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BENELLKA: [letanHo npouuTajTe ro 0BOj NPUpaYHuK, Kako 1 MpUpaqH1KoT 3a

0orepaTopoT Ha nacepoT npep ynotpea Ha KOMMNETOT 3a MHTEpBEHLMja

VenaCure EVLT*. 3emerte rv npeasuwa cute npeaynpenyBatba, Mepkv Ha

MPETNasnuBOCT M ONOMEHM, KOU Ce HAaBEAEHM BO OBMeE [JOKyMEHTH. Bo

CMPOTUBHO, MOXe Aa A0jAe A0 KOMMMMKALMM Kaj NaLMeHTOT.
MPEAVBUAOEHA YNOTPEBA/MHOUKALIUU 3A YNOTPEBA:

Komnneturte 3a nocranka AngioDynamics* n VenaCure EVLT*

NeverTouch* ce uHanumMpanu 3a eHgoBackynapHa koarynaumja Ha

ronemara noTkoxHa BeHa (GSV) kaj naumyeHT Co NUTOK BEHCKN

OAMNVB, 3 TPETMaH Ha MPOLLMPEHY BEHW 1 MPOLLMpYBaksa NOBP3aHu

€O NOBPLUMHCKVOT OZINVB Ha rofiemara noTkoxHa BeHa (GSV), kako un

33 TPETMaH Ha HEKOMMETEHTHOCT V1 OANVB Ha MOBPLUMHCKUTE BEHW Ha

[IONHUTE EKCTPEMUTETH.

Ogoj npon3eog Tpeba fja ce KOpUCTW Camo CO Nacepy KOULITO
ce oobpeHu 3a ynotpeba nNpy TPETMaH Ha NPOLUMPEHM BEHM,
npoLunpyearsa Co NOBPLUMHCKM OANIUB Ha GSVu3a TpeTMaH Ha
HEKOMNETEHTEeH BEHCKN 0ANuB Kaj MOBPLUMHCKNOT BEHCKM CUCTEM
BO [IO/HUTE EKCTPEMUTETH.

MPEABUAEH MPO®UN HA KOPUCHULIU
Komnnetot 3a nHtepeeHumn VenaCure EVLT NeverTouch e HameHeT
[1a o KOpUCTaT nekapy, BKNy4yBajki1, HO He orpaHin4yBajki ce Ha
BacKyrapHu XVpypau, MHTEPBEHTHU KapAV1ONoau 1 UHTEPBEHTHN
paanonoau. Ynotpebara Ha ypeauTe 3a éHAOBEHO3Ha nlacepcka
abnauvja mopa ga 6uae orpaHnieHa Ha MeaULMHCKI NepcoHan co
MCKYCTBO BO CrieLujanHoCT/ COOABETHN Ha MHAWKaLmuTe 3a ynotpeba.
Ce npenopavyBa LIen1oT nepcoHarn Bo KOHTaKT €O ypeaoT Aa 6uae
VH(OPMMPaH 3a c1Te NpUMeHnNBY Ge3beHOCHM NpaBuna
V cTaHAapav npep ynotpeba.

MPEABUAEHA NMOMYNALWJA HA MALIMEHTU
Komnnetot 3a nxtepseHLmn VenaCure EVLT NeverTouch e HameHeT
3a ynoTpeBa Kaj nonynauum Ha nauneHTV Kov BKNy4yBaaT LUMPOK
oricer Ha BO3PacTi, TEXWH, Pack, HaLMOHANHOCTH, OMLITO 3pasje
1 MEZMLIMHCKY COCTOj61 (BO COMMACHOCT CO CUTE MpeaynpeayBakba,
MepKV Ha MPEeTNasnmMBoCT 1 KOHTpauHANKaLm).
Komnnetot 3a uxtepseHUmun VenaCure EVLT NeverTouch e HameHeT
3a NleKyBatbe Ha MaLMeHT! Co NPOLLMPEHN BEHU.

KNMUHUYKU NPUOOBUBKNU
OuekyBaHWOT KIMHIYKM UCXOA Ha H0BEHO3HaTa nacepcka abnauuja
(BKIy4MTENHO 1 HA KOMMNIETOT 3a UHTepBeHLun VenaCure EVLT
NeverTouch) e ycneluHo 3aTBopak-e Ha BeHaTa co MUHUMATHN A0
HUKaKBI KOMMAVKaLMKM 1 nofobpyBake Ha GonkaTa 1 KiMHNuKkiuTe
CYMMTOMM KaKo LUTO Ce eieM, NMPOMEHM Ha Koxata, BocrarieHne
W YNKycy (MEpeHo CO CTeMeH Ha BeHcka KnnHu4ka ceprosHocT (VCSS)).

VICKHY‘-IOLWI
MauvenTy wro Tpeba fa ce TpeTupaat 3apaan TPOMG BO BEHCKM
CermMeHT

o [laumenTy wro Tpeba Ja ce TpeTUpaaT 3apaay CekLnja co aHeBpu3Ma
BO BEHCKM CETMEHT

o [laumeHTt co nepucepHo apTepucko 3abonyBare OapeAeHo crnoper
3rnobHo-6paxujanHnoT nHaekc <0.9

o [laumneHTV Kou He MoXar fja ce ABUXaT.

o [launeHTn co anaboka BeHcka TpomGo3a (DVT).

o [aumneHTn kon ce Gpemerm nnm ko Jojar.

o [launeHTu co nolua onwTa 3ApaBCTBEHa COCTojba.

o [lpyn TpeTMaHOT, NekapoT MOXe Aa YTBPAU U APYIU KOHTpauHAMKaLMM.

MOXHW KOMMNUKALIUK:
lMoTeHUMjanH1Te KOMMNAMKALM BKIYYyBaaT, HO HE Ce OrpaHinyeHn
Ha cnefHoBO: nepdopaumja Ha kpeeH cag, Tpombosa, 6enogpobHa

embonuja, pnebutuc, xematom, MHheKLmja, NPOMEHa Ha NUrMeHTaLmjaTa

Ha Koxata, HeoBackynapu3sauja, napecteavja nopaau TEpMUHKN
OLUTETYBAHa HA COCEHIUTE CEH30PHU HEPBY, aHECTETCKA TYMEKCEHLMja,
He-LIerNHo 3paverbe, XemMoparuja, Hekpo3a, Bo3flyLeH eMBonmuaam, nysHu,
VM3ropeHunLy Ha koxata u Gornka.

MEPKMW HA MPETMA3NNBOCT:

e [lpen v Bo TekoT Ha ynotpebata, n3berHyBajte olTeTyBake Ha
BNakHOTO CO yAap, CTPEC UM NPekyMepHO 13BUTKyBatse. He
HaMOTyBajTe ro BnakHoTo noBeke of Anjametap co 20 cm. KnuHuykata
6e3beqHoCT 1 noaaToLmMTe 3a ePMKACHOCT He Ce 0CTanHM 3a Apyri
[N3ajHN 1 AnjaMeTpy Ha BPBOBYW Ha BNakHa.

o [lpen 1 BO TekoT Ha ynotpe6ara, 13berHysajte U3BUTKyBakbE Ha
obB1BKaTa M AUNaTaTopoT Ha BOBEAYyBaYoT Buaejiv Toa Moxe Aa
[0Bee /10 3aCyKyBat€ 1 OLUTETYBakE.

o CuTe nuua Bo npocTopujaTta 3a TpeTMaH Mopa Aa HocaT 3alUTUTHI

pakaBuLV CO COOABETHa kaTeropuja 3a ynotpeGeHa GpaHoBa AOMKMHA.

NPEAYNPEOYBAHA:
e TpeTmaH Ha BeHa nounpaHa 6nusy 1o NoBpLUMHATA Ha Koxata MoxXe
Aa joBefe A0 U3TOPEHULIM Ha KoxarTa.

Moxe pa fojae [0 napecTesnja 3apaau TEPManHo OLWTETYBakE Ha

COCEAHNTE CETUIHIN HEPBU.

TkuBOTO LUTO He Tpeba fja ce TpeTupa, Mopa Aa ce 3aLUTUTY of NoBpeaa co

[IMpeKTHaTa 1 pedbnekTupaHata eHepruja of nacepot. Kopuctete cooaseTHa

3alUTUTHa OMPeMa 3a O4MTe 3a MaLMEHTUTE 1 3@ aHraXMPaHNOT NepCcoHar.

Coppxunata e CTEPUITHA co npouec Ha eTuneH okeng (EO). [la He ce

ynotpebysa ako cTepunHata 6apuepa e owTeTeHa. AKo MMa OLITeTyBakbe,

jaBeTe My ce Ha npeTcTaBHUKOT 3a npoaax6a. Mposepete npea ynotpebarta

[lanu »Ma Kkakeu Buno oLTeTyBakba HanpaBeHu Npy TPaHCTOPTOT.

YnatcTea 3a cknagupare: [la ce YyBa nojaneky of CoH4eBa CBeTnMHa; [la

ce yyBa cyBo; lopHa rpaHuLa Ha Temnepartypa: 27 ctenexn Lienaunycosu

lMoBTopHaTa ynotpeba Ha ypeauTe 3a eaHOKpaTHa ynotpeba npetcTaBysaat

NoTeHUMjaneH puank oa MHGEKUMM Kaj NaLMEHTOT U KOPUCHUKOT.

KoHTamnHaumjaTa Ha ypeaoT Moxe fja oBezae 10 nospepa, Gonect unm

CMPT Ha NaLeHTOT.

lMpepaboTkaTa MOXe [ja ro HapyLLM UHTErPUTETOT Ha ypenoT u/unu fa

[ioBefie A0 pacuryBatbe Ha ypeqoT, LUTO Nak Moxe Aa PesynTupa co

noBpeAa, GONecT Ui cMpT Ha NaLMeHTOT.

Komnnetot 3a nHtepseHumn VenaCure EVLT NeverTouch Tpe6a aa ce

TpeTupa Kako KOHTaMUHUpaH GoMeanLMHCKU OTnaj nocne ynotpeba.

[Mokpaj Toa, urnara BKky4eHa BO KOMNAETOT € ocTap ypen. MckopucTenute

UNN HEMCKOPUCTEHWUTE Ypeau, kako 1 ocTpuTe aenosu, Tpeba aa ce ucdpnar

cornacHo 6OMHMYKUTe, aAMUHUCTPATUBHUTE /NN NOKarNHUTe NPONucK 3a

TaKBy NpeaMeTy.

HekoHTaM1HMpaHWUTe NakyBakba Ha ypenoT Tpeba Aa ce peLmknvpaar AoKOmKy

€ NPUMEHNMBO Ui fia ce ucdprar kako 0bu4eH oTnag, cornacHo 6onHMYKuTE,

aIMVHICTPATVBHITE /UMK NIOKarHMTe NPOM1CK 3a TakBu NpeaMeTh

o BnakHoTO, XuLaTta-Boauka 1 urnata cogpxar kobant. Kobantor e
knacuduumpan kako CMR 1B n e npucyTeH Bo koHuUeHTpauuja Hap 0,1%
TEXMHA MO TeXNHA.

MOTPEBHU UHCTPYMEHTH:

e Jlacep

o besbeaHocHa 3alUTUTa 3a O4nTE

COPXWHA HA KOMMNETOT NEVERTOUCH:

e BnakHo Ha NeverTouch co 3nateH BpB, co koHektop SMA 905 v apxay Ha
Sheath-Lok*

4 thpaHLyckv BoBegyBauu u gunatatopu Tré-Sheath*

AKuua 3a HaBeaysare 0.018” n/mnn 0.035”

Wrna

5 chpaHuycku, obeuBka/gunatarop og 10 cm - (no usbop)

COPXWHA HA 3ACEBHO CMAKYBAH Tré-Sheath:
e 4 (hpaHuycku BoBeayBaun v aunaratopu Tre-Sheath
MOCTAMKA:
BH1MaTenHo npouuTajTe ro ynaTcTeoTo 1 pasrneaajTe rv npeaynpenysakara
npen Aa ja u3BpLuMTe noctankarta. Moxe fa Aojae A0 KoMnnvKaLmm Kaj
NaLMeHTOT ako He ro HanpasuTe Toa. OBaa nocTanka MOXe Aa ce crpoBeae
BO OpAMHaLUMjaTa Ha AOKTOPOT UK Kako TPETMaH Ha HafBOPELLEH MaLyeHT co
nokarnHa aHecTesunja 1 1cTata Moxe Aa ja U3BpLUW CaMo KBanmudvKyBaH [OKTOp
Kkoj 61N oBy4yBaH 3a OBUeE TEXHWKM.
1 W3BpLuete dusnyku npernes.
2. Paarnepajte rv pesyntatute 3a AnjameTapor 1 anabounHarta Ha
BeHaTa HanpaBeHu CO YNTpasByK.
3. OsHaueTe ja KoxaTa co NeHKano 3a onepaTvBHM 3acaty 3a Aa ce
npukaxe AOIMKMHATA Ha BeHaTa LTo TpeGa Aa ce TpeTupa.
4. lMocTaBeTe ro nacepoT CornacHo ynaTcTBOTO 3@ ONepaTopoT 3a
,[locTaByBatbe Ha nocrankara co nacep*.
5. IerteTe ro naumneHToT o6patHo oA TpeHaenebypLukata nonoxGa
3a [1a MOXe [1a Ce NoKaxe 1 Haflye BeHaTa 3a TpeTMaH.
6. Co craHpapaHaTa TexHuka Ha CenavHrep, npuctanete 1o BeHaTta
3a TPETMaH CO Urnata 1 COO/iBETHaTa XMLia 3a HaBe/yBatbe.
7. Ako e MOXHO, KopuCTeTe BOBeAyBaY CO MUKPO-NpOLIECOp 3a Aa
NPUMEHNTE XULia CO Noronem aujameTap.
8. Hanpepysajte ro BoBeaysayot 4Fr Tre-Sheath npeky xuuata
10 MECTOTO 3a TpeTMaH. AKO ja TpeTupaTe roremarta noTkoxHa
BeHa, NocTaBeTe 1o BpBOT Ha 06BMBKaTa 1-2 CM NOA CrojyBakeTo
Ha MoTkoxHaTa 1 chemopanHata BeHa. [poBepeTe ro BpBOT Ha
obBMBKaTa Npeky ynTpassy4HO HaBeayBakbe.
9. 3BapieTe rv AMNaTaTopoT v xuLaTa 3a HaBedyBatbe.
10.  VcnnakHeTe ja o6BMBKaTa CO HOpPMarneH COneH pacTeop.
11. TpaBUNHO NpuKayeTe ro CTEPUITHOTO NTAaCEePCKOTO BaKHO 3a
epHokpaTHa ynotpeba NeverTouch Bapejku ro 3alwTUTHOTO kanaye
1 3alwpadeTe ro ApKadyoT Ha BNakHOTo LBPCTO 1 6e3beaHo 3a
koHekTopoT SMA 905 Ha nacepor.
12.  BmeTHeTe Bo nacepckoto BnakHo NeverTouch Bo o6BuBKaTa Taka
LUTO KOMMIIETOT 3a CTONMpak-e Ha BIAKHOTO Ke ce orpe A0 KpajoT
Ha rmaearta Ha obBuBkata. (Buete nogony)

13.  V3BageTe ro KOMNNeTOT 3a 3anupare Ha BnakHoTo. [oBneyete ja
obBVBKaTa HaHa3az W 3aknyyete ja Bo apxadoT Ha Sheath-Lok.

14.  TMoTtBpaeTe ja Nokauwjarta Ha BNaKHOTO NPeky YNTpa3By4HO
HaBeayBate.

15.  Kpajot Ha BnakHoTo NeverTouch tpeba aa 6uae 2 cm noa
O/l CNojyBaH-ETO Ha MOTKOXHATa 1 cheMopanHaTa BeHa kora
Tpetupate GSV.

16.  [lBuxeTe ro MepayoT Ha nuarake Ha obBMBKaTa Aoaeka ro
nnakHeTe MecTOTO Ha BMETHyBakbe 3a Aa ja obenexuTe KoHeyHaTa
nosuumja Ha Mepayor.

17.  ABMWHUCTpUpajTe NokanHa aHecTeanja 3a OTOUM CO YNTPa3ByyHO
HaBe/lyBat-€ 3a ja 06e3beauTe 1cnopaka Ha [JOBOMHA KorninHa
aHecTesuja Co koja ke Ce MOCTUTHe TepMarHa 3alTuTa.

18.  MMocTaBeTe ro nacepoT BO PEXWM 3a KOHTUHYWpaHa pabota n
npunarogeTe ja notpebHaTa MOKHOCT.

(Nacepu oa 810nm, 980nm: 10-14 Batn)
(Nacepu oa 1470nm: 5-7 Batn)

19.  CraseTe 3alUTUTHW O4MNa 3@ Nlacep COOABETHM 3a aKTyenHata
6paHoBa JomkMHa

20.  Bknyyete ro nacepoT BO PEXMMOT 33 OBO3MOXYBaH-E.

21.  TposepeTe ja no3uuujata Ha KpajoT Ha BNAaKHOTO, Kako 1 Ha
MepayoT Ha nuarake Ha obsuBkata. Mpunarogete ja nosvumjata
aKo e HeonxoaHo.

22.  AKTUBMPpajTE ro NacepoT CO NPUTUCKAHE Ha HOXHWOT neaan
[fofjieka v noeriekyBare BakHOTO 11 0BBIBKaTa 3aeAHO CO
6p31Ha KojalLTo COOABETHO ja UcropayyBa Nnacepckata
€eHepruja 1o caHTUMeTap.

(Nacepw og 810nm, 980nm: 50-80 Liynu no caHTUmeTap)
(Nacepw og 1470nm: 30-50 yynu no caHTumeTap)

He npumeHyBajTe aMpeKkTeH NpUTUCOK CO pakaTa ofHaABOP
WNK cuna Bp3 BPBOT Ha BNakHOTO Jofeka uma eHepruja.

23.  lpectaHeTe Aa paboTuTe co nacepoT TPrHyBajku ro
CTanasnoTo of} HOXHWOT Neaan Kora BPBOT Ha BNAKHOTO ke
6uae 2 — 3 cm oz MECTOTO 3a NpuUcTan Kako LUTO € NOCOYEHO
CO MapkepuTe Ha KpajHUOT BpB Ha BoBeyBadoT Tre-Sheath.
Mocrankarta ce cmeTa 3a 3aBpLUeHa kora ke 3aBpLumn
TPETMaHOT Ha cakaHaTa Jo/KiHa Ha BeHaTa 3a TpeTMaH.

MOCNEAOBATENHA NOCTANMKA:

Hanpagete BTOp ynTpa3seyk 3a ja NOTBPAWTE Aeka BeHaTa e 3aTBOpeHa

W [eKa He Teye KpB.

CeKoj Cepro3eH MHLMAEHT LITO Ce Cry4un npy ynoTpeba Ha 0Boj
yper Tpeba fa ce npujasu kaj AngioDynamics nnu kaj 3acTanHukoT
BO Aip)xaBara.

Cekoj Cepro3eH MHLMAEHT LUTO Ce CIy4un npu yrotpeba Ha

0BOj ypea Tpeba Aa ce npujasu kaj AngioDynamics Ha
complaints@angiodynamics.com u kaj HaAneXHUOT HaLKoHaneH
opraH. MHthopmaummTe 3a KOHTaKT Ha HaAneXHWOT opraH Bo EY

ce AocTanHu Ha cneaHasa BeG-agpeca. https://ec.europa.eu/health/
sites/health/files/md_sector/docs/md_vigilance_contact_points.pdf
YnaTcTBOTO 3a ynoTpeba € [OCTaNHO eNeKTPOHCKN Ha
www.angiodynamics.com/ifu-dfu-portal/

FAPAHLIMJA
AngioDynamics, Inc. rapaHTupa fieka e npeseMeHa pasymHa rpuxa
Py A13ajHOT W MPOWU3BOACTBOTO Ha OBOj MHCTPyMeHT. OBaa rapaHumja
€ 3aMeHa 1 M WCkIy4yBa CuTe Apyri NpeTcTaByBatba U rapaHLm
LUTO He Ce eKCNMNUMTHO Mpe3eHTUpaHi Tyka, 6e3 orneq fanv Toa e
€KCMMNLMTHO UM UMMNULMPAHO MO CUNa Ha 3aKOHOT UK Ha Apyr
HaYvH, BKIYy4MTENHO, HO HE 1 OrpaHinyyBajki ce Ha Ce UMAMULMpaHn
rapaHuUuv 3a npoaax6a unu NorogHOCT 3a ofpeaeHa HameHa.
PakyBatbeTo, CKIaAmpatbeTo, YUCTEHETO 1 CTepunn3aLmjaTa Ha
0BO] MHCTPYMEHT, KaKo 1 pyruTe (pakTopy LITO Ce OfHecyBaaT Ha
nauyMeHToT, AnjarHo3arta, TPETMaHoOT, onepaTvBHUTE MOCTankv 1 ApYri
paboTi KoWLTO ce HaaBop o kKoHTponata Ha AngioDynamics, Inc. u
KOWLUTO MOXe AMPEKTHO fia BNnjaaT BP3 MHCTPYMEHTOT W pesynTatute
LUTO Ce MocTUrHyBaaT co ynotpebata. O6spckata Ha AngioDynamics, Inc.
COrMacHo OBaa rapaHuuja e orpaHiuyeHa Ha nonpaeka Unu 3ameHa
Ha 0BOj MHCTPYMeHT 1 AngioDynamics, Inc. He ce ofroBopHY 3a cute
CryyajHW MW NocnefoBaTenHy 3aryGu, LTETU UMK TPOLLOLM KOULLTO
npou3neryeaat AMPEKTHO Ui MHAMPEKTHO o yroTpebaTa Ha 0Boj
MHCTpyMeHT. AngioDynamics, Inc. HUTY npeTnonara, HUTy oBnacTyBa
Zpyrv nLa ja npe3emaart ApyriA uiu [OMOMHUTENHM 06BPCKY Ui
OfIrOBOPHOCTY MOBP3@HM CO 0BOj MHCTPyMeHT. AngioDynamics, Inc. He
npetrnonara 06BpCki BO OAHOC Ha MOBTOpHaTa ynoTpeba, noctanka unn
MOBTOpHa CTepunn3aumja, MogvdukaLmja uim aveHa Ha MHCTPYMEHTOT
Ha KakoB BUIo HauMH U He rapaHTUpa UM NPeTCTaByBa, EKCPECHO Wik
MMNANLMPEHO, BKIYYUTENHO, HO HE 1 OrpaHNYeHo Ha npoaaxbata unu
COO/IBETHOCTA 33 [JafieHaTa HaMeHa BO O[HOC Ha BaKBUTE UHCTPYMEHTU.
* AngioDynamics, noroto Ha AngioDynamics, NeverTouch, VenaCure
EVLT, noroto Ha VenaCure EVLT, Tré-Sheath n Sheath-Lok
Ce 3aLUTUTHY 3HaLM W/WnY PETUCTPUPaHU 3aLLUTUTHM 3HaLW Ha
AngioDynamics Inc., noapyxHuua unm cybcuanepHa komnatuja.

AngioDynamics, Master DFU Template 8.5 in x 11 in DFU, VenaCure EVLT NeverTouch Direct Procedure Kit DFU, 16930393-18 Rev A - Macdonian



CornacHo 6aparata og 21 CFR [en 801.15, nogony e AafeH peyHuk Ha cumbonu ko ce nojaByBaat 6e3 npuapyKeH TEKCT.

Cumbon Ped. | Hacnos Ha cumbonoT | 3Hauyerwe Ha cumGonoT
“ 511 ﬂpomaaonmren Mo OBI:QHYEE MNPOW3BOAUTENOT Ha MEAULIMHCKMOT
Ypea.
512 OBNacTeH NpeTCTaBHIK BO ['0 03HauyBa OBACTEHWOT NPETCTABHIK BO
*"" | 3aepnuua/Esponckata Yiuja | 3aegHuua/Esponckara YHuja.?
m 5.1.3 | garyw wa npowssonceo [0 03HauyBa ﬂaTYMOZ Kora e npou3seseH
MEANLMHCKAOT ypea.
g 514 |Vnotpe6mso no [0 03HauyBa gatymot n? KOj MEAMLMHCKIOT ypes,
He CMee [a Cce KOpUCTU.
['0 03HauyBa CEPUCKMOT KO Ha NPOU3BOAUTENOT
5.1.5 | Cepucku ko 3a 1a MOXe fia ce uaeHTUdKKyBa cepujaTta unn
naptujata.’
[0 03Ha4yBa kaTanoLKk1oT Gpoj Ha
5.1.6 | Katanowkv 6poj NpOM3BOAMTENOT 3a Aa MOXe Aa Ce
MAEHTUDNKYBA MEANLIMHCKIOT ypea.?
@ 51.8 |Veoaunc [0 03HayyBa EHTUTETOT Koj 0 yBe3yBa

ME[NLIMHCKNOT YPEA Ha NoKanHo Hi1Bo.”

CrepunuanpaH co ynotpeba Ha
EeTUneH okeuna

[0 03Ha4yBa MEAMLIMHCKVOT Ypen Koj e
CcTepunuanpar co ynotpeba Ha eTuneH okeua.®

OsHauyBa MeaULHCKY Ypea o He Tpeba Aa ce

peuvknvpa

% 5.2.6 | He crepunuanpajte N
pectepunuanpa.
OsHauyBa MeaVLMHCKN Ypef, WTo He Tpeba
[la He ce ynotpebysa ako Y A ypen P
[1a ce KOpUCTM ako NaKyBareTo € OLUITETEHO
naKyBareTO € OLUTETEHO U
528 . WN1 OTBOPEHO U fieka KOPUCHMKOT Tpeba
npoynTajTe ro ynaTcTeoTo 3a
noTpeta [la ro npoyTa ynaTcTeoTo 3a ynoTpeba 3a
Y [0NONHNTENHU MHpOpMaLWN.®
5211 Cuctem Ha cTepunHo OsHauyBa c1CTEM Ha CTEPUNHO NaKyBare Co
- nakysare co eaHa 6apuepa efHa Gapuepa.?
- !
//'\ 532 [la ce yyBa nopanexy of O3HauyBa MefMLHCKM Ypef 3a koj e noTpebHa
/.4\ "7 | conyesa ceetnmHa 3alTATa O] U3BOPY Ha CBETMNHA.?
X%
< OsHauyBa MeavLMHCKM ypeq Koj Tpeba fa ce
T 5.3.4 | [la ce yysa cyso Y Ay ; YPeA Koj Tpeda A
3alUTUTY Of Brara.
la 03HauyBa ropHaTa rpaHuLa Ha Temnepar
l'opHa rpaHuLa Ha Jao HalyBa opHaTa rpariLa ka Teunepatypa
5.3.6 Ha Koja MeLIMHCKOT ypea Moxe Aa bune
Temnepatypa N
6e36eHO N3NOXeEH.
O3HauyBa MeJVLMHCKN YPef Koj e HaMEHeT camo
5.4.2 | He kopucteTe noBTOpHO 3a efiHokpaTHa yroTpeba 1nu 3a ynotpeba Ha
€[leH NaLyeHT 3a BpeMe Ha efiHa npoLieaypa.’
[MpounTajTe ro ynatcTeoto
3a ynotpeba 1 npoumTajTe
OsHadyBa noTpeba KOPUCHUKOT Aa Ce KOHCYNTUpa
5.4.3 | ro enekTpoHcKkoTo N
€O YNaTcTBOTO 3a yroTpebda.
ynatcTeo 3a ynotpe6a
ifu.angiodynamics.com
O3HavyBa MeVLIMHCKY YPer Koj Coppxin
CyMCTaHLY LUTO MOXe a GuaaT kaHLEeporeHH,
5.4.10 | Compkv onacku cynctanuy MyTareHu, TOKCUYHI 3a penpoaykupjata unu
CyMCTaHLY CO CBOJCTBA LUTO [J0BEAyBaaT A0
KoGant €HIOKPUHO HapyLLyBakbe.?
Coppku koBanT kako KOMMOHeHTa Ha He'procyBayku
yenuk. OBOj ypes He e HameHeT 3a ynoTpe6a
BO CTOMaKOT. /A3noxeHocTa Ha He'procyBaqkvoT
YenuK Ha BICOKO KUCENM TEYHOCTH Kako LUTO
€ Xenyao4HaTa TeYHOCT MoXe Aa Aosese A0
MCTeKyBarbe Ha kobanToT of He'procyBaqkvoT
yenuk. Kobanot e HaseaeH Bo E3 1272/2008
KaKo KaHLieporeH of kniaca 1B v penpoaykTieeH
TOKCHH off kaca 1B.
OsHayyBa fieka NpeMeTUTe ce MeanLMHCKN
5.7.7 | MeanumHckv ypen, Y 5 pea A
npon3BoA.
m 57.10 YHuKaTeH naeHTudmkaTop O3HayyBa HoCUTEN Ha UHCHOPMALIM LITO COPXN
o Ha ypen YHUKaTEH UAEHTUGMKATOp Ha ypeaoT.?
Brumanue: (CA[l) deaepanHuoT 3akoH ro
& 0 N I.Y HM | Camo co peuent orpaHu4yBa 0BOj ype/ Aa ce NpoAasa of Ui no
Hapayka Ha N1LeHUMpaH paBboTHMK.S
) LUnchpata of yHuBep3anH1oT 6poj Ha
YHuBep3aneH 6poj Ha bp A YHHBED: poj Ha
HM ApOMsEOgOT npoussogot (UPN) npetcTasysa 6poj Ha
P NPOM3BO/MTENOT 3a CTaBKa.
VV‘ 3a fja nokaxe fieka coceaHNoT 6poj ro oapasysa
}‘} HM | Konnuuka Bo nakyBatbe §
aN’ 6pojoT Ha eaMHILY BO NaKyBaeTO.
[leknapauuja 3a coo6pasHOCT Ha MPOU3BOANUTENOT
C € 2797 HM | Osnaka CE co Perynatueara Ha EY 3a meuuuHcku nomarana
2017/7452
Makysatse WTo MOXe Aa ce
@ 1135 v A [MakyBarbe LITO MOXe fia ce peLuknmpa.”

a. ENISO 15223-1 - MeanumHcku ypeau — cumbony o TpeGa fa ce KopucTaT Ha eTUKETUTE Ha MeAULIMHCKATE
YPe/iy, Co 03HaJyBakEeTO 1 CO MHopMaLuuTe WTo Tpeba fa ce A0CTaByBaaT.

6. 21 CFR 801.109 - Kopekc Ha teaepantu perynatuau.

8. Perynatvien 3a meauuuHcki ypean EY 2017/745 objaenm Ha 5 maj 2017 roauna

r ENISO 14021 Exonolukv eTukeTu v feknapauim. CamocTojHo Aeknapupany eKonoLUKi TBpAetba
(Tvn |l Ha eTUKeTa 33 XUBOTHA CPEaMHa)
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