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NPEAYNPEXAEHUA
HE vn3nonsgaiite yCTPOWCTBO C NoBpeaeHa nsonaums.

HE cBbp3BaliTe HULLO KbM YCTPOWCTBOTO, OCBEH aKo TO
He e poctaBeHo oT AngioDynamics u npegHasHaveHo 3a
n3nonsesaHe ¢ ToBa ycTponcTeo. CBbp3aHUTe ycTponcTBa
MOXe [a HapywaTt usonaumsTa, KoeTo OT CBOS CTpaHa
MoXe Aa AoBefe [0 HapaHsBaHe Ha naumeHTa.

He e 6e3onacHo npu AMP: Tosa ycTpoiicTBO

He TpsibBa da ce m3nonssa cbBMecTHO ¢ AMP

ob6pasHo Haco4BaHe, Tbil kaTo YCTPOWCTBOTO

He e N3NUTBaHo 3a cbBMecTumocT ¢ AMP.
BHUMAHUE

R ONLY depnepanHoTo 3akoHogatenctso (Ha CALLY)
orpaHuyaBa npopaxbata Ha ToBa uw3denue fga ce
M3BbpLLIBa CaMO OT CTpaHa Ha nekap unu ga ce ynotpebsisa
no npeanvcaHve Ha TakbB.

ToBa yCTPOWCTBO € CTEPUNU3MPAHO C ETUMEH OKCua U e
npeaHasHayeHo 3a WM3Momn3BaHe caMo OT eAMH MauMeHT.
MOBTOPHOTO M3MON3BaHe Ha UW3Oenust 3a edHokpaTHa
ynotpeba cb3gaBa MOTEHUMANEH PUCK OT UHEKUMs
Ha nauueHTa WNW nepcoHana, U3non3Bally, W3AENuUeTo.
3amMbpcsiBAHETO Ha M3OeNnveTo MoXe Aa [fdoBeae Ao
HapaHsiBaHe, 3abonsBaHe WM CMbBPT Ha nNauueHTa.
CbxpaHsBaniTe eguHuyHaTa enektpogHa coHga NanoKnife
Ha XxnagHo u cyxo Mmsicto. Mpean ynotpe6a m3BbplueTe
npoBepka, 3a Aa ce yBepuTe, Ye No BpEME Ha JocTaBkaTa
He ca Bb3HWMKHanNM nospean. He wusnonssante, ako
CcTe nonyyunu crepunHata Gapvepa OTBOpeHa unu
nospegeHa. [la He ce cTepunmavpa noBTOpHO. NOBTOPHOTO
ob6paboTBaHe MOXe [a Hapyluu LUAnocTTa Ha U3AENUeTo
w/vnn ga gosege A0 HemsnpasBHOCT. He nsnonseante, ako
€TUKETBT € HEMbIIEH UMW HEYETNVB.

¢ CoHpute NanoKnife ca octpu ycTponcTtea.
M3non3eaHuTe 1 Hen3nonaeaHUTe yCTPOCTBa
TpsibBa Aa ce U3XBBLPIST B CbOTBETCTBUE C
6onHuYHaTa, adMUHUCTpaTMBHATa U/UnNyM MecTHaTa
npaBuTENCcTBEeHa NONMTUKa 3a Takuea yCTPOMCTBa

e Pasgenutenute 3a coHaa NanoKnife cnep ynotpeba ca
3aMbpceHn G1omMeanUMHCKM oTnaabuy. M3anon3saHoTo
YCTPOWCTBO TpsiGBa Aa Ce U3XBbLPIS B CbOTBETCTBUE
¢ 6onHnYHaTa, agMUHUCTpaTMBHaTa U/UNuM MecTHaTa
npaBMTENCTBEHA NONUTUKA 3a Tak1Ba OTNagbLy.

e CoHpaTa e npefHa3HayeHa 3a 13nonssaHe eAMHCTBEHO
¢ reHepatop *AngioDynamics *NanoKnife. NMpeau pabota
C TOBa YCTPOMCTBO NekapsiT TpsibBa BHUMATENHO Aa
npoyeTe pbKOBOACTBOTO 3a NOTPebuTens Ha cuctemara
NanoKnife. 3abenexka: EAMHWYHMTE enekTpoaHu
coHau NanoKnife (6e3 akTueaumsi) ce n3nonssar camo
cbe cuctemata NanoKnife 2.2.0. 3a Bcsika npoueaypa
NanoKnife 2.2.0 noHe eAHa OT M3non3BaHUTe COHAN
TpsibBa fa 6bae akTuBaumoHHa coHpa NanoKnife.

e /36srBanTe Jonvp 0 eOVHUYHUTE ENEKTPOAHW COHAMN
NanoKnife, korato goctaBste umnyncu. Yseperte ce, ye
1 ABaTa enekTpoaa Ha eAMHUYHUTE ENEKTPOLHU COHAM
NanoKnife ca HanbnHO BrpafeHu B LienieBata TbKaH,
npeawv Aa 3anovHeTe OCTaBsiHEe Ha UMMYICK.

He orbBavite eamHnyHuTe enektpogHmn coHam NanoKnife,
TbI1 KaTo TOBa MOXe [a NoBpeAn usonaumsita.

He cBbp3BanTe HULLO KbM YCTPONCTBOTO, OCBEH aKo TO

He e goctaBeHo oT AngioDynamics v npegHasHa4eHo 3a
13rnonaBaHe C ToBa ycTponcTBo. CBbp3aHuTe ycTpoicTBa
MOXe [a HapyLlaT 13onaumnsTa, KOeTo OT CBOS CTpaHa MoXe
[a Josefe A0 HapaHsiBaHe Ha nauueHTa. lNocTtaBsiHeTO

Ha eMHWYHa enekTpoaHa coHaa 6e3 HenpekbCcHAToO
HacouyBaHe Ha U306paKeHNeTo MoXe [a YBenm4umn pucka

OT HenpefHaMepeHa MexaHuyHa nepdopauusi, yBpexaaHe
Ha KPUTUYHW @aHaTOMWUYHU CTPYKTYPW WM HEBOSTHO
paspyLiaBaHe Ha TbkaHu. O6opyaBaHe 3a n3obpaxeHns

C Bb3MOXHOCTM 3a BUCOKa pasgenutenHa cnocobHocT ce
npenopbyBa 3a npoLeaypu, Npu KoUTo Lieneeata obnact
BKIIOYBA UMK € B HENocpeacTBeHa bnnsocT A0 KPUTUYHU
CTpyKTypu. Hannuneto Ha HeafekBaTHO o6opyaBaHe 3a
n3obpaxeHns Moxe Aa AoBeae A0 HenpeaHamepeHa
MexaHu4Ha nepdopauysi, yBpexaaHe Ha KpUTUYHU
aHaTOMWUYHM CTPYKTYPY W/UNi KpbBOWUSMUB.

BwxTe pbkoBOACTBOTO 3a NoTpebutens Ha reHepaTtopa
NanoKnife 3a nbneH cnuckk ¢ NnpeaynpexaeHns n
npeanasHy Mepku.

NOTEHUUANHW HEXXENNAHU E®EKTHU

HexenaHute edektu, kKOUTO Moxe Aa GbaaT CBbp3aHu C
na3nonssaHeto Ha cuctemarta NanoKnife, BkntoyBat, HO He ce
orpaHvyaBart [0 CnefHuTe:

Aputmmns * YBpexaaHe Ha KpUTUYHU
aHaTOMUYHW CTPYKTYpU
(HepBw, KPBBOHOCHM
Ccb[oBe, kaHanu)

o [MpeacbpaHo MbXaeHe
Unu TpenTeHe
o Burnmenus

¢ OG6pasyBaHe Ha duCTynn
o bpaavkapaus

* XemaTtom
o  CbpaeyeH brnokax unu
aTpPVOBEHTPUKyNapeH Kpbeonanue
6rnokax * XemoTopakc
o [lapokcusmanHa ¢ VHdekuun
CYMPaBEHTPUKYNApHA o  \MyckynHa KoHTpaKLust
Taxvkapams

¢ [THeBMOTOpaKc
o Taxukapgus
* PednekcHa xunepToHns
> PednekcHa
TaxuKkapans ¢ HenpegHamepeHa
MexaHW4Ha nepdopaums
> BeHTpukynapHa
TaxuKapans BarycHa ctumynaums,
acucTonusi
©  BeHTpuKynapHo

MbKaEHE BeHosHa TpomGo3a

NMPEAHA3HAYEHUE

EAMHWYHUTE enekTpoaHM COHAM ca npeaHasHayYeHu
3a usnonaeaHe cbc cuctemara NanoKnife.

OMUCAHUE HA NPOAOYKTA

EAVHWYHWTE  enekTPOAHM COHAM WMaT  TpoakapHu  Urnn
c pa3mep 19 u ce npegnarat ¢ gbmkuHa oT 15 cm un 25 cm.
BkntounTtenHo ¢ n3onauusta AMameTbpbT € pa3mep 18.

REF 20400104
15 cm eguHUYHa
enekTpoaHa coHaa

REF 20400106
25 cm eaMHUYHa
enekTpogHa coHaa

®durypa 1: Koncdurypaumum Ha conpgute

CoHauTe ce CbCToAT OT:

1.

AKTUBEH enekTpog, perynupyema ObJhkuHa CbC CTbMKM
ot 0,5 cm ot 0-4 cmype3 nnb3raya 3a nanew.

M3onaumnoHeH pbkas.

Wrna c pasmep 19 ¢ mapkepm 3a gbnboynHaTa u
€eXOreHeH BpPbX.

10 cbyTa (3 m) cBbp3BaLL Kaben.

5. CTepunHu eTUKeTH 3a uaeHTUdKULMpaHe Ha Homepa
Ha nopTa Ha reHepaTtopa, KbM KOMTO LLe Ce CBbpXe
coHparta (NpefocTaBsiT ce caMo C eAnHNYHaTa
eneKkTpodHa akTMBaLMOHHA CoHAa).

AKTUBEH enekTpos

I~

_— W3onaunoHeH pbkas

ExoreHeH Mnbarad 3a
BPbX Ha

wrnata

KabeneH koHekTop
®durypa 2: KomnoHeHTH Ha coHpaTa

EavHnyHaTta enekTpogHa akTMBaUMOHHA COHA@ Moxe Jda
Ce CBbpXE KbM KOWTO U [a € U3XOLEH MOpT Ha reHeparopa.
B 3aBucuMMmocCT OT pa3mepa Ha 30HaTa Ha Mekata TbkaH
3a abnaumsi edHOBpEMEHHO MoraT Aa ce M3nonssaT Han-
MHOTO LecT coHan. CoHauTe mMoraTt Ja ce Npeno3numuoHmpaT
cnep Bcsika abnaums, 3a Aa ce Nokpue no-ronsiMa 30Ha,
CbIacHO HacoKWTe OT codTyepa Ha reHeparopa.

WHCTPYKLUWU 3A YNIOTPEBA

1. Mpernepaite pbKOBOACTBOTO Ha onepartopa Ha
cuctemara NanoKnife n ce 3anosHaiite ¢ paborata
Ha reHepaTopa.

2. BkntoyeTe reHepartopa.

3. MNpeam ynotpeba npoBepeTe BCUYKM U3AENUS U
TexHUTe onakoBku 3a nospeaun. HE nanonssante
n3genus, No KOUTO MMa LWETU UMK YUSTO cTepunHa
ob6BwuBKa e 6vna noBpeaeHa.

4. N3nonssante CTepwuriHa TeXHUKa, 3a ja OTBOpuUTe
onakoBkaTta, U BHUMATEIHO n3sagete nsgenueto.
M3Bagete n U3XBbpreTe 3allnuTHaTa TpaHCnopTHa
OnakKoBKa, KOATO NOKpuBa urnara.

5. C eauHUyHaTa enekTpoaHa akTMBaLMOHHa COHAa
ca BKITHOYEHW CTEPUITHU ETUKETU, KOUTO MOXE Aa
ce W3nos3ear 3a uaeHTUdULMpaHe Ha KOHEKTopa
1 CbOTBETHUTE APBXKM, KOUTO LLie CE CBbPXAT KbM
nopToBeTe Ha reHepaTopa Mo Bpeme Ha npoleaypara.

®urypa 3: ETukeTn 3a KOHEKTOP U ApPbXKKa

6. CBbpxeTe KaBerH1Te KOHEKTOPY KbM MpeaHUst naHen
Ha reHepaTopa. 3abenexka: Ako 3a CBbp3BaHe Ha
kabena KbM reHepaTopa e Heobxoanma npekomepHa
cuna, NnposepeTe Aanu WWTHT Ha kabenHyst KOHEKTop
He e orbHar.

7. MporpamupainTe reHepartopa ¢ napameTpuTe, KOUTO ca
HY)XHW 3@ MOCTUraHe Ha xernaHara abnaumoHHa 3oHa.
BuxTe pbKOBOACTBOTO Ha reHepaTopa 3a KOHKPETHU
VHCTPYKLMW 3a nporpamupane.

a. TunuyHWTEe pesynTaTy (Bb3 OCHOBA Ha UH BUBO
[aHHWU Npu NpaceTa) 3a [Be COHAMN Ha pa3cTosiHue
1 cm efHa OT Apyra Ab/KMHA Ha aKTUBHUS eNeKTPof,
3agageHa Ha 2 cm.

HacTtpoiiku Ha reHepaTtopa:

ObmkuHa Bpoit
CoHpia +|CoHpa - | HanpexeHue G umnyscy
umMnynca
1 2 2000 V 100 ps 90
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22mm 20 mm

1 e

W3MEQ OTMNPEN M3MMEeQ oTaony
durypa 4: TunMyHKM pesynTaTv oT abnaums Bb3 oOCHOBa
Ha VH BUBO JaHHUW Npu npaceTa.

6. TunuyHUTE pesynTaTh (Bb3 OCHOBA Ha UH BUBO
[aHHW Npy npaceTa) 3a ABEe COHAM Ha pa3CcTosiHUe
1,5 cm egHa OT Apyra AbMKUHA Ha aKTUBHUS
enekTpoa 3agajeHa Ha 2 cm.

HacTpoliku Ha reHepaTtopa:

ObmkuHa Booit
CoHpa +|CoHpaa -| HanpexeHue Ha P
uMnyncu
uMnynca
1 2 2500V 100 ps 90

30 mm 20 mm

M3MEeQ OTNPEN M3MEeQ oToony
®urypa 5: TunuyHu pesyntaTtuy or abnauusa Bb3 OCHOBa
Ha UH BUBO AaHHM NpM npaceTa.

8. Perynupaiite ekcnosuuusTa Ha enekTpoaa ¢ nomMoLuTa
Ha nnbaraya 3a nanew, Kato HaTUCHETE NPOKCUMAanHUsI
noBaurHaT Kpan 3a oTknouBaHe. Ekcnosnumsita Moxe
na ce perynupa ot 0,40 4,0 cm B cTbnkn no 0,5 cm.
TouHOCTTa Ha perynvipaHe Ha ekcnosvumsita e
+/-0,15 cm.

% A AR A A
Ee——1= 0 051.01520253.03540 NanoKnife*
3
=
—_— 0 0510152025303540 Nanoknife:

EkcnonvipaH aktueeH HacTtpoiika Ha nnb3rava
enekTpoa 3a naneu

®urypa 6: KopurnpaHe Ha enekTpoaHaTa eKCcno3mums

9. MoTBbpOETE TOUKaTa Ha BNM3aHe n TpaekTopuaTa
Ha BCAKa eQMHUYHA enekTpoaHa coHaa npeam
BKapBaHeTo M ¢ nomMoLuTa Ha obopyasaHe 3a obpasHa
amarHoctuka. Kato nanonasarte obpasHa AuarHocTuka,
coHauTe TpsibBa Aa ce NOCTaBAT B LieneBaTa ThkaHHa
30Ha Bb3MOXHO Halr-napanenHo. lNocraBsiHETO Ha
edVHUYHa enekTpogHa coHaa 6e3 HenpekbCHaToO
HacoyBaHe Ha M306paXXeHNeTo Moxe Aa yBenuin
pucka OT HenpefHaMepeHa MexaHuyHa nepdopauus,
yBpexaaHe Ha KpUTUYHU aHaTOMUYHU CTPYKTYPU U/unun
HEBOJIHO pa3spyLuaBaHe Ha TbkaHW. VianonseanTte eauH
unu noseye pasaenutenu NanoKnife, 3a aa ynecHute
NoCTaBAHETO Ha COHAMTE NapanernHo u Npy 3agageHo
pascTosiHWe efHa oT Apyra.

10. MocTaBanTe eanHUYHNTE eNEeKTPOAHN COHAN BHUMATENHO
1 cucTeMaTUyHo, KaTo n3nonasaTe obopyasaHe 3a
obpasHa AnarHocTuka 1 nof HempekbcHaTa Hacoka
Ha obpasHa AnarHocTmKa, 4oKaTo M3bareate ThKkaHHU
npensaTCTBUS U KNMUHUYHK CTPYKTYpu. CoHanTe Tpsibea
na 6baaT noctaBeHU Taka, Ye ja ca Bb3MOXHO Hal-
ycrnopeaHu egHa Ha apyra. 3bsirsante nocrtaBsaHeTo
Ha edVMHUYHM eNEeKTPOOHN COHAM Taka, Ye Aa ca
npuénuxeHn Ha Bbpxa. MocTaBAHETO Ha NPUBNKEHN
COHAM MOXe Aa foBefe [0 BUCOK TOK MO BpeMe Ha
[oCTaBKa Ha UMMyIcK.

11. MapkupoBk1Te No urnata morat Aa NoMorHar 3a no-necHo
noctaesiHe Ha usgenveto. MapkMpoBKUTe ca HaHeceHu no
urnata B cTbnku no 1,0 cm.

~-5cm gbnbounHa 10 cm Abn6ounHa @
®durypa 7: MapkMpoBKM 3a AbNGOYMHA Ha urnara

12. MpoBepeTe No3nuuaTa Ha COHANUTE Ype3 obpasHa
anarHoctuka. Mrnute Tpsibea Aa ce npoBepsiT Aanu ca
Bb3MOXHO Haii-6nn3ko fo napanenHo 1 B CbOTBETCTBUE
C nnaHa 3a nocTaBsiHe Ha coHpaTa.

13.MpoBepeTe AbMKMHATA HA EKCMOHMPaHUS eNeKTPOL,
nocoyeHa Ypes nnbaraya 3a nanew Ha Apbxkara (BuxTe
Durypa 6).

14. Cnep KaTo BCUYKYM XXEMaHW COHAM ca NOCTaBeHW, U3MepeTe
1 3anuLieTe BCUYKN MEXOYENEKTPOAHW Pa3CTOSIHUS C
nomoLLTa Ha u3mepBaTeneH MHCTPYMEHT Ha obopyaBaHe
3a obpasHa gmarHocTuka.

15. BuxkTe pbKOBOACTBOTO Ha reHepaTopa 3a HCTpyKuuuTe
3a JocTaBsiHE Ha UMMYFCH.

MAXAHE U U3XBBbPNAHE HA COHOATA

16. Cnep kaTo abnauuaTa npyknoYn, npean MaxaHe
Ha coHAuTe, NnpernefaTe rpadukuTe Ha ekpaHa 3a
reHepupaHe Ha UMnyrncy, 3a Aa ce yBepuTe, Ye umnyncute
ca JOCTaBeHU.

17.ianon3Bavite Nnnba3rava 3a naned, 3a Aa NpoMeHuTe
HacTponkaTta 3a ekcno3uumusi Ha conaata Ha 0 cm 3a Bcska
COHAa, KaTo Taka NoKpueTe peroHa Ha ekCrnoHMpaHus
ernekTpoa.

18. Mi3BageTe Bcsika coHaa OT NaumeHTa 1 st nocTaBeTe
B CTepurHaTa 30Ha 3a noaroToBka.

19. CnenpaiiTe MeauUMHCKa NpeLieHka, 3a Aa NocTurHete
XemocTasa Ha MSICTOTO Ha MyHKUUS Crief oTCTpaHsiBaHe
Ha coHparta.

20. N3kntoyeTe BCUYKK KabenHW KOHEKTOpW Ha coHaaTa
NanoKnife ot reHepaTopa NanoKnife.

21. Congute NanoKnife ca octpu ycTpoiicTsa. M3nonssaHute
1 HenarnonseaHuTe ycTpoiicTBa TpsibBa Aa ce N3XBbpNAT
B CbOTBETCTBUE C BONHMYHATa, aAMUHWUCTPaTUBHATa M/Unn
MecTHaTa npaBUTENcTBEHa MONMTYKA 3a TakvuBa YCTPOMCTBA

22. Paspenutenute 3a coHaa NanoKnife cneg ynotpeba ca
3aMbpceHn GruomMeanUMHCKM oTnagbun. 3nonssaHoTo
YCTPOWCTBO TpsiGBa Aa ce U3XBbpIs B CbOTBETCTBUE
¢ GonHuyHaTa, aAMUHUCTPaTMBHATa M/UNM MecTHaTa
npaBWTENCTBEHa NONMTUKA 3a Tak1Ba OTnagbLy.

23. HesambpceHaTa onakoBka Ha yCTpOWCTBOTO TpsibBa Aa
ce peumknmnpa, ako e NPUMoX1MMo, Unn aa ce U3xXeBbpns
KaTo 06MKHOBEH oTnagbK B CbOTBETCTBUE C 6OJ'IHI/IHHaTa,
agMUHUCTpaTuUBHaTa n/vnun mectHaTa npasuTtencreeHa
NnosiInTUKa 3a TakmBa nsgenus.

*AngioDynamics, noroto Ha AngioDynamics, NanoKnife u noroto Ha
NanoKnife ca TbproBcku Mapku 1/vnu perncTpupansm TbproBeku
mapku Ha AngioDynamics, Inc., dounuan wnu nogpasaeneHuve.
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B cboTBeTCTBUE C M3nckBaHKsATa Ha 21 CFR YacT 801.15, no-gony Lie HamepuTe peyHUK Ha CUMBOSIMTE, KOUTO ca BKMHOYeHU 6e3

NPUAPYXUTENEH TEKCT.

Ped. | 3arnaBue Ha
Cumson 3HayeHue Ha cumBona
Ne |cumBona
“ 5.1.1 |MNpown3soaunten MocoyBa NpousBOANUTENS Ha MEAULMHCKOTO n3penve.?
YMbAHOMOLLEH
npeacTasuTen . N
5.1.2 o MocoyBa ynbnHomoLleHust npeacTasuTen B EBponelickata 06LLHOCT.
B EBponeickata
06LHOCT
5.1.3 | [ata Ha npousBoacTBo | MocoyBa Aartarta, Ha KosiTo e 61no NpousBeaeHo MeaULIMHCKOTO usaenue.?
5.1.4 | Cpok Ha rogHocT Mocousa aarata, cried KOSTO MEAULIMHCKOTO U3ienne Beye He Tpsibea Aa ce uarnonsea.?
MocoyBa kofa Ha napTuaaTa oT NPOM3BOAMTENS, Taka Ye napTuaaTa Aa Moxe
5.1.5 | Koa Ha naptvaa A PTAA P A pranara i
Aa ce uaeHtudmumpa.?
MocoyBa kaTanoXHusi HOMEp OT NPOU3BOAUTENS, Taka Ye MEAULIMHCKOTO n3fenve
516 |KaranoxeH Homep P 2 P A A A
Aa Moxe Aa ce uaeHTudbuumpa.
5.1.8 | BHocuten Mocoysa ApYyXeCcTBOTO, BHACALLO MEANLIMHCKOTO N3Aenne B MACTOTO.?
CrepunusupaHo ypes
5.2.3 MocoyBa, Ye MeANLMHCKOTO U3aenve e 61no CTepunuanpaHo ¢ eTuneH okeug.?
eTuneH okeug,
[Ha He ce cTepunuanpa
5.2.6 NIOBTOPHO MocouBa, Ye MeAULIMHCKOTO 13aenue He TpsibBa fa ce CTepunmanpa NnoBTOpPHO.?
[a He ce n3nonsea,
MocoyBa, Ye MeANLIMHCKOTO u3aenve He TpsibBa a ce W3MoN3Ba, ako onakoBkaTa
5.2.8 |ako onakoskaTta e
e noBpejeHa Unu oTBopeHa.?
noepeaeHa
Cvctema ¢ eavHMYHa
5211 MocoyBa cuctema C eaMHUYHa CTepunHa Gapuepa.?
cTepunHa 6apuepa
[a ce nasm ot
532 Mocoyga, Ye MeaNLMHCKOTO u3aenve Tpsibea Aa ce nasu oT U3TOYHULM Ha CBETNNHA.?
CrbHYEBa CBETNMHA
534 |[a ce cbxpaHsBa cyxo |[locoyBa, Ye MeaULMHCKOTO U3nenue Tpsibea Aa ce nasu oT Bnara.?
536 lopHa TemnepatypHa | MocouBa ropHaTa TemnepaTypHa rpaHuLa, Ha KosiTo MeaULMHCKOTO U3Aenie Moxe
- rpaHuua na ce nognara 6e3onacHo.?
542 [a He ce n3nonasa Mocoysa, Ye MeANLMHCKOTO U3aenve e npegHa3HavyeHo camo 3a eHokpaTHa ynotpeba
“"" | noBTOpHO VNV 3a U3Mon3BaHe OT eAVH NaLMeHT No BpeMe Ha efHa npoleaypa.?
BuxTe UHCTpyKUnKTE
5.4.3 |3aynotpeba MocouBa, Ye noTpebutenaT Tpsbea Aa nperneaa MHCTPyKUuMuTe 3a ynotpeba.?
ifu.angiodynamic.com
5.7.7 | MeguuuHcko nagenve | Mocoysa, Ye apTuKymbT € MeaMULUMHCKO u3nenive.?
YHukaneH o
Moco4Ba HocKTen, KOMTO ChAbpXa MHOPMaLMS 3a YHUKaNeH naeHTudukaTop Ha
5.7.10 | naeHTucpunkatop o N
- YCTPOWCTBO.
Ha yCTPOCTBO
Hsma BHumanue: ®epgepanHoto 3akoHoaaTenctso (Ha CALL) npeaswkaa orpaHuyeHve 3a
R, ONLY AHHI Cawmo o npeanucanune | npogax6ara Ha ToBa U3genue a ce 13BbpLUBA CaMo OT CTPaHa Ha NULeH3NpaH nekap
A VMY MO Nopbyka Ha TakbB.®
P N Hawa | YHuBepcaneH Homep KoawbT 3a yHuBepcaneH Homep Ha npogykT (UPN) npeactaensisa Homepa Ha
faHHu | Ha npogykT NpOV3BOAMTENS 3a JafeH apTUKyn
'v'f‘ Hsma | Konnuectso B
}4’ Mocoyga, Ye YNCNOTO oTpassiBa 6post earHULM B ONakoBKaTa.
YaN) [aHHu | onakoBkaTa
Hawa [eknapauus oT NpoM3BOAUTENS 3a CbOTBETCTBUE C [iUpeKkTnBaTta 3a MeAULMHCKA
CE mapkupoBka o
naHHn vaaenuvs 93/42/EV0O.
Hamva He e 6e3onacHo npu
anmy | MaTHUTEH pesoHatc [a ce na3u ganey ot obopyaBaHe 3a sApeHO-MarHUTeH peaoHaHc (AMP)."
AaR | (vie)
Peuuknupyema
1135 u Py Peuunknupyema onakoBka.?
ornakoBka

Fowaw

EN IS0 15223-1 - MeavumHcku usaenus — CUMBONM 3a U3NON3BaHe Ha eTUKETUTE Ha MEANLIMHCKN U3enusi, eTUKETU U MHOopMaLms 3a AocTaBka.
21 CFR 801.109 — Kogekc 3a dhefepantute pasnopeaou.
PernamenTn 3a MeanumHcku usnenus Ha EC 2017/745, ny6nnkysann Ha 5 maii 2017 1.

ASTM F2503-13 — CtaHgapTHa npakTika 3a 0603Ha4aBaHe Ha MeAULMHCKN U3AENWs 1 ApYri apTuKynu 3a 6e30nacHOCT B cpeaia Ha MarHUTeH pe3oHaHc.
EN IS0 14021 ETukeTun 1 aeknapauum 3a okonHata cpega. Camopeknapypann ekonoruiHu npeteHuum (Tun |l ekonornyHo eTukeTnpaxe)
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