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I/ITTIO I,I3BECTYBAISE 3A EE3BEAHOCT HA TEPEH

Cr:aryrarroes apre{aro raj cucteuor sa rrrTpaotreparrrBeE EeBpouor}rroprrEr NIM Vitalru

,{ocrannocr Ha [onpaBKa co axcypuparbe Ha co$rnepor

Mapr 2025 roAr.rna

Peipepeuqa Ha Medtronic FA1482

flovrryraHr 3ApaBcrBeHn pa6ornuqn,

I{enta Ha oBa rlrcMo e Aa Be znSoprvrnpaMe AeKa Medtronic rmAaBa }rsBecryBarbe sa 6es6e4nocr
Ha repeH Ba crlcreMor 3a rHr?aoleparr{BeH HeBpoMon}rropr4Hr NIM VitalrM (Epoj na MoAeJr:

NIM4CMO 1, NIM4CMO lRf', NIM4CPB 1, NIM4CPB 1 RI" NIM4SWU143, NIM4SWU1 54 YT

NIM4SWU164), nopa4u noreuquj€uror 3a 3ro.rreMeH c'turynaryrBeH apreQaxr Bo Bep3ulrre Ha

coQrnep 7.5.4u1.6.4.
Enu4enqujara sa Medtronic yxaxyra,4era moxe6u ?rMare HHcraJrlrpaHo eAeH r,ur,r nosefte cucreMlr
co sacerHarara nepsuja Ha coQrnepor.

Czcreuor sa lrHTpaoleparrBeH HeBpoMoHlrropuHr NIM VitalrM e rpeABr,rAeH 3a Jror{uparbe fi
cJIeAeIbe, BKJrrrr.rTenHo lI cTrlMyJraquja, ua xpaHujaauvTe, clLlHEurHzre, nepn$epH]rTe MoTopHrr u
MeruaHure MoropHo-cen3opHn HepBkr r,r perncrprrparbe Ha eJreKTpoMlrorpaipcxu oAroBop (EMG) sa

BpeMe Ha xlrpypruKz saQar. Cracreuor Ba vHTpaoleparlrBeH HeBpoMoHuroplrHr NIM VitalrM ue ro
clperryBa xllpyplrrKoro rrpecer(yBilrre Ha HepB[re. fioxolry cJreAerbero e Barpo3eHo, prpypror Mopa

Aa Ce IIOTlpe Ha aJITepHaTHBHII MeTOAIII I/I.IIJdXJapWUIKIITe BeIIITIIHII, HCKyCTBO lI IIO3HaBaIbe Ha

auaronnuja 3a Aa crrpequ orureryBaroe Ha HepBlrre. 3a uose*e nnQopmaqnpr, rror.rreAHere Bo

Yuarcrsoro sa ynorpe6a (IFU).

Omrc saupo6reuor:
Onoj ,4onnc 6r,r.n usrornen 6nge)ku KJIIIeHTI{re upujanune AeKa r,rcKycr.rre 3roJreMeH cr}rMynarvBeH
apreSarr AoAeKa ro Kopficrene crcreMor 3a HnTpaoueparprBeH HeBpoMoHlrropr{Hr NIM VitalrM.

fioronry onoj upo6neu ce nojaru 3a BpeMe Ha uporleAypara, c]rcreMor fte enrzrysa 3ByK co roH Ba

Hacr€IH Alpu u Kora crltMyJrnpa rKLlBo 6ea neprz.
. Cturyry.nar[BeH apte$axr e repM]rn 3a cJreAerbe sa apre$axr co3AaAeH oA HaloHor Ha

crnuy.rraquja Eclopar{aH Ao rraq}reHTor, roj ce 3eMa KaKo rroBparna uu$opma4ujaulu
BHarpeIIrHo H.rII{ HaABopeIIrHo Ao olpeMara 3a cJreAerbe. Boo6u.{aeHo e MEUr H ne n.rujae aps

MOHUTOpTTHIOT, HO MOXe, UOA OApeAeH?I yCrrOBVt, Aa Ce nplIKaxe u co cJruKa unu sB]/r. Ha

MOHT4TOpOT.

. Crzuy;rarlrBupror apreQaxr Ha erlpaHor, rora *e ce nojanr,r Ha nplrKa3or Ha naHeJror 3a

c.Ile4erbe, ce cMera KaKo Hacran (nag,utru no4 uparor) xoj sauo.*ryBa AnpeKTHo rro
crurvryaaqujara Ha JreBara crpaHa Ha eKpaHor H flpoAo/rxcyBa 3a oApeAeHo BpeMe Bo

o6lacta 3a orKplrBarbe 6panonu4uz ipoprvrz na EMG. Hrsoro na apreQaxr e AlrpeKrHo
rporropquoHEurHo co HcflopaKara Ha cruuy.naqujara 6z4e EMG 6ugejknta
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cr4rHa.rrr.rTe oA HepBrurTe zlr e norpe6Ho BpeMe 3a



Medtronic

Ilorenrgrjanna ouamocr(u) uo .rlparjero:
flouefy 26 jyun2024 rcguua u 13 jauyapu2025 ro4ulaa, Medtronic npr.rMun 18 usneuran o,q

Kopr4cHLrr{t4 Korr rroreHr{lrja;rHo ucxycune crnMyJrarrzBruz apreQaxru AoAeKa ro Kop}rcrene cilcreMor
3a prHrpaoreparrBeH HeBpoMoHr,rropr{Hr NIM Vital co Bep3ur{ Ha cofirnep 7.5.4 utu 1.6.4. 3a oroj
upo6.nena Moxe Aa 6Ia,4e uorpe6no paspeuryBarbe KaKo rrrro e HaBeAeHo no IFU, urro ce oyeKyBa Aa

AoBeAe Ao 3aHeMapJrr4Bo oAnoxcyBalbe Ha npor{eAypara (uomanxy o4 60 uraHyru) utu HeHaMepHa

ercry6aquja. Bo perxr oKo.rlHocrr,r, Moxe Aa 6a4e uorpe6Ha uana MeAHTIHHCKa vHrepBeHr{uja (na

rrpr,rMep, [poAonxeHa anecresuja) sa 4a ce HeryBa rrarlrreHTor Ba BpeMe Ha AorlHerbero.
Oncer EA

Hasrc EaqporurBoA Mone/6poj(esu)
IIITO IrO Sacera

K,rueETor (CfN)

GflNAJDI-6poj Ceprcror
6poj(err)

KO3O/IA NIM4CMO1 NIM
4.0

NIM4CMOl

00763000002978,
00763000395896,
00763000401597,
00763000528577

Czre
rrporr3BeAeHrz

CPICTCMI{ 3A

HHTpaOI]ePaTLIBeH

HeBPOMOHI4 TOpfi Hr
NIM VitalrM rra

KOLI C

r{HCTEUrUpaHa

nepszja ua
coQraep v1.6.4

}I.IIU IOHOBA

h

KOH3OJIA NIM4CMO1RF
NIM 4.0 PEIAPI4PAHA NIM4CMOlRF 00763000002992

T4HTEPOEIC 3A
nArIr4EHT MM4CPB1

NIM 4.0
NIM4CPBl

00763000002985,
00763000401603,
00763000395902,
00763000528s84

T4HTEPOEIC 3A
nArIr4EHT NIM4CPB1RF

NIM 4.0 PENAPI,IPAH
NIM4CPBlRF

0076300000300s

COOTBEP NIM4SWII143
HAN|PANEAVI.4.3 NIM4SWU143 00763000709341_

0076a000859823 -
COOTBEP NIM4SWU154

HA.4|PA.4BA Vl.5.4 NIM4SWU154 roTo1:1:3"
COOTBEP NIM4SWU164

HA.4IPA.ZIEA V1.6.4 NIM4SWU164
ro07ffioq0e7t3ts
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Medtronic
,{ejcroa oA crpara Ea q4palcatseu}rre pa6orurqn:

. TlAeuruipuxyrajre rpr 3acerHarrare MeAr{r{uHCKr{ cpeAcrBa Bo paMKrzre Ha Barrrhor HHBeHTap.

Bo rpcxa co oroj upo6aerr uerra uorpe6a o4 rpa*ase rra ueffrrrlrrEcKorro cpe4crtso 6aej{*r
Medtronic ro prcrpu6yrpa:ue cucrEuor sarrrqrao[eparrrBeu nenpouomrropnnrMM
Vitalru co repsnja ra co(|rrep 1.7.5. mro e JrecEo AocratreH Ba,4a ce perur onoj upo6;reu.

o Hocrare./ror Ha perreur4ero 3a 3arr?rlryBalbe Bo Perucrepor Ha MeAprr{r,rHCKr{ cpeACTBa

AocrarHr{ no Peuy6nuxa CenepHa Maxe4oHraja, AIIKA-IIOI4A KOHC AOOEn - Cxouje, (e
Be xouraxrrpa co qen Aa jauncratmpare HoBara nepsuja Ha corprnep 1.7.5 sa xopexqrzja Ha

3acerHaToTo MeAr4r{r{HCKo cpeACTBo rrrTo ro [oceAyBaTe.
. 3a [aqLIeHTHTe KoIa MoMeHTaJIHo ce cneAar co rroMollr Ha cLICTeMor Ba I4HTpaoneparLIBeH

HeBpoMour,rropr4Hr NIM Vital (neparaja na coQmep 1.6.4 vrtw nocrapa), ruunarajre na

Mox(Hocra 3a 3ro.rreMeH crr,rMynarr{BeH apreQaxr. floue4Here ru ylarcrBara 3a ynorpe6a Ha

cLICTeMOT 3a yrraTCTBa BO OAHOC Ha Har{TlHOT Ha HaMEUryBarbe r{.[Lt 3roneMyBa]be Ha ap:reQaXrOr

Ha crzMynaquja npexy [pznaroAyBa]Le Ha rrocraBKzre Ha cHCTeMor nx"rryuynaj*u npar Ha

HacraH, crpyja Ha crr4My.rra4uja:a nepr4oA ua or$pname.
o Be MoJrLrMe crroAe.rrere ro oroj Aorruc Bo paMKVTe Ha Baurara 3ApaBCTBeHa ycraHoBa, KaKo H co

APyfu 3ApaBCTBeHH ycTaHOBr{ KaAe rrrTo Ce npeHeceHr4 3acerHarr4re ypeA}r }r cvre Apl/rw
roBp3anra ycraHoBlr Kolr Moxe ga 6u4ar 3acerHarz oA oBa 4ejcrno. Yynajre xouuja oA oBa

rrktcMo so Bauara enra4eHrluja.
o Be Mo.rruMe rrorroJrHere lr Bparere ro ipoprrynapor 3a rrorBpAa oA Knr4eHT npvnoxeH co oBa

rrHCMo 3a Aa rrorBpAzTe AeKa rv lrMare nplrMeHo onue raHifopMa\vvr AWvtvr AoKonKy uoserte

He IO [oCeAyBaTe, r{yBaTe I4.III4 KOHTpOn}IpaTe 3aCeIHaTOTO MeAHI{LIHCKO CpeACTBo.

3a6erernxa: Yuarcreara sa npartame Ha Qoprvry"uapor 3a rorBpAa Ha AJIKAJIOI4A KOHC

AOOEn - Cxonje ce saofaar Ha caMuor rfoprvry"uap.

,{ouomme.rnr rmi}opua\rm3
AreHrlrjara 3a JreKoBLr Ir MeArar{prHCKLt cpeAcrBa (MAJIMEI) e sanosHaeHa co onaa 6es6e4HocHa

MepKa.

Xaaranne sa cexoja Henpzja'ruocr rrro oBa Moxe 4a ja npe4ra3BraKa. Hue cnre rocBereHr.r Ha 6es6e4Hocra
Ha rlaqueHTure Ia ro I{eH[Me Barrrero BHuMaHue Ha oBaa pa6ora. floxonry rzMare KaKBLt 6uno npaurama

Bo BpcKa co oroj AorII{c, xourarrupajre co Barrruor JroKaJreH rpercraBHux ua Medtronic, A-IIKA/IOZI
KOHC AOOEn Cxonje, HeneHa Cranxosa fiouencxa Ha rct.+38972211085 vt e-rorrrra:
nstar: k ova(g) al kaipi_d. corn. rn k

Co uovur,
HeseHa Cranxosa fionercxa,
O4ronopuo n[r{e Ba Marepr{oBHrr{.rraHr{a

Ilpznor:
(Dopnayaap 3a rrorBpAa oA KJrHeHr



Medtronlc

FA1482 @opnrylap Ba rorBp4a Ba Krruenr - Ilorpe6en e o4roBop

Ctuuyrarnaen apeQarcr Ha crrcreuor Ba rrHr?aoileparrrBeu Mourmopurrr NIM Vital -
A:rypzpame na coQrBepor

Be uoam,re trotroJrnere ro onoj (fopuyrap Bo rlelocr.

Irlue na nur{ero Koe ro noroJrHyBa onoj Qoprwynap:

Twryta:

firpexren reneipon 6poj:

E-uourra:

Irlme na cMerxa:.

Epoj na cMerKa:

Agpeca Ha cMerKara:.

fpa,q: llorureHcxu 6poj:

Co no'ruuuryBarrero Ha onoj Qopnrynap rrorBpAyBaM AeKa rr.r rpoquraB u paa6pan AaAeHr4Te ylarcrBa H ro
rIorBpAyBaM npueMor Ha lr3BecryBalbero Bo BpcKa co DKypr4parbero Ha cofirrepo:r Ha cr4creMor 3a vHTpaoneparr{BeH

HeBpoMoHr.rrop[Hr NIM VitalrM co rtojor rrorrrr{c [roAoJry. I4cro raxa, ce corJracyBaM Aolo./rHr,rrerHo Aa rH
gucrpu6ypaM H Aa rr4 coorrrrraM oBlre Ba)KHr,r rauipopnraqura no mojara 3ApaBCTBeHa ycraHoBa pr Ha ceKoMy KoMy

AorronHurenHo rr4 AHCTpvr6yupaa cHCTeMHTe 3a HHrpaoreparr{BeH HeBpoMoHr.rropr.rHr NIM VitalrM AoKonKy e

uorpe6Ho.

I4rvre : (uevareuu 6yruu) flotnuc: Iaryu:

Axo rauare KaKBr{ 6u.no uparua}ba Bo BpcKa co oBa r.r3BecryBa}be, Be MoJrHMe KoHTaKTr4pajre ro Baru[or npercraBHlrK 3a

npo4ax6a sa Medtronic.
BE MOJII,IME rICIIPATETE IA OBAA IOTBPAA tIpEKy E-TIOIIIT

Rru
nstankova@akaloid. com. mk.

Crpannqa 1 o4 1


