbiii natexkc

He ncronbayiite nsgenue, ecu
ynakoBKa BCKpbITa Unu NoBpexaeHa

° [letanb Tvna BF, KoHTakTUpytowas ¢
nauveHToMm

MoacoepuHeHne/oTcoEfNHEHE
nposopa

)
A
=

peaynpexpeHue

MoBTOpHasA cTepunu3aumsa 3anpeujeHa.
Monb3oBatenb He MOXeT CBOUMU Cunamu
OCYILeCTBUTb Haanexallyto YncTky u (nn)
cTepunn3aumio AaHHOro U3aenna Ana ero
6e30nacHOro NOBTOPHOTO UCMONb30BaHNA,
No3TOMY 3TO U3fieNnune npepHasHayeHo ana
O/JHOKPATHOro npumeHeHuA. MonbITKk oUnCTKN
WM CTePUAM3ALINK M3ENNA MOTYT NPUBECTU K
VHGULMPOBaHWIO NaLMeHTa U HeMCNPaBHOCTY
M3[enus, Y4To NpepCTaBNAET ONacHOCTb AnA
nayuneHTa.

He akTuBmpyiite nopavy MUKpPOBONHOBOW

SHepruu, Noka cuctema He 6yAeT NOAHOCTbIO
_MoAroToBneHa K pabote n n3nyyvatolan cekuma

aHTeHHbI He 6yeT NONHOCTbIO BBEAIGHA B TKaHW.

Mpu 06paboTke MOBEPXHOCTHBIX OYaros
03HaKOMBTECH C IPUMEepPamMu 30H abnaLmy,
HauMHaloLWMMNCA Ha cTp. 83, ana obecneyeHus
NpasuibHOV rMy6UHbI BBEAEHWA aHTEHHbI BO
n3bexaHue HenpejHaMepPeHHOro TEPMUYECKoro
NOBPEXAEHNA TKaHW. PaccMoTpuTe BO3MOXKHOCTb
rpoBeAieHNA OTKPLITON NPoLieAypbl, €CK 30Ha
abnALMM MOXeET BbIIiTW 33 rpaHmLibl LIeNeBoro
yuacTka TKaHu.

N

MpepynpexpaeHne

Mpu BbINONHEHUM a6AALUN HEOBXOAUMO CNeAnTbL
3a Tem, 4To6bl 3es1eHan usnyvalolas cekuma
aHTeHHbI 6biNa NONHOCTbIO BBEAEHA B TKaHW.
BsepieHuie aHTeHHb! Ha ry6uHYy MeHee 2,8 cM
MOXET NPUBECTYU K HenpefHamepeHHoMy
TEPMUYECKOMY NMOBPEXAEHUIO TKaHN.

4 mm

I 2,8cm |

Cobniopaiite OCTOPOXXHOCTb NPY NPOBEAEHUMN
abnauyum B6113M KpyMnHbIX COCYA0B, B TOM Unche
neyeHoYHoN apTepru 1 BOPOTHOM BeHbI. Takxe
cnepayet cobniofaTb OCTOPOXKHOCTL B6AU3N
KPYMHbIX MPOTOKOB, Aadparmbl, KULIEYHMKa 1
6pOHXOB. PacCMOTPUTE BO3MOXHOCTb IPYriX
BapVaHTOB NeYeHNsA OryXOnel, PacroNOXKeHHbIX B
3TUX 30HaX.

U3nyualowas ceKLumA aHTEHHbI CUIIbHO
HarpeBaeTcA npu Nofaye MUKPOBONHOBOM
SHeprum. BHumarenoHo creawTe 3a Tem, 4to6bl
uznyyvaloLan cekUua He conpukacanach c
TKaHAMY, He MOANEXaLMMM 06paboTKe, TaK Kak
3TO MOXET NPUBECTU K UX TEPMUUECKOMY
rioBpexpaeHuio. Monb3osatenam 3anpeLjaeTcs
NpYKacaTbCs K MSAyYaloLLeil CeKLMM aHTEHHb! BO
BpeMms nofauu sHeprum. He akTusnpyiite nogady
MWKPOBO/HOBOI1 SHEPTMN Ha-OTKPbITYIO aHTEHHY.

Bo Bpemst npoveaypbl Kabesib aHTeHHbI MOXeT
cunbHo HarpeBsatbca. ObpallainTech ¢ kabenem ¢
OCTOPOXHOCTbIO. He gonyckaiite
NPOAOMKNTENbHOrO KOHTaKTa Kabens ¢ Koxeit
nauyveHTa, Tak Kak 3TO MOXeT Bbl3BaTb
TepMUyecKoe NOBPeXAeHNE TKaHel.

He nopaBaiite sHepruio Ha aHTEHHY, eC/in OHa
conpuKacaeTca C MeTanInyeckmn npeameTammn
VIV MHCTPYMEHTaMK, TaK Kak MOXET Npoun3onTu
HenpegHamepeHHoe TepMMYecKoe NnospexaeHue
TKaHe.

MpoBefeHe NpoLeayp MUKPOBOAHOBO abnaLmMmn
HE PEeKOMEHAYETCA NPU HaNYMUK Y NaLUeHToB
3NEKTPOKAPANOCTUMYNIATOPOB U APYIUX
VIMMIAHTUPYEMbIX 3/IEKTPOHHbIX YCTPOWACTB.
OLieHKa BO3MOMHbIX PUCKOB He MPOBOANNACh.

3anpeuwjaeTcs BbINONHATL AedpnbpunnaLmio
ceppua naumeHTa ¢ BBejeHHO aHTeHHoiA. Mepep
nedpubpunnaLeit NONHOCTLIO N3BSIEKUTE aHTEHHY
13 Tena nauvenTa. OLieHKa BO3MOXHbIX PUCKOB
He npoBoaunach.

MukpoBonHoBas abnauus He peKoMeHayeTcs B
KauyecTse MeTofja neyeHns GepemMeHHbIX.

ViccnepoBatns puckos Ans Matepu v (unm) nnopa:
He NPOBOAWNCD.

[Abim, 06pasylowmiica Bo Bpems
3NeKTPOXMPYPreCKNX onepaumi, MoXeT 6biTb
NOTeHLMaNIbHO BpeAieH /1A NaLNeHTOB U YNEeHOB
onepauuoHHomn 6purapbl. Obecneuste
HafIexallee yaaneHme AbiMa ¢ NOMOLbI0
XMPYPryeckoro AbIMoOOTCOCa UK APYrux
cpepcTs.

Mpepynpexaexue

He cmoTpuTe Ha u3nyuaioLLyto cekumio u

He pasmelljaiiTe ee BO3sie a3 M60 MOLIOHKM BO
BPeMs MoJjauyn SHePrm, NOCKOSIbKY 3TO MOXeT
MPMBECTU K OXOFam UNn ApYriiM TPaBMaMm y
nauyieHTa unu oneparopa. K

OnacHoCTb Bo3ropaHua n (unu) B3pbisal

3anpeujaerca CNonb30BaTh CUCTeMy abnaynu

Emprint B noteHunanbHo noxapoonacHoi nnn

B3pbIBOONACHOW cpepe. )

Hanuune nepeuncnenHbix Huxe Belects Gyaer

€noco6CTBOBaTL POCTY Yrpo3bl BO3ropaHua 1

B3pbiBa B ONEPALVIOHHOM.

+ Topioune BelectBa (Hanpumep,
BOCI/IAMEHAIOLIMECA aHeCcTe3upyloLme
CpeacTsa, CNUPTOBbIE PacTBOPbLI A4N1A
rOAroTOBKM KOXU 1 HaCTOMKM)

+ BosHuKalowme ecTeCcTBEHHbIM NyTEM
NErkoBOCMAaMeHAIOWMNECA Fasbl, CNOCOBHbIE
HaKanIMeaTbCA B NONOCTAX TeNa, Hanpumep, B
KULLeYHVKe

+  Cpefbl C BbICOKOI KOHLIEHTpaLmen Kucnopoaa

+ Okucautenn (Hanpumep, 3akucb asota N,O B
Bo3ayxe)

Harpes rnop, Bo3fieiicTB1emM MUKPOBOSTHOBOM

SHEPruM MOXeT NPUBECTU K BO3ropaHuio.

HeykocHuTenbHo cobniogaiite Npasua noxapHoii

6esonacHocTu. Mpu NpUMeHeH MUKPOBONHOBO

SHEPriv B OAHOM NOMELLEHIUU C AaHHBIMI

BELeCTBAMM UMW rasamu He oNyCKaTe nx

HaKOMNeHWA Nop, XMPYPruyecKuMm NPOCTbIHAMN

“nn BOGNU3N MeCTa BO3/ENCTBNSA MUKPOBOHOBOI

IHepruu.

AHTEHHbI NpefHa3HaueHbl A UCNONb30BaHUA
TONbKO BPavami 1 MeanepcoHanom, NpoLeawnm
COOTBETCTBYIOLLYIO NOATOTOBKY MO MPUMEHEHI0
AaHHOIN TEXHONOIM U O3HAKOMJIEHHBIM CO BCEMM
npeaynpexneHVAMN 1 Mepamm
1NPeAOCTOPOXHOCTY, CBA3AHHBIMM C ee
ucnonb3oBaHnem. Bpay Takxe fomkeH obnagatb
1HaBbIKaMU UCMOMb30BaHWSA CHCTEM BU3YanbHOMO
KOHTPONSA, TaKNX KaK yNbTpasBykK uin
KOMNbloTepHaA ToMorpadus, Ans pasmelyeHna
AHTEHH,

AHTeHHbI Emprint™ noctaBnsaioTcs crepuibHbIMA 1
JIOMXHbI YTUIM3MPOBATbCA NOCNE OAHOTO
ucnonb3oBaHus. NoBTopHana crepunusauus
janpelyeHa.

XpaHeHune

+  XpaHuTe aHTeHHbl BAaiu OT BNaru 1 UCTOYHNKOB
Tenna.

+  Heobxogumo yTmnusnpoBsaTb nsaenve, ecav oHo
NOBPEXAEHO, a TaKXe ec/in CTepusibHas yrnakoBKa
BCKPbITa UNu noBpexaeHa.

« W3penuAa nognexar yTnausaumm no ncreyeHnmn
CpOKa rogHOCTY, yKasaHHOrO Ha X ynakoBKe.

[IpoBepKa coaepKMMOro yrnakosku

Ilepen BCKpbITUEM YNIAKOBKY BHUMATENbHO
1ipoBEpPbTE ee LeNOCTHOCTb U y6eanTech, YTo CPoK
1OJ{HOCTU He UCTeK. 3anpeLyaeTca NCNonb3oBaTh
YO 1POICTBO, €C/IN €T0 YraKkoBKa NoBpexaeHa unu
HCKPBITa IM60 MCTEK CPOK FOJHOCTN.

MoaroTtoBka K pabote

TeHepatop aAna abnAumm Emprint™ ¢ TexHonorvei
Thermosphere™, resepartop gna abnauun
Emprint™ HP ¢ texHonorueit Thermosphere™,
Hacoc ans abnauumu Emprint™, upeckoxHas
aHTeHHa Emprint™ c texHonorueit Thermosphere™
1 (BONONHMTENbHO) TenexKa Ans abnALNMOHHOro
o6opyaosaHna Emprint™ vnu Emprint™ HP
npefHasHaueHbl ANA UCMONb30BaHUA B COCTaBe
€AVHON CHCTEMBI.

HenoHumaHe nnu HeBbINONHEHE NpUaraemMbix
VHCTPYKLMIA MOXET MPUBECTU K HENPaBUIbHOMY
GYHKLIMOHMPOBaHMIO CUCTEMBI 1 IPUUUHEHIIO
Bpepa 3[10pOBbIO MaLVeHTa WY ofiepaTopa.

BakHo!

Moapo6Hble MHCTPYKLMK MO Hagsexalwen
HACTPOIiKe 1 aKTUBaLM MUKPOBOJIHOBOTO
reHepaTopa 1 Hacoca NPVBOJATCA B PyKOBOACTBE
nonb3osarens cuctembl. [py ncnonb3oBaHUM
reHepatopa Emprint™ cm. pykosodcmso
nosne3osamesns cucmemeol abnayuu Emprint™ c
mexHonoaueli Thermosphere™. Mpu
ncnonb3oBaHnK redepartopa Emprint™ HP
CM. pyKOBOOCMEBO NO/L308AMENIA CUCMEMb]
abnayuu Emprint™ HP ¢ mexHonoaueli
Thermosphere™.

1. YcTaHoBUTE U HAacTpOIiTe reHepaTop 1 Hacoc
B COOTBETCTBIN C PYKOBOACTBOM Mofb30BaTens
cHCTEMDI.

AynpexpeHmve

He akTuBupyiite nogauy MMKpoBONHOBOM
3Hepruu, noka o6opyposaHue He Byget
NOJIHOCTBIO MOAroTOBNEHO K paboTe 1 3eneHas
M3My4aloLlan ceKUmMa aHTeHHbI He Byger
NONHOCTbIO BBEJlEHa B TKaHb.

2

BbibepuTe aHTeHHY, AnvHa KoTopoi (15, 20 unn
30 cm) MOAXOANT ANA NNaHPYeMON NPoLieAypbl.
PekomeHpyeTca BbIGUPaTh HAUMEHDBLUYIO ANNHY,
KoTopan obecneunBaeT AOCTYN K Onepupyemon
TKaHu BO BpemA abnayuu.

3. Cobniogan COOTBETCTBYIOLLME NPABUNA aCENTUKY,
M3BNEKUTE N3 YNAKOBKY CTEPUSIbHYIO aHTEHHY,
perynupyemyto 0TMeTKY rny6uHbl 1 S-06pasHbiit
3aXVMm ana Kabens.

4. OTKpoiiTe NPO3pauHyto KPbILLKY FONOBKM Hacoca
M BCTaBbTE OPaHEBYI0 CeKLMIO TPY6KM B roNioBKy
Hacoca. [ina obecrneyeHns NpasuabHOro
HanpasfeHns NoToKa CTPeNKWN Ha TPY6Ke JOMKHbI
YKa3blBaTb B TOM e Hanpas/eHny, 4To 1 CTPENKn
Ha rofloBKe Hacoca.

5. 3akpoiiTe KpbllUKY FONOBKM Hacoca.

6. CHUMUTE KONINAYOK C UMbl ANA NaKeTa AnA
BHYTPWBEHHbIX BUBAHWIA.

7. TMonHOCTbIO BCTaBLTE UMY B NOPT CTEPUALHOTO
nakeTa ¢ $p13MONOrMYeCKUM pacTBOPOM
o6beMoM ofiuH TP v 6onbuue. YbeanTtecs, uto
1rna XopoLLIO BXOAUT B OCHOBHYI0 @MKOCTb
nakeTa fins BHyTPMBEHHOrO BAMBaHMA.




8. 3anonHuTe KanenbHylo Kamepy
HV31ONOrMYecKUM pacTBOPOM A0 NONOBUHbI
06beMa, OCTOPOXKHO CxKMMas ee ¢ 60KoB. CUHWIA
MHAMKATOP NOTOKa AOIPKEH niaBaTb Ha
MOBEPXHOCTY GU3NONOrNYECKOro pacTsopa.

9. TMopkniounTe Kabenb aHTEHHbI K pasbemy Kabena
MHOrOpa3soBoro UCMosb3oBaHuA. CM. PUCYHOK
HpKe. [inA ynpolleHus opraHusaummn kabenen K
Kabenio AN MHOFOPa30BOro MCNOMb30BaHMA

MOXHO NPUKpennTb S-06pasHbIit 3aXnM.

(@ Pazbem kabena MHOropasoBoro
MConb3oBaHuA

@ Crpenku Ha pasbemax yKasbiBaloT Ha
ripaBunbHOE NonoXeHue kabensa ansa
MHOIOPa30BOro UCMOJb30BAHNA U @aHTEHHbI
OTHOCUTENbHO APYT ApYra

@ Pasbem kabena aHTeHHb!

BaxHo!

Korpa crpenku Ha pasbeme Kabens aHTeHHbI 1
pasbeme Kabens MHOrOpPa3oBOoro UCNONb30BaHNA
COBMECTATCA, CBEANTE Pa3bembl Y HAXMUTE Ha HUX
710 CBILIMMOTO LienuKa. BpalleHe pazbemos Bo
BPEMs COEANHEHNA MOXET CTaTb NPUYNHOIA
NoBpeXAeHNs YCTPOoACTBa.

Ecnv reHepaTop U3paeT 3ByKOBbIe curHanbl 1 (unu)
3aropaeTca npeAynpexpaaloLLmii CUMBON, ANA
nonyyeHnsi GOMOAHNTESNbHBIX CBEEHNIA
o6paTuTech K MHCTPYKLMAM NO YCTpaHeHUIo
Hernonagok, NpyseeHHbIM B PYKOBOACTBE
nonb3oBaTesns CUCTEMbI.

10. Bkniouute Hacoc, HaXkaB KHOMKY nofaun nutaHua
Ha nepefHel naHenun Hacoca.

11. MNpexae Yem NPOJOMKNTL, NOJOKANTE, NOKA
HACOC MOMHOCTbLIO 3aMOSIHNT aHTEHHY XKNAKOCTbIO.
370 3amMeT NpumMmepHO 30 ceKyHA. AHTeHHa
3anoJsHeHa NOTHOCTbIO, ecnn B Tpy6Kax ¢
XKUAKOCTBIO UNN NaKeTe ANA BHYTPUBEHHbIX
B/IMBaHWIA OTCYTCTBYIOT NY3bIPbKN BO3AyXa.

12. 3agjaliTe MOWYHOCTb FeHEPaTOPa U ANUTENbHOCT

Tpy 06HapPy>KEHNV YTEUKN BbIKIIOYUTE HACOC 1
nepef NPOAOIKEHUEM NPOLIEAYPbI yCTpaHUTe
yTeuky.

YnocToBepLTech, YTO Urfia A MakeTa HaA@KHO
BCTaBMeHa B nakeT ¢ $p13MoNnornyeckum
pacTBopom.

TMpu 06HapyKeHNM yTeUKM B KaKOM-IN60 Apyrom
KOMIMOHEHTE CUCTEMbI 3aMEHIUTE aHTEHHY
COOTBETCTBYIOLMM O6PasoM.

Y6egurech, uto nogaya Gpr3noNornyeckoro
pacTBOpa K aHTeHHe OCyLeCcTBAARTCA
HerpepbIBHO, O YeM CBUAETENbCTBYET Hanuymne
Kariesnb B KanesnbHoi Kamepe. Hacoc npokaunsaet
bU3MoNOriEecKIit PacTBOP Yepes aHTeHHY U
06paTHo B MaKeT ANA BHYTPUBEHHDBIX BAVNBaHWIA.
HeaocTaTouHbll MOTOK XXUAKOCTU UK ero
OTCYTCTBUE MOXKET BbI3BaTb CSyYaiiHoe
TepMUYECKOe NOBPEXAEHWE TKaHell BOKpYr MecTa !
BBEfieHNs aHTeHHbI. Ecnu Hacoc pabotaer, a
KUIKOCTb He NOJAeTCs, BO3MOXKHO, TPYOKM
MOBPEXAEHDI YU 3aKyNOPeHbI.

«  Y6eputech, 4to TPy6Ka NPaBMIbHO BCTaBNIEHAa B
Hacoc.

+ Y6epurech, 4TO CTPENKY Ha Tpy6Ke 1 Hacoce
COBMagaloT.

+  Y6epuTech, uTo urna AIA NakeTa fOCTaTOuHO
rny6oKo BBefieHa B OCHOBHYIO EMKOCTb NakeTa
L1 BHYTPUBEHHDIX BIMBAHMIA.

« Y6epuTech, UTo HAaCoC LIEAMKOM 3anoNHMA
aHTeHHY, 1 B TPY6GKax He OCTaoCh fy3blpbKoB
Bo3ayxa. Ecnu B Tpy6Ke 3acTpAn nysbipek
BO3yXa, OCTOPOXKHO MOCTYUUTE NO MECTY, rae
OH HaxoAMTCsA, YTOGbI BO3AYX BbilLen U3
CHCTEMBI.

losTopute npoueaypy. ECnv knakocTs Bee etye
HE MOJALTCA, 3aMEHUTE aHTEHHY.

BO3AeNCTBUA. (YKasaHWA No HacTpoiike
MOLYHOCTU/BpemeHu cM. B pasaene [Tpumepbi 3
abnayuu Ha cTp. 74.)

BaxHo!

ECnu He yaaeTcs oTperynmpoBarb MOWHOCTb 1
Bpem#, IPOoBepbTe CORANHEHNA aHTeHHDI, Kabens
MHOrOpa30BOro NCMONb30BaHUA W reHepaTopa.

MpoBeaeHue npoueaypbl

1. CHMMMTE 3aWUTHYI0 TPYOKY CO LITOKA AHTEHHbI

2. Tpy HEOGXO/AMMOCTYN NOMECTUTE Perynmpyemyio
OTMETKY rMy61HBI Ha LITOK aHTEHHbI.
Pacronoxure OTMeTKyY ry6uHbl Ha
Heo6X0AVIMOM YPOBHE B KauecTBe BU3yabHOT
VHAMKaTOPa rNy6yHbI BBEAGHUA Yepes KOXY.

| Mpenynpexpenne

Perynupyemas otmeTKa ry6uHbI npegHasHaueH
TONbKO AN1A YPECKOXKHOTO BBEAGHUA. DTOT
KOMMOHEHT He ABNAETCA PEHTTEHOKOHTPaCTHbIM
He NpefHa3HaueH A5 UCONb30BaHNA B OTKPbIT!
onepauuax.

3. OnpepenuTte HEOGXOANMOE MECTO BBEAEHUA C
NOMOLbIO NpoLieaypbl Busyanusaumu. na
NpeAoTBpaLLeHNA NOBPEXAEHWA aHTEHHbI Nepes
BBEJIEHMEM HACTOATENIbHO PeKOMeHaYeTCs
BbINOJIHNTb HEGONbLUON HAAPE3 KOXN B MecTe
BBe/leHUsA aHTeHHbI. BBognTe 3nyyaiowyio
CEKLIMIO aHTEHHbI B TKaHW, NOKa OHa He JOCTUrHeT
onepupyemoro yyacrka.

lNepepn BBEAIEHNEM @HTEHHDI B HY)KHbIE TKaHU
ybeauTech B OTCYTCTBUW NOJAUM MUKPOBOSTHOBOW
SHepruu.

Ecnu pns obneryenns BBeeHNA aHTEHHBI
VCrIONb3yeTcsA AONONHUTENbHOE YCTPONCTBO
(Hanpumep, KaHIonA WK HanpasnsAoWas UMbl),
ybeputech B cnegyowem:

+  LUITOK 1 HAKOHEYHWMK aHTEHHbI BXOAAT BO
BCMOMOraTeribHOe yCTPOIICTBO 6e3
conpoTuBneHus uiu 6okoBoro ycunu.

- LUIToK aHTeHHBI He N3rnbaeTca u He Lapanaet
BCrIOMOraTesibHoe YCTPOICTBO.

» BcnomoratenbHoe yCTPOICTBO He OKasbiBaeT
TOPU3OHTANIbHOIO aBNEHNA Ha aHTEHHY.

- 3eneHan U3Ny4aIOWan CeKUMA He KacaeTcs
OrONeHHOTO MeTanna Bo Bpems nofaun
SHeprum.

HecobntoneHne sTux Tpe6oBaHii MoxeT
MPUBECTU K CNEAYIOWNM NMOCNeACTBUAM:

+  ToBpexpeHne aHTeHHbl, B TOM YuCne NoloMKa
Wy oTcoenHeHve WTokKa n (Mnu)
HaKOHeYHMKa.

+ HenpepHamepeHHoe TepmMuyeckoe
BO3/e/iCTBNE NNU HapyLUEeHWe CXeMbl abnauum,

HakoHeuHuK aHTeHHbI (3eneHoi nsnyvatowen
cekyum) ocTpblii. Heobxoammo scerga cobniopats
OCTOPOXHOCTb NPV 06PALLEHIN C HIAM.

Ecnn npu BBEAEHVIN OLLyL{AETCA CONPOTUBREHNE,
JaccekuTe KOXy cKanbrenem um
INEKTPOXMPYPrYECKoN pyyukoi. XoTs aHTeHHa
rnbKas, NPUMEeHEHVe CUMbl AN1si €€ NPOABIKEHNA
“epe3s NPenATCTBAE MOXET NPUBECTM K MONIOMKe
AHTEHHbI M NPUYMHEHNIO BPeaa 350PO0BbIO NaLMeHTa.

Cobniogalite 0OCTOPOXKHOCTL NpK abnaumn
NOpaXeHNit PAAOM C MOBEPXHOCTbIO NevyeHu. Mpu

' I'Ipe,vp,yljlpe)kneume

C nomouybio BU3yanuzauuy, Hanpumep,
KOMMbIOTEPHOII TOMOTpadui U YNbTPasByKOBOro
1ccneoBaHua, 0CMOTPUTE BBEAEHHYIO YacTb
aHTeHHbI, 4To6bl 06ecneunTs ee Hagnexatjee
pasmetyeHmne B 06pabaTbiBaeMbIX TKaHSX 1
y6eauTbCA B TOM, YTO aHTEHHA He COTHYTa 1

He cnomaHa.

lMepea Havanom onepauuy y6egurecs B
NpaBuIbHOMN HaCTPOWMKE MOLHOCTY U
AnUTenbHOCTY Bo3gencTeuA, Beerga ncnonbayiite
MUHUMAIIbHbIE HACTPOWKN BPeMeHH,
Heo6xoaMMbIe AN AOCTUXKEHNA XKeNaemoro
sddekra.

Ecnu Bo Bpemsa npoueflypbl Ha reHepatope
cpabaTbiBaeT npeaynpexpaoumii curdan
BbICOKOW TemmnepaTypbl, BbIKNOUMTE Hacoc,
3amMeHnTe NakeT C PU3NONOTNYECKUM PAaCcTBOPOM
u, Nepef Tem Kak NpoAo/IKUTb NPoLeaypy,
BKsilounTe Hacoc. lNocne 3ameHbl nakeTa ¢
dur3nonoruyeckmM pacTBOpom cucrema
BO306HOBUT PabOTY C OCTAHOBNIEHHOTO MOMEHTa U
C NpeXXHel MOLWHOCTbLIO.

BaxxHo!

AHTEHHa JOMXXHa OCTaBaTbCA B COOTBETCTBYIOLEM
NONIOXEHN Ha NPOTSXKeHUN BCel NPoLieaypbI.
Jnbo pepxute aHTEHHY prqHylof nubo sakpenute
ee B Heobxopumom nonoxenuu. Mpu
Heo6XoAUMOCTY ANA NPeAoTBPaLYeHNS CMellleHVs
Kabena 1 aHTeHHbl BO Bpema onepauun
MPUKPenITe K HENOABIXKHOMY 06beKTY 3aXKNMBI,
nmelowrecs Ha kabene aHTEHHbI AnA Nogaumn
MUKPOBO/THOBOI 9Heprum. [ins KoHTpons
TOJIOKEHUA YCTPOWCTBa UCNONb3YIiTe METOAbI
BU3yanusaLmn.

4. [ns akTMBaLMM NoAayum MUKPOBONHOBOM
SHEPruY K aHTeHHE HaXmuTe KHOMKY 3anycka/
OTKMIOYEHNA Ha reHepaTope NN BOCMONb3yNTech
nefanbHbIM BbIK/lOYaTenem.

BaxxHo!

ITOM MOXET BO3HUKHYTb TEPMUYECKOE Nop ine
€OCeAHNX aHAaTOMNYECKUX CTPYKTYP, YTO MOXKET
NPUBECTU K KPOBOTEUEHMIO,

He nsrnbaiite u He BpaLyaiiTe Ype3MEPHO aHTEHHY
NPy BBEAECHNN N U3BNEUEHNI. ITO MOXKET
1PUBECTY K NOMIOMKE aHTEHHbI U MPUYMHEHWIO
peaa 3popoBbIo MaLneHTa MK oneparopa.

JanpetwaeTca crubarb aHTEHHbI MV NPUAABaTL UM
Apyryio Gopmy. 3To MOXKET NPMBECTU K
NOBPEXAEHUIO 1 (MN11) HapyLUEHWIO
(hYHKLMOHMPOBAHWA aHTEHHBI.

Ecnu Ha aucninee reneparopa nosenAeTca Kakoii-
160 3HAYOK, Ero OMUCHIE 1 COOTBETCTBYIOWME
VHCTPYKLMU MOXHO HaliT B PYKOBOACTBE
nosnb3osatens cucTembl.

Mcnonbayiite cooTeTCTBYIOWMIA METOg, )
BU3yanu3auum Ansa KOHTponsa GopmMmpoBaHua
30HbI abnALnK.

5. Korpa nogaya sHepruu Ha aHTeHHy
rpeKkpaujaeTcs, fjaiite Hacocy nopa6otatb B
TeUEHWe NATU CeKYHA, YTOObI OXNaANTL aHTEHHY.
3aTem NMoBepPHMNTE LUTOK aHTEHHbI, YTO6bI
0CBO6OAUTL NPUANNILLYIO TKaHb. 3aTem
nepemecTuTe U N3BNEKUTE aHTEHHY.




MpepynpexpeHune

Nepep nsmMeHeHVeM NONOXKEHWA WV U3BNeYeHnem
AHTEeHHbI JlalATe el OCTbITb B COOTBETCTBUMN C
MHCTPYKUMAMM, NPUBEAEHHBIMK B NYHKTE 5. 310
CHUKAET PUCK OTCOEAVNHEHNA HaKOHEUHMKA
@HTEHHbI.

6. [pu HeoGxoAaMMOCTH abnALMy KaHana,
06pa3oBaHHOrO aHTEHHO B TKaHAX, BbINONHUTE
cnepyoLLve AeNCTBUA:

a) Mo BO3MOXHOCTM UCMOSb3YNTe HACTPOWKY
BbIXOHOW MOLWHOCTM 100 BT.

b) YcraHoBuTe 3HauUEHUE BPEMEHN, JOCTaTOuHO.
AnA abnAuuu KaHana.

OCTOPOXHO NOBEPHUTE LUTOK, Y4TO6bI
y6eanTbCsa, UTO aHTEHHa MOXKET CBOBOAHO
nepemeLaThea.

d) AKTMBMpYIITE NOfaYy MUKPOBOJTHOBOM
SHEPrun U HaYHNTE OTBOAUTL aHTEHHY OT
o6pabaTbiBaeMOi TKaHU CO CKOPOCTbIO 0,5 CM
3a 5 ceKkyHa.

e) OcraHoBuTe abnALMIO KaHana, Koraa aHTeHHa
6yaeT oTBEAieHa HaCTOMNbKO, YTO B
obpabarbiBaeMoii TKaHN OCTaHETCA TONbKO
3eneHas Usnyyvalollan cekuns.

C
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OTKNOUUTE MUKPOBOJIHOBYIO SHEPIIO Nepes
n3Bie4YeHnem aHTeHHb! U3 TKaHU MULLEHU U
Tena nauueHTa.

pepynpexpeHne :

CnepuTe 3a Tem, UTOGbI M3yyaloLan ceKumna
Bcerga 6bina BBejeHa B TKaHb BO BpeMs Nogaun
MUVKPOBOJIHOBO dHepruu. XoTa abnauus KkaHana
aHTeHHbI ABNAETCA N3BECTHOM METOJNKON
PafmMoYacToTHOM abnAaumm, NPU MUKPOBOJTHOBOMN
abnAumm ee crneayeT NPoBOANTD C
OCTOPOXHOCTbI0. BO3AEICTBIE MUKPOBONHOBOTO
V3MyYeHVIsl MOXET NPUBECTH K TEPMUYECKOMY
MOBPEXAEHMIO TKaHe.

3eneHas U3MyyaloLas CeKLWA aHTEHHbI MOXeT
ocTaBaTbCsA ropadeit nocsie BosaencTsuna. He
[oTparvBeaiiTech 40 Hee BO BPeMA NPoLeaypbl 1
cpasy nocne 3aseplueHna nofaun aHepruu. Mocne
M3BNEUEHVIS He KafiUTe aHTeHHY Ha NaLmeHTa unm
86113m Hero. Bo nsbexxaHue BocrnnameHeHuA Bce
obopyaoBaHue Heo6xoanMo ycTaHaBMBaTL
BAaln OT ropoYMNX MaTepyuanos.

7. “Ecnm Heo6xoaMmo NOBTOPHO BBECTN aHTEHHY B
TKaHb, OUUCTUTE 3eMeHYI0 U3NTyHaloLLylo CEKLMIO C
MOMOLLBIO CTEPUNBHOIN Mapu, CMOYEHHO
CTEPUIbHBIM PU3MONOrUUECKMM PACTBOPOM.

O6partute Bﬁumauvne

He ounaiiTe 3eneHyto ©3nyyaioulyto cekuvio
OCTpbIMYU 1AW abpasnBHbIMK NpeameTamn. ITo
MOXET NPUBECTU K NOBPEXAEHMNIO aHTEHHbI U
CHVKeHNIO 3GdEKTUBHOCTM ee paboTbl, a Takke
MPUUMHEHWIO BPeAia 3A0POBbIO MaLneHTa.

Mocne npouenypbl

1. YaocToBepbTech, UTO reHepaTop ¥ HacoC
BbIK/IOYEHbI.

2. [InA BblpaBHUBaHWA AaBNeHNA B TPy6Kax
OTKpOIiTe KPbILLKY FONIOBKM Hacoca.

3. OTcoeanHuTE aHTEHHY OT Kabena MHOropasoBoro
MConb30BaHNA 1 Hacoca.

YTunusupyiTte aHTeHHY B COOTBETCTBUM C
npaBuiaMmu, NPUHATLIMY B BalleM MeAVULIMHCKOM
yupexaeHnu.

NMpepynpexpeHne

[aHHoe n3genue npefHasHaueHo an1a
OAHOPa30BOro NCMNoNb3oBaHNA. OHO NPOWIO
NPoBePKY NP MMUTaLIMN YCIOBUIA MCMO/Ib30BaHNA
AnA ogHon onepauuu. flaHHoe uspenve

He rogBepranoch UCMbITaHWIO B YCIOBUAX
MOBTOPHOW 06paboTKV ANA OLEHKK ero
GYHKLMOHa/IbHOCTU MoC/e NOBTOPHOI 06paboTku
VNI NCTIOMNb30BaHMSA B HECKOMBKUX XUPYPrudecknx
onepauusx. oBropHasa obpaboTka nsgenus unn
NPUMEHEHE ero B HECKOJIbKNX OnepaLax MOXeT
NPYBECTY K HapyLLUEHWIO ero HOPMabHOro
bYHKLUMOHMPOBAHNA.
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AHTeHHa Emprint™ asnaerca noteHunanbHo
MNHOGUUMPOBAHHBIM OCTPLIM NPEAMETOM U JOITKHA
YTUAN3MPOBATbCA COOTBETCTBYIOWMM 06Pa3OM.

Mpuniepbl 30H abnALMK

Mpumepbl pesynbraTtos abnAauum, npuseaeHHbie co
cTp. 83 no cTp. 91, 6binn NonyueHbl Npu
WCMONb30BaHWY YPECKOXHON aHTeHHbl Emprint™ ¢
TexHonorvei Thermosphere™ B moaensax TkaHemn
>KUBOTHbIX. B Tabnuue 1 npueoaatca gaHHbie no
WCCNeAoBaHuio in-vivo CBUHON NeYeHn.

B Tabnuue 2 NnprBOAATCA AaHHbIE NO NCCIEA0BAHN
in-vivo CBUHOTrO Nlerkoro.

B rabnuue 3 npuBOAATCA AaHHbIE MO UCCNEef0BaHN
in-vivo CBUHO NOYKN. .
B tabnuue 4 npuBOAATCA AaHHbIE NO NCCNEe0BaHNUIO,
ex-vivo 6blubel neyeHn.
B tabnuiie 5 NpUBOAATCA AAHHBIE NO NCCNEA0BAHNIO.
ex-vivo 6bl4bero nerkoro. ]
B tabnuue 6 npMBoAATCA AaHHbIE MO UCCNef0BaHNI0
ex-vivo CBUHOW NOYK. Paamep 30H abnAauun MoxeT
MEHATbCA B 3aBUCUMOCTM OT YCNOBUI KIMHNYECKOTO
NpVYMeHeHA.

3aTeHeHHble y4acTKu Ha n306paxeHnu
NpeACTaBnAIoT co60M 30HY KOAryNALMM TKaHW,
CO37aHHYI0 BOKPYT W3NYyYaloLLel CeKLMN aHTEHHBI.

[ononHutenbHasa uHpopmayuma

B pykosodcmee nosb3osamernsa cucmemsl abaayuu
Emprint™ c mexHonozaueli Thermosphere™ n
PpyKogodcmee nosb308amesna cucmems! abnayuu
Emprint™ HP ¢ mexHonozueti Thermosphere™
npuBegeHa AONoNHUTeNbHaA MHopmaLMA o
YpecKoXHoi aHTeHHe Emprint™ ¢ TexHonoruen
Thermosphere. B pykoBoacTse rnonb3osarens
cofepxartcs CBeieHNs Mo CNeaylownMmM Temam:

- MWcnonb3osaHue ycTpoicTea

+  OYHKLWK APYTUX KOMNOHEHTOB
«  Ytunusauus

«  Tlowck 1 ycTpaHeHue HenonapoK
+  TexHuueckue xapakTepucTuku

» TexHuueckan nopaepKka

TexHNYECKNe XapaKTepUCTUKN
AHTEHHbI

[manasoH
Temnepartypbl

Pabouwue ycrnosus:

ot +10 go +30°C
TpaHCnopTUpOBKa ¥ XpaHeHue:
o1 -30 go +60 °C

OTHoCUTenbHas
BIAXHOCTb

Pa6ouue ycnosus:

ot 15 po 90 % (6e3 ob6pazoBaHuA
KOHAeHcaTa)

TpaHCNopTUPOBKa U XpaHeHe:
ot 15 po 90 % (6e3 o6pa3zoBaHuA
KOHAeHcara)

AtmochepHoe
naBneHne

Pa6ouue ycnosus:

oT 66 go 106 klMa
TpaHcnopTUpoBKa 1 XpaHeHue:
ot 50 go 106 klMa
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Emprint™

[REF] CA15L1 Short Percutaneous Antenna with Thermosphere™ Technology
Large Spherical Ablation Zone

15cm

i
[REF] CA20L1 Standard Percutaneous Antenna with Thermosphere™ Technologyi

Large Spherical Ablation Zone
20cm

[REF] CA30L1 Long Percutaneous Antenna with Thermosphere ™ Technology

Large Spherical Ablation Zone
30cm

[REF] CA15L2 Short Percutaneous Antenna with Thermosphere™ Technology
Large Spherical Ablation Zone - Reinforced Antenna
15cm

CA20L2 Standard Percutaneous Antenna with Thermosphere™ Technolog
Large Spherical Ablation Zone - Reinforced Antenna
20cm

[REF] CA30L2 Long Percutaneous Antenna with Thermosphere™ Technology

Large Spherical Ablation Zone - Reinforced Antenna
30cm
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@ Radiating shaft (green) @Orange tubing that goes into the pump
() Adjustable depth guide (comes ina @ Antenna cable
ppatate pouch In the package)
() Antenna shatt (13G)
(4) Antenna handle
(5) Antenna cable connector

©)Clips

(DS Clip J'

() Saline han enike connectar —

Indication for Use

The Emprint™ Ablation System is intended for use in
percutaneous, laparoscopic, and intraoperative
coagulation (ablation) of soft tissue, including partial
or complete ablation of non-resectable liver tumors.

The Emprint™ Ablation System is not intended for use
in cardiac procedures.

Device Description

For use with Emprint™ Ablation System with
Thermosphere™ Technology.

Not made with natural rubber latex

Do not use if package is opened or
damaged.

Type BF applied part

Cable connect/disconnect

Do not resterilize. The product cannot be
adequately cleaned and/or sterilized by the user to
facilitate safe reuse, and is therefore intended for
single use. Attempts to clean or sterilize the
product may result in infection or product failure
risks to the patient.

‘ib’*’@@@

Do not activate microwave energy until system
setup is complete and the radiating section of the
antenna is fully inserted into tissue.

When treating shallow lesions, see examples of
ablation zones beginning on page 83 to ensure
proper insertion depth of the antenna to avoid
unintended thermal injury. Consider using an open
procedure when the ablation zone may not be
completely contained in target tissue.

When performing ablations, ensure the green,
radiating section of the antenna is fully inserted
into the tissue. A shallower insertion depth than 2.8
cm may lead to unintended thermal injury.

4 mm

:—’S1

,8cm |

Use caution when creating ablation zones near
large vasculature, including, but not limited to, the
hepatic artery and portal vein. Similar caution
should be exercised near ductal structures, the
diaphragm, the colon, and bronchi. Consider other
treatment options for lesions located in these
areas.

The radiating section of the antenna becomes hot
when microwave power is applied. Care should be
taken to ensure that the radiating section does not
come in contact with unintended tissue, as thermal
injury may occur. Users should not touch the
antenna radiating section at any time during the
application of power. Do not activate microwave
power to an exposed antenna.

The antenna cable may become hot during a
procedure. Take care when handling the cable. Do
not allow prolonged contact with the patient’s skin
during a procedure as thermal injury could occur.

Do not activate the antenna while it is in contact
with metal objects or instruments as unintended
thermal injury could occur.

Microwave ablation procedures are not
recommended for patients with cardiac
pacemakers or other implanted electronic devices.
Potential risks have not been evaluated.

Do not defibrillate a patient with an antenna
inserted. Completely remove the antenna from the
patient before defibrillation. Potential risks have
not been evaluated.

Microwave procedures are not recommended for
pregnant patients. Potential risks to the patient
and/or fetus have not been established.

Smoke generated during electrosurgical
procedures can be potentially harmful to patients
and the surgical team. Adequately vent the smoke
by using a surgical-smoke evacuator or other
means.

Do not look into or place the radiating section near
eyes or testes when energized as this may result in
burns or other injuries to the patient or operator.

Fire/Explosion Hazard: Do not use the Emprint
Ablation System in potentially flammable or

P enviro

The following substances will contribute to

increased fire and explosion hazards in the

operating room:

+  Flammable substances (such as flammable
anesthetics, alcohol-based skin prepping
agents and tinctures)

Naturally occurring flammable gases that may
accumulate in body cavities such as the bowel

Oxygen enriched atmospheres

Oxidizing agents (such as nitrous oxide [N,0]
atmospheres)

Heating associated with microwave energy can
provide an ignition source. Observe

fire precautions atall times. When using microwave
energy in the same room with any of these
substances or gases, prevent their accumulation or
pooling under surgical drapes, or within the area
where microwave procedures are performed.


https://medichome.ru

The antennas should only be used by clinicians and
staff properly trained in the use of this technology
andits associated warnings and cautions. Clinicians
should also be skilled/trained in the use of image
guidance technology such as ultrasound or
computed tomography for the placement of
antennas.

Emprint™ antennas are shipped sterile and are to
be discarded after a single procedure. Do not
attempt to resterilize.

Storage

. Store antennas away from moisture and direct
heat.

« Discard the product if it is damaged, or if sterile
packaging is damaged or opened.

« Discard products that exceed the expiration date
displayed on product packaging.

Inspection of Package Contents

Examine the package carefully before opening to
confirm its integrity and the use-by date has not
passed. Do not use the device if the package is
damaged or opened or if the use-by date has passed.

Setup

The Emprint™ Ablation Generator with
Thermosphere™ Technology, Emprint™ HP
Ablation Generator with Thermosphere™
Technology, Emprint™ Ablation Pump, Emprint™
Percutaneous Antennas with Thermosphere™
Technology, and (optional) Emprint™ Ablation Cart,
or Emprint™ HP Ablation Cart are designed for use
as a single system.

Failure to understand and follow instructions
provided may result in improper functioning of the
system and cause injury to the patient or user.

Important

Refer to the system user guide for detailed
instructions regarding proper setup and activation
of the microwave generator and pump. If using the
Emprint™ generator, refer to the Emprint™ Ablation
System with Thermosphere™ Technology User’s
Guide. If using the Emprint™ HP generator, refer to
the Emprint™ HP Ablation System with
Thermosphere™ Technology User’s Guide.

1. Set up the generator and pump according to the
system user’s guide.

Do not activate microwave energy u(\til' hardwqre
setup is complete and the green, radiating section
is fully inserted into tissue.

2. Select the appropriate antenna length (15 cm, 20
cm, or 30 cm) for a given procedure. The shortest
length, that enables access to the targeted tissue

for ablation during the planned procedure type, is
suggested.

3. Usetheappropriateaseptic techniquesto remove

the sterile antenna, adjustable depth guide, and
the cable S clip from the packaging.

Open the transparent pump-head cover and
insert the orange section of tubing into the pump
head. For proper direction of the flow, the arrows
on the tubing must point in the same direction as
the arrows on the pump head.

Close the pump-head cover.
Remove the cap from the IV bag spike.

Fully insert the bag spike into the port on a one
liter or larger sterile saline IV bag. Confirm the IV
bag spike extends well into the IV bag’s main
reservoir.

Prime the drip chamber by gently squeezing the
sides of the chamber until it is approximately half
full of saline. The blue flow indicator should be
floating on the surface of the saline.

Attach the antenna cable connector to the
reusable cable connector. See figure below. The §
clip may be attached to the reusable cable to aid
in cable management.

@ Reusable cable connector

(@ Arrows on connectors showing proper
alignment between reusable cable and
antenna

® Antenna cable connector

Important

When the arrows are aligned between the antenna
cable connect and the reusable cable connector,
mate the connectors by pressing them together
until an audible click occurs. Rotation of the
connectors during connection may cause damage
to the device.

Important

If the generator produces audible alerts and/or
illuminates the alert symbols at any time, refer to
the troubleshooting instructions in the system
user’s guide for additional information.

10. Activate the pump by pressing the power switch
on the pump’s front panel.

11. Allow the pump to fully prime the antenna with
fluid before continuing with the procedure. This

should take about 30 seconds. The antennaiis fully

primed when there are no more air bubbles
observed circulating through the fluid tubing or
the IV bag.

R E e B
If a leak is encountered, turn OFF the pump and
resolve the leak before continuing the procedure.

Verify that the bag spike is securely inserted into
the saline bag.

If any other portion of the setup is leaking, replace
the antenna as appropriate.

Ensure that the saline flowing to the antenna is
constantly dripping into the drip chamber. The
pump circulates saline through the antenna and
back into the IV bag. Inadequate or no fluid flow
can result in unintended thermal injury along the
antenna insertion site. If the pump is active and the
fluid is not flowing, the tubing may be damaged or
blocked.

« Verify the tubing is inserted correctly into the
pump

- Verify the arrows on the tubing match the
direction of the arrows on the pump

« Verify the bag spike is inserted well into the
main reservoir of the IV bag

« Verify the pump has fully primed the antenna
and no air bubbles remain in the tubing; if an air
bubble appears to be stuck, gently tap at that
location to help the trapped air circulate
through the system

Retry the procedure. If fluid is still not flowing,
replace the antenna.

12. Set the generator’s power setting and duration
time. (See Ablation Zone Examples on page 6 for
guidance on power/time settings.)

Important

If power and time do not adjust, verify proper
connections between the antenna, reusable cable,
and generator.

During a Procedure

1. Remove the protective tube from the antenna
shaft.

2. If desired, place the adjustable depth guide onto

the antenna shaft. Position the depth guide at the
desired depth marker to provide a visual indicator
of insertion depth through the skin.

The adjustable depth guide is intended for
percutaneous use only. This component is not
designed to be radio opaque and, therefore, is not
intended for use in open procedures.

3. Useimage guidance to identify the desired entry

location. To prevent damage to the antenna, it is
highly recommended that a small skin incision be
made prior to insertion. Insert the radiating
section of the antenna into the tissue until it is
at the intended target site.

Always ensure the microwave energy is inactive
before inserting the antenna into the target tissue.

If using an accessory device to aid in the insertion
of an antenna (example: cannula or needle guide),
ensure:

« Theantenna shaft and tip are inserted through
the accessory device without resistance or
lateral force

« The antenna shaft does not bend or scrape
against accessory device

« The accessory device does not apply lateral
force to the antenna

+ The green, radiating section does not touch
bare metal while energy is being delivered

Failure to do so may:

« Cause damage to the antenna including
breakage or detachment of the shaft and/or tip

« Cause unintended thermal injury or alter the
ablation pattern

The tip of the antenna green, radiating section is
sharp. Handle carefully at all times.

Use a scalpel or electrosurgical pencil to expand
theinsertion point if you meet resistance. Although
the antennaiis flexible, using force to break through
an obstruction may lead to breakage and possible
injury to the patient.

Use caution when attempting to ablate lesions
close to the surface of the liver. Thermal damage
resulting in hemorrhage can occur to adjacent
structures.

Do not apply excessive lateral or rotational force
during insertion or extraction of the antenna.
Doing so may lead to breakage of the antenna and
injury to the patient or user.

Do not attempt to bend or reshape the antennas.
Product damage and/or malfunction may result.

View the inserted portion of the antenna using
image guidance, such as computerized
tomography or ultrasound, to ensure proper
placement in target tissue and that the antenna is
not bent or broken.



Confirm proper power and time settings before
continuing with the procedure. Always use the
shortest time settings that will achieve the desired
effect.

If the generator’s high-temperature alert triggers
during a procedure, turn off the pump, replace the
saline bag, and turn on the pump before
continuing. After replacing the saline bag, the
system resumes at the paused time and power.

Important

During a procedure, it is important that the
antenna remain in the appropriate position
throughout the entire procedure. Either manually
hold the antenna or affix theantennain the desired
position. If needed, affix the clips provided on the
antenna’s microwave cable to a stationary object to
preventthe cable and antenna from moving during
the procedure. Use inter-procedural imaging to
monitor placement.

4. Press the generator Start/Stop button or press the
footswitch to activate microwave energy to the
antenna.

Important

If a symbol illuminates on the generator, refer to
the system user’s guide for symbol descriptions
and instructions.

Use appropriate image guidance to monitor the
formation of the ablation zone.

5. When energy delivery to the antenna stops, allow
the pump to continue running for five seconds to
cool the antenna.Then rotatethe antenna shaft to
release any adheredtissue. Then reposition or
remove the antenna.

Allow the antenna to cool as instructed in step 5
before repositioning or removing thi antenna. This
reduces the risk of antenna tip detachment,

6. I performing a track ablatlon, perfanm this
procedure
a) Use the 100W power output setting whenevisr
possible
b) Set the time value long #nough to complete

thes track ablation.

Gently rotate the shaft to ensure the antenna
can move freely.

Start microwave energy and begin retracting
the antenna from the target tissue at a rate of
0.5 cm per 5 seconds.

Stop the track ablation when the antenna has
been retracted far enough so only the green,
radiating section remains in the target tissue.
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Deactivate microwave energy before
removing the antenna from the target tissue
and patient.

Ensure the radiating section is always inserted in
tissue when microwave energy is activated. While
track ablation is a known technique in RF Ablation,
caution should be used in any attempt to cauterize
the track using MW ablation. Thermal injury can
occur due to radiating field effects.

The green, radiating section may remain hot after
activation. Do not touch during or immediately
after the application of energy. Do not place the
antenna on or near the patient after extraction.
Keep all equipment away from flammable
materials to avoid combustion.

7. Iftheantenna is to be reinserted into tissue, clean
the green, radiating section by wiping with sterile
gauze dampened with sterile saline.

Notice

Do not clean the green, radiating section with any
sharp or abrasive objects. Damage to the antenna
may occur resulting in diminished performance
and possible injury to the patient.

After a Procedure

1. Verify that the generator and pump are OFF.

2. Open the pump-head cover to equalize pressure
throughout the tubing.

3. Disconnect the antenna from the reusable cable
and pump.

4. Dispose of the antenna in accordance with your
institution’s procedures.

This product is designed as a single-use device. It
has been evaluated in testing to simulate single-
procedure conditions. The productis not subjected
to reprocessing conditions to evaluate the
product’s functionality after reprocessing or
multiple procedures. Subjecting the product to
reprocessing or multiple procedures could
potentlally impact thie device's ability to function as
intended

Thee Emprint™ antenna should be considered a
contaminated sharp and it should be disposed of
accordingly.

Ablation Zone Examples

The examples of ablation results on page 83 through
page 91 were developed using the Emprint™
Percutaneous Antenna with Thermosphere™
Technology in animal tissue models. Table 1 is from in
vivo porcine liver. Table 2 is from in-vivo porcine lung.
Table 3 is from in-vivo porcine kidney. Table 4 is from
ex-vivo bovine liver. Table 5 is from ex-vivo bovine

:

lung.Table 6 is from ex-vivo porcine kidney. The size of
ablation zones may vary in clinical settings.

The shaded region in the figure represents the zone of
tissue coagulation created around the antenna
radiating section.

More Information

The Emprint™ Ablation System with Thermosphere™
Technology User’s Guide and Emprint™ HP Ablation
System with Thermosphere™ Technology User’s Guide
provide additional information about the Emprint™
Percutaneous Antenna with Thermosphere
Technology. Refer to the user’s guide for information
regarding:

= Using the device

* Other component functions

+ Disposal

« Troubleshooting

» Technical specifications

* Technical support

Antenna Specifications

Temperature Range  Operating:
+10°C to +30°C
Transport and storage:
-30°C to +60°C

Relative Humidity ~ Operating:
15% to 90% (non-condensing)
Transport and storage:

15% to 90% (non-condensing)

Atmospheric Operating:

Pressure 66 kPA to 106 kPA
Transport and storage:
50 kPA to 106 kPA




