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]4THA KOPEKyIBHA MEPKA 3A MEF,Vtql4HcKO
GPEECTBO

Model 1000 SenTivarM H Model 1000-D SenTiva DuorM
l-eneparopu VNS TherapyrM

[1 ov mryaaH il 34paBcreeH m pa6orH t4 t-114,

Uen Ha oea nncruro

L{enra Ha oBa nilcMo e 4a Be il3Becrr ea npo6nervr xoj e ta.qeHrta$r,tKyBaH Bo Mar npoUeHT
oA reHeparopnre Ha LivaNova Model 1000 SenTivarM yr Model 1000-D SenTiva DuorM
VNS Therapy", Koh ce HaMeHeru Ba ynorpeOa eo rperMaH Ha enrnen cuja n 4enpecraja.
OR 7 oKroMBpl4 2024 roAnHa, AeBegecer 14 qerhpr4 (94) o,q npn6nmxHo 70.000
reHeparopu gucrpu5yilpaHI rur4pyM cBeror ce cooqrne co oaoj npo6neu. l-o go6Naare
oBa fi3BecryBaFbe 3aroa luro Ha eAeH mnil noeeKe o4 Bau:ure naqheHTr ilM e BrpaAeH
reHeparop Ha Model 1000 nnr Model 1000-D. Cure gncrpu6ywpaHr cpe4crea Model
1000 u Model 1000-D ce noreHLlrjanno noro,qeHil tAVuaar ceprcKil 6poeara noManh o,q

500.000.

flphquHa sa .qo6poeonHoro hgeecrvealbe sa 6eg6eAHocr

LivaNova r34a4e 4o6poaonno il3BecryBaHre 3a 6es6eAHocr Ha Me,qtaqhHcKoro
cpeAcrBo 3a Aa ril r3Becrr 6onnrqmre n neKapilTe AeKa Man npolleHT oA BrpageHmre
reHeparopm na Model 1000 m Model 1000-D Moxe Aa npecraHar co ilcnopaKa Ha

repanuja nopa4il npo6neu co KoMnoHeHTara.

llpexruyaaL{or e KoMnoHeHTa Bo BHarpeuHocra Ha rMnnaHTilpaHilor reHeparop Ha

ilMnyncr VNS TherapyrM lilTo ril qyBcrByBa npoMeHilTe Bo MarHerHoro none co Uen Aa
o6es6e4ra crmMynaquja na 6apaue (carvro napuxaqwja 3a enilnencraja) nnn Aa ja sanpe
cruMynaqrjara. LivaNova n4eHru$uKyBan ,qeKa reHeparopor Moxe Aa npecraHe Aa
t4cnopal{yBa repanrja xaj uan npoqeHr oA reHeparopilre Model 1000 u Model 1000-D
nopa4il npo6neu co oBaa BHarpeuHa, MexaHuLtKl4 aKTutBrpaHa xo

KoMnoHeHra Moxe Aa ce 3arflaBh Bo 3arBopeHa nonox6a, uro pesyrtgr+l)g-'- --'i; io-scruuynaqrjara. /.-S'l/ ! ...:=\-
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Axo ce cnyL{r4 oaoj nacraH, reHeparopor ke npecraHe ,qa AaBa crilMynarlrja (r.e.,
reHeparopor HeMa Aa rcnopaqa repanilja). Kaxo pe3ynrar Ha roa, narlmeHThre nltoNe6r
noae(e HeMa Aa Moxar ,qa BooL{ar HrKaKBo LryBcrBo Ha crrMynaqrja Ha HopManeH
pexilM, pexmM Ha MarHer (cauo 3a enhflencnja) unu pexhM Ha aBToMarcKo cl4MyBahbe
(cauo 3a enrnencnja). Be MoflilMe norfieAHere ro Ynarcrsoro 3a ynorpe6a 3a

,qononHhrenHh Aeranil 3a pex[M]4Te Ha crnuynaqrja ua repanujara, AoKonKy e
norpe6Ho.

Kou nauuexrr ce norenquianno noroEenr?

Cercoj naqreHT na xoj Bo MoMeHror My e BrpaAeH ilflr4 Moxe Aa My 6n4e arpa4eH reHeparop
Model 1000 SenTivarM unvt Model 1000-D SenTiva DuorM VNS TherapyrM.

Kaxo Aa ce orrpue oeoi HacraFr

. 3a ctare reHeparopr4, HanpaBere cficreMcKr 4ujarHocrh'.1Kr/ recr na 6aparue (co xoprcreHre Ha

Kapr[qKara flujarnocruKa Bo nporpaMcKmor co$reep) npra cexoja nocera Ha KrrHfiKara aa,qa ja
norBprqilre npaBunHara QyHxumja Ha reHeparopor. l-eneparopor co npeKmHyBa\r 3arnaBeH Bo

3arBopeHa nonoN6a xe npNxaxe ,,Kog sa rperuKa 254 - Tecror e npeKuHar" Ha nporpaMep
Mo4en 3000 xora ke ce HanpaBil o6vp sa 4njarnocruqKu recr co noMour Ha cilcreMor 3a
nporpaMilpaFbe Ha repanuja VNS (er4r Cnmxa 1).

Test interrupted
Make sure Wand is directly over generator, then
press Try again.

Eror Code: 254

X Cancel !} Try again

Cnuxa 1: llopaxama ,,Kod sa epewKa 254 - Tecmom e npeKuHam"sa epeMe Ha cucmeMcKomo dujaeuocmuuxo
mecmupafbe

3a6eneurxa: flrajarnocrr4r.rKulor recr r.rJro ce usBegyBa KaKo Aen oA npB

,qa ce Bne3e ao cecrja HEMA,qa ro orKpt/e oeoj HacraH. / s-e+
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. l-eneparopor co npeKfiHyBaq 3arnaBeH Bo 3arBopena nonox6a Moxe rqa ril cnpeL{il t,t npoMeHr
napaMerpvrre co cr/creMor 3a nporpaMhparue. l-lporpaMepor Moxe,qa npuKaxe ,,Kog 3a rpeuJKa
254 - flpuuenu npoMeHfi eo npeKmH" (ar4u Cnnxa2).

Apply Changes lnterrupted
The desired parameter changes may or may not
have been applied.

Make sure Wand is directly over generator, th6n
press Try again.

lf you cancel, you will need to int€nogate the
generator to verify parameter settings.

Eror Code: 254

X Cancel $ Try agnin

Cnuxa 2: Flopaxa ,,Kod sa epewKa 254 - llpuueHu npoMeHu eo npeKUH" uaude Ha nopaKa sa speMe Ha
npoepaMupafbemo

. Cucreucxm ,qurjarnocrilqKil recr na 6aparse Moxe.qa pe3ynrilpa co
onoBo 3a HeKoil reHepaTopr/ co npeKrHyBaq 3arnaBeH Bo saTBopeHa ?\\
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2 issue(s) found
For more information consult the physician's manualor
ca[ Technbal &rpport.

The gor*{alor is arrsnlly disaH.d due to o(ror codB

fh€ g€rBrais is i{OT s(pdying sliml*alis,

A LOW {<' 600 Orm$) lead imp€daoc€ bas beofi
&&ct6d.

l, cliri.xl symptoms, srrch aa painfir. e.ratic, or
int€smiltent stimdation, are plossrl. Itis ,nay be
irdicauve ot a possibls shqrl circuil orldilion wilh th€
load or a def€cliva gerloralor.

Cnuxa 3: flopaxa sa epewKa co HucKa uunedauca Ha onoeo

Pr,rgur sa sApaeiero

Axo ce nojaer npo6neruor, naLlileHTilTe Moxe Aa ce Bparar Ha ocHoBHara Qpexeenquja na
Hanaflil ilnfi ,qenpeCilBHl/l Cl/lMnToMt/4 KaKO pe3ynTaT Ha Toa LUTO MeArqvlHCKOTo CpeflCTBO nOee(e
He AaBa crtaMynallilja. Ha raKBure nallueHTfi Moxe Aa ilM 6r4e norpe6Ha onepaqujasa 3aMeHa
Ha reHeparop AoKonKy Hr4BHoro cpe4crBo He Moxe,qa ilcnopaqa cruruynaquja.

3axnyvno co 7 oxronaepn 2024 ro4uHa, AeBeAecer u qerutpfi (94) oa npm6nrxHo 70.000
reHeparopvr pucrpu5ywpaHr uupyM cBeror 6rne sacerHaril co oeoj npo6neM, npil uJro r/lMano
npujaaeHo 34 cepuosnr noBpeAvr u HeMano npurjaeeHur cMprHr/ cnyqau KaKo pe3ynrar na ry6erue
Ha repaniljara nopa4r oeoj npo6nev. [lpujaeenurre cepylo3Hyr noBpeAu ce noBp3aHr co
3roneMeHr Hana,4vr n ApylA HecaKaHI HacraHil (Ha np., eMoll4oHanHil npoMeHu u HapyluyBarua
Ha cnreFbero) xota ce jaeyeaar nopa4r/ ry6en e na repanrajara. T0 oR 94 MeELr-lr/HcKyr cpe,qcrBa
co oeoj npo6neu ce eKcnnaHTVpaHV.

Kaxau axrtaeHocru rpe6a Aa npeseMar neraphre?

VnpaaygaHre co nauileHril

1. Cne4ere ro nallileHTor 3a npoMeHil Bo KnrrHurqKilTe cilMnroMr/ tAnn aKo
nepqenqmjara 3a crrMynaqmja (na np., rilnuqHara KaAeHLla 3a noceril Ha
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oA ceKor 3-12 ueceqm). Hanpaaere crcreMcxra grajarnocrul{Kur recr no 6aparue npr cexoja
nocera Bo corflacHocr co o3HaqyBaFbero Ha cpe4crBoro. 3a6enexere AeKa gujarnocruqKfior
Tecr LUTo ce rsBe4yBa KaKo Aen oA npBilqHoro rcnuryBaFbe 3a fla ce Bfle3e ao cecrja HEMA ga
ro orKpre oeoj HacraH. lzluSopnraqr,rrare fi npenopaKrTe Bo BpcKa co npoBepKure Ha

MefluqmHcKoro cpeAcrBo t/ cneAeFbero Ha KflrHilqKilTe c[MnroMt4 Moxe Aa ce Haj4ar ao
llpnpavHuxor 3a neKapr 3a repanrja co VNS. l-'lpmcranere Eo Baruero opo6peno o3HaqyBabe
o4 aeO-noxarylara na LivaNova VNS Therapy urur KoHTaKrrapajre co Hocr/Teror Ha peuJeHrero
3a saniluyBabe Bo perficrepor Ha MeAuUr4HcKr4 cpeiqcrBa nocranHu Bo Peny6nraxa Cesepna
Maxegouuja, ITI-IV llponle4raxa EOO - Cxonje 3a noMoul.

2. Konraxrupajre co o4roBopHoro flrlrle 3a MarepiloBur[flaHLla Mapuja MapqrxNx Ha Hocr/Tellor
Ha pelueHueTo 3a 3annlflyBar+e Bo perilcTepoT Ha MeAfiL$4HcKu cpeAcrBa AocTanHu Bo
Peny6nmxa CeeepHa Maxegonraja, ,QT[1Y flpove4rxa EOO - Cronje, 3a noMoru Ha ren. 071 211
934 tAnv npeKy e-norrra: marcikik_m@promedika.com.mk AoKoflKy xonlrynuxaqujara co
reHeparopor co noMoll: Ha cilcreMor 3a nporpaMrpabe VNS repanrja noxaNyBa ,qeKa:
- ,[ujarnocruL{Ku1 TecroBu He Moxe ,qa ce u3Bprxar (nopaxa 3a rpeuKa ,,Ko,4 sa FpeuKa 254 -
Tecror e npexrnar")
- llpouenmre Bo nporpaMupaFbero He Moxar Aa ce HanpaBar (nopaxa 3a rpeuKa ,,Ko4 aa rpeuKa
254 - [lpruenerrre npoMeHil ce npeKuHaru")', unu
- Cucrenacxror 4ujarHocrr/LrKr4 recr npilKaxyBa pe3ynrar Ha ,,Hl4Cl(A"umneiqaHca Ha ofioBo.

3. Oxpa6pere ril nallueHTrrre,qa ro npaBar cne4HoBo:
- [a Be r3Becrar AoKonKy sa6enexar npoMeHa Bo Kfl!4Hr4L{KfiTe cfiMnrorvrra (na np., 3roneMyBaFbe
Ha Hana,qure vrvt cuMnroMr4re ua 4enpecrja).
- [a Be ilsBecrar axo eeKe He sa6eneNyBaar 6ilno xaxsa Soprua na cruuynaqrja.

LivaNova rr axypr/pa ynarcrBara 3a ynorpe6a na VNS repanraja (lFU) sa Aa rn ogpa3fi
npenopaKrre 3a rpilxa Ha nauileHTfiTe peneBaHrHr/1 3a oBa npauJaFbe.

norepAa ga ugeecrvsatse

Cne,qere ril ynarcrBara no4ony 3a Aa ro norBp4tare npueMor Ha oBa il3BecryBaFbe:

1. flornruere ro tlr Bparere ro npilnoxenuor $oplryflap 3a o4roBop Ha Kopr/cHr/r1Nre (l-lpranor 1)

AO HOCilTenoT Ha pelxeHfiero 3a sanuuJyBaHre Bo perilCTepOr Ha MeAilLlt/HcKt4 CpeACTBa

,qocranHu Ha repuropnjara na Peny6nNra Ceeepna Maxegourja, ETny ['lporue4uxa EOO -
Crconje, Mapuja Maprlraxrart, o4roBopHo ntaLle 3a MarepfioBt4rfinaHUa, Ha e-noura:
ma rci ki k_m@ promed i ka. com. mk

ETny flpoveAurra lOO - Cxonje xe npo4onNra Aa Be il3BecryBa ce AoAeKa ne ro go6re Bau:ror
oAroBop.

KoMvHuxaunia ga oeaa roperrueHa [4epra xa rvreAuquHcxo cpeAcreo

Be uonmue norpnxere ce oBa r3BecryBaHre 4a 6ra4e AocraBeHo
Baulara ycraHoBa xoj rpe6a Aa6uqe cBeceH 3a roa.

Oeaa ropeKTuBHa MepKa e nprjaeeHa go Areuqujata sa fleKoBtl t4

Peny6nuxa Ceaepua Maxe4oHNja.
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J4H6opMaq[u ga xoHraxr u ugsecrvea]be

3a npauarua Bo BpcKa co uH$oprvraqlture Bo oBa il3BecryBaFbe, Be uonmMe KoHraKrr,lpajre ro
Hocilreflor Ha o4o6peHilero 3a craBaFbe Bo npoMer ETny ilpoueguxa EOO - Cxonje .

Hecaxanure peaKLl/N rnm npo6neMil co KBaflilTeror nperqu3Br4KaHil co ynorpe6ara Ha oBa
Me,qilqt/HcKo cpe4crBa Moxe ga ru npujaeure xaj o4roBopHoro nuqe 3a MarepmoBilrunaHLla Ha

HocilTefloT Ha peuieHl/erO 3a 3aniluJyBaHre Bo perilCTepOr Ha MeArqrHcKt4 cpeflcTBa EocTanHu
eo Peny6nnxa Ceaepna Maxe,qoumja, [Tl-lY [lpoueguxa IOO - Cxonje, Mapraja Mapquxmx Ha e-
norxra marcikik m@promedika.com.mk u rene$ou : 07 1 211 934.

Bu 6naro.qapmMe sa copa6orKara Bo o4Hoc Ha oBa npauaHre. LivaNova e nocBereHa Ha

o6es6egyeaHre KBanurerHil npom3Bo4r/ n ycnyru Ha cBoilTe KflreHTyl tA ce tA 3a
nenpujarnocrilTe urro Moxe fla rr npe,qu3Br/Ka oaaa crryaqrja.

Co no,{ur,

Maprja MapqrxNx
O4roaopHo nnqe 3a MarepuoBr4rilnaHLla 9 xoi*)
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Model 1000 SenTivarM u Model 1000-D SenTiva DuorM

l-eneparopu VNS TherapyrM

Oeepyapu 2025

]4THA KOPEKTI4BHA MEPKA 3A MEE]4ql,tHcKO CPEETBO

Oopruyflap 3a ogroBop Ha KflHeHrure sa Reed Switch FSN

Ilorpe6eH e ogroBop

Co nornuuyBaFbe m epa(arue ua oaoj Oopnaynap 3a oAroBop oA KnueHrilTe 3a KopeKrilBHara
MepKa 3a MeAilLlt/HcKo cpe4crso, Bue norBp,qyBare AeKa cre ro npoL{ilralle ra pas6pane
u3BecTyBaHreTo Koe co,qpxil BaxHu un$opnaaqun Bo BpcKa co noTeHLlrjalHo 3acerHaTrTe
reHeparopt4 VNS TherapyrM SenTivarM il SenTiva DuorM, Kota ce,qucKyrfipaHil Bo oBa nilcMo, r/
AeKa qenilor nepcoHan xoj e o6yven sa ynorpe6a na VNS repanuja, ficro raKa, rr pas6pan
un$opuaqilure Bo oBa nilcMo.

Be uonrue norBpAere ro npileMor Ha fi3BecryBaFbero 3a KopeKTilBHa MepKa 3a MeAfiLl4HcKoro
cpe.qcrBo co nornnryBaFbe u epakan e Ha oeoj Qopuynap sa o4roBop Ha KflHeHTilTe Ao
orqroBopHoro r]!4lle 3a MarepuoBrrfiraHlla Ha HocutTe.nor Ha pelxeHt4e 3a 3aniluyBaEe Bo
perucrepor Ha MeArLlvtHcKt/ cpe4crBa AocranHr Bo Peny6nrxa Ceeepna Maxegonraja, !Tl1Y
Flporue4r,lxa EOO - Cxonje, Mapraja Maprlraxrak Ha e-norrJra marcikik m@promedika.com.mk.

Axo ruare 6uno xaxeu npauaba Bo BpcKa co oBa il3BecryBabe, Be MonulMe KoHTaKTupajre co
oflroBopHoro nilLle 3a MarepiloBrtrrnaHqa, Mapmja Mapqmxrk, Ha e-noura
marcikik_m@promedika. com. mk

ilornuc Ha neKap

Vlwe u npe3uMe

YcraHoea

A4peca

TeneQoH

E-noura

Kouenrapm/
flononnurenur
nn6opuaqrvr ffi

llpnror 1-
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