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WHCTPYKL NN 3A YNIOTPEBA
BHUMAHUE

Ii, ONLY ®epnepanHoto 3akoHopatenctso (Ha CALL)
orpaHuyaBa npoaaxbata Ha ToBa uW3denue pa ce
M3BbpLUBa CaMo OT CTPaHa Ha nekap unu ga ce ynotpebsisa
no npeanucaHne Ha TakbB.

ToBa YCTPOWCTBO € CTEPUNU3NPAHO C ETUMEH OKCUA.
YCTPOWCTBOTO € CTepUnHO U NpeaHa3HayeHo 3a
n3nonseaHe OT eAuH nauueHT. CTepuriHo, OCBEH ako
onakoBkata € OTBOpeHa unu noBpefeHa. [a He ce
cTepunmampa noBTOPHO.

PaspenutensT e npegHasHadyeH 3a M3Mon3BaHe camMo
C eauMHWYHW enekTpodHn coHan AngioDynamics. BuxTe
VHCTPYKUMUTE 3a ynoTpeba Ha coHAaTta 3a AomblHUTENHa
nHdopmauus oTHocHo npoueaypata NanoKnife.

NPEOYNPEXOEHUA

MOBTOPHOTO W3Mon3BaHe Ha W3Oenus 3a efHoKpaTHa
ynotpe6Ga cb3gaBa MOTEHUMANeH PUCK OT  UHGeEeKUUs
Ha MmauyuWeHTa WM nepcoHana, W3non3Bsaly M34enueTo.
3ambpcsBaHETO Ha W3OenueTo Moxe [a [oBede A0
HapaHsiBaHe, 3a6onsiBaHe UM CMbPT Ha NauueHTa.

[MoBTOpHOTO 06paboTBaHe MOXe [a HapyLuy LsnocTTa Ha
n3nenveTo u/vnu Aa foseae A0 HEM3MNPABHOCT.

OMUCAHUE HA NPOOYKTA

PasgenuTenaT e eauHWYeH KOMMOHEHT C edHa nokauus
3a OCHOBHa COoHAa ¥ 4 nokauumn 3a BTOPUYHU COHAU, KOETO
no3eosnsiBa Ha NOTpebuTens Aa no3vuMoHMpa CoHAWUTE Ha
cTbnk1 ot 10 mm Ao 25 mm, +/- Tmm.

NMPEOHA3HAYEHUE

Pasgenutenat 3a eAuMHUMYHa enekTpogHa coHda e
npegHasHadYeH fa 3agbpxa eAVHUYHWTE  enekTPoAHU
COHAM MapanenHu ¥ Ha 3adafeHoTo pa3CcTosiHUe efHu
oT Apyru.

WHCTPYKLUWUU 3A YNNIOTPEBA

1. Mpepn ynotpeba npoBepeTe BCUYKN U3AENUs U
TexHWTe onakoBky 3a weTtn. HE nsnonseaiite nsgenus,
Mo KOUTO MMa LLETU UMK YUSITO CTepuIiHa obBMBKa €
6una nospeaeHa.

2. VianonsBanTe cTepunHa TexHuka, 3a Aa oTBopute
onakoBkaTa, U BHUMaTENHO U3BaaeTe U3aenmeTo.

3. lMpuvkayeTe pasgenuTens KbM MbpBaTa coHAa, KaTo
nnb3HeTe coHAaTa npea Hero (KakTo e nokasaHo Ha
durypa 1) unu ro wpakHeTe KbM Bana Ha coHaaTa
(kakTo € nokasaHo Ha durypa 2).

4. TpukadveTe BTOpaTa COHAA KbM pasgenuTtens, kato
nnb3HeTe coHAaTa npea Hero (kakTo e NokasaHo Ha
durypa 1) unu ro wpakHeTe KbM Bana Ha coHaaTa
(kakTo e nokasaHo Ha durypa 2).

®durypa 2
B cwoTBeTCTBUE C U3KUCcKBaHMsTa Ha 21 CFR YacT 801.15, B pbkOBOACTBOTO Ha
notpe6utens Ha cuctema NanoKnife e npefocTaBeH peyHnKk Ha CUMBONUTE, KOUTO ca

BKIOYeHN 6e3 NpuapyXuUTeneH TEKCT B eTUKeTUTe Ha pasaenutens 3a coHav NanoKnife.

3AMMABME HA

CUMBOIT | PE®. Ne CUMBONA

3HAYEHUE HA CUMBONA

KoabT 3a yHuBepcaneH
Hsima | YHuBEpcaneH | Homep Ha npopykT (UPN)
U PN HOMeEp Ha npencTasnsasa Homepa Ha
AaHHW | npopaykT NpOM3BOANTENS 3a AaAeH
apTukyn

G"’(‘ HsmMa | Konnuectso B Mocousa, Ye YncnoTo
M’) onakoBkaTa oTpassisa 6pos eanHULM
AaHH1 B onakoBkara.

Hama | Peunknmnpyema .
@ [iaHHu | onaKoBka Peuyknupyema onakoska.

a.EN IS0 14021 ETukeTn n feknapauui 3a okonHata cpeaa. Camoneknapupanm
ekonoryHn npeteHumm (Tun |l ekonornyHo eTukeTupaHe)

*  AngioDynamics, noroto Ha AngioDynamics, NanoKnife n noroto Ha NanoKnife ca
TbProBCKM Mapku U/Mnn perncTpupann TbproBcku Mapku Ha AngioDynamics, Inc.,
cunuan unu nogpasgeneHme.
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