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flo.rurynann B,4paBcrBeuu pa6ornnqn,

Karo ra4ouonuyBarbe Ha [perr(oAHr{re rr3BecryBamai, Medtronic ro 4ana oBa rrucMo sa Aa ru (1) npenece
axypuparrara Ba rlpenoparure sa rrocra[yBarbe co fiarlrreurrrre orony yupaByBartero co rr3Bopor na nanojyrame
u (2) aa Be IrsBecrl{ 3a HoBr.rre znlpoprvraqnu rrrro ce BKnyqeHH Bo r.r3Berrrrarrre na Autologs n HVADlogs.
Axypupauute craurll Bo o4uoc Ha Heycuexor unlr oAno)KyBarrero Ha HacraHr.rre Ba pecraprrrparre ce cr?rqulr
co rl{e too:ro 6we rperr(oArro [peueceHrr (uu4ere ro flo4aror E). Medtronic ro nparta oBa rraBecryBarie,4o crre
BApaBcrBeHrI pa6otnuqn Korr r{Maar uaqueuru rrrro Bo MoMeHToB ce Ha uo4Aprrma co HVAD.

floer.rea:

1. Ilpeuoparu sa trocratr /BaEe co EBBopor ua crpyia sa traqxeum: 3amenara Ha perynaropnre rpe6a 4a ce
ITBBpIIIyBa Bo KJrrIHIrsKa cpeArlHa ocBeu aKo ne 4o6r.rere Hacorlr oA anapM co Br{cor [prroprrrer ttltrt oF,
Bauruot Krrr.rurrqKr{ rnrvr VAD.
Ce upeuopavyra na roj 6uao perynarop Aa My ce upr{Kaqr.r AC agaurep rrrro ce Koprrcrr{ sa pecraprrrparie
Ha n)a\{rra rrrro rpecrauaJra Aa pa6orn. Axo AC arq$rrepor aa ueroj peryJrarop e seilocraleE, trorpsere npe
qerrocEo xJIx gerqruEo Eatro.rrEerr 6arepuu Ea perynaropor, Konrqf e rox(Eo uo6pso sa Bpeue Ea fiaroB
6uo o6ug sa pecxaprlpare Ea r{rutrara.

3a rperue Ha pecraprlrpalte Ha rlrMrrara, *e nacrane BrircoKa uorporuyBaqKa na enepruja sa BpeMe Ha
IroBropenl4re o6np;a sa pecraprrrparae rropaAr{ roa rrrro rryMnara e rerrrKa sa crapryBarbe co cranAapAeu
perynarop. Pa6oremero Ha eAHa 6ateptja 3a BpeMe Ha oBue o6u4u Moxe Aa rrpeArr3Br{Ka perynaropor Aa
Bnese Bo r{rrKJryc Ha pecer}rpane rrrro ro orreBogMo)Kyra 4a ja pecraprr{pa rr}rMrrara inu Aa rryrrrra anapMu.
floupaynarrero Ha Bropa 6arepuja urlr{ a4arrep Ba Ha}rsMeHu.rnale,4nonacouna (AC/DC) crpyja fte ro
rIpeKHHe Ilulcrrycor Ha pecerrlpabe. Cocroj6am co pecerr{parDeto e sa6erexana raj 1.1,8 o/o o4
oAJroxyBarbero I{.IrrI Heycuexor Aa ce pecraprupaar Hacraur{. Bo osue cnyqafi, qr{Krrycor Ha pecerrrparie
6rnn peuren rr [poAorrxr{ae o6lrgure 3a pecrapruparbe.

3a rpeue Ha HopMturnoto pa6oreme, CEKOIAIII nrvrajre ABa rrsBopa rroBpoaHrr co peryrraropor. HI,IKOIAIII
nenrojre Aa rrr rlcKr5tlyBare u ABara rrsBoprr ua nanojyaarre (6arepuu lr AC nnn DC a4anrep) o4
Perynaropor rrcroBpeMeHo. Ce upeuopa.ryBa BApaBcrBerrrirre ycranoBr{ Aa ro 3acr{rrar rtrQopruuparero rla
cBoure rrarlnenTrl Bo oAHoc Ha rrocranyBarrero co ype4r{Te rr peuraBartero na upo6neuure co aJrapMlrre Ha

PeAoBHTI nHTepBarr[. Ipenoparure 3a uocranyBarae co [aq[eHrr.r ro ,{o,4aror A ce peopraxrror.rpaurr rr
axyPuPaHu ri oA KnrrHo 3Haqerbe e r[re rleJrocHo Aa ce [perneAaaT.

2. Autologs u HVADlop: Medtronic trpeuopaqyBa 4a ja ucxopucrEre Eerrara
HVADlogs u Autologp co trocrarylare Ea fiartlrexur€ sa err4erquja Ea pe
tr8qEeET. Hosure nn(foprvraqnn Bo oArroc Ha HacraHr{re 3a crapryBarte Ha M
IIVADlogs uke 6uAar BKnyqeuu Bo rrsBerrrrarrre o4 Autologs nouryraj*n o4 8
oBaa AorronuureJrHa znilopnraquja Ba AaroreKara 3a eBn4eurluja ruro e HaBeAeHa

4era neroja rryMua Moxe Aa rrMa rerrrKorrru Bo pecraparr{parbero rrpu conr{par6e,
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orpaHr{rryBarba 3a oBr{e floAarorlu. Knlrntz.rxfire ycJroBr,r, rxayuynajrtu, Ho He r.r orpaurirryBaj*u ce ua
rpou6oea, rapujaqr,rja Ha xeMaroKpr,rr n BrrrMyKyoame (cyrquja), ruro erujaar Bp3 xeMoAr.rHaMr.rxara Ha

laqueHror rrpri HacraHu 3a crapryBarre Ha Moropor Moxe Aa wrujaar Bp3 rr.re flapaMerpri.
o Peryraropr{Te Ha HVAD rr4 cHr.rMaar HacraHr,rre 3a ,,crapryBarbe Ha Moropor" r.r nr.rgnure rroBp3aHrr

napaMerpu 3a crapryBarre Ha rryMrrara (na up., roqerHa uo*nocr, HarroH H crpyja xa crapryrame).
o llosllcoxure rrapaMerpn sa crapryBarbe Ha rryMrrara yxaxyBaar AeKa [yMnara na HVAD 6r.rna norerura

3a crapTyBarbe.
. fly*ruara rrrro ce crapryBa co flapaMerpr.r HaABop o4 noo6r,rvaeHrror orrcer rte co4pxu AorronHr{renHr.r

sa6e.[eruxIa Bo fi 3Berrrrar4re ua Autologs (ara4ere ja Clrura 1 no4ony - rroAarorlrrre ce HarnaceHr,r Bo

4pnenor:o no.lre).
o Axo nexoj zsreruraj ua Autologs ja or-uyvyua oBaa AoronuurerrHa sa5eneruxa, Medtronic 5apa o4

BApaBcrBeHLrre pa6ornuqr,r Aa [pe3eMar 4ejcrro Bo oAHoc Ha rroAHecyBarbe Ha AaroreKr,rre 3a

enu4enqraja no HVADlogs 3a Ao[onnr.rreneH flperneA oA crpaHa na Truor 3a rexxurrKr.r ycnyrur Ha

Medtronic.
o Baur,ror 3acralHuK sa Medtronic noroa tre KoHraKTr.rpa co Bac 3a Aa pa3roBapare 3a Hacrarrrre 3a

crapryBabe Ha Moropor rr 3a roa KaKo rr{e HacraHr.r Mo}r(e Aa 6a4ar: xopucHr.r Bo [ocrarryBarbero co
BAIII?IOT IIAqPICHT.

Osrle Hacraulr 3a crapryBarbe Ha Moropor ce caMo eAeH Ao[onHr{TerreH rroAaroK ruro rpe6a Aa ce 3eMe

IIpeABHA fipfi IIOCTaIryBan e CO BarUUre rraqil errTu, Ha flpr{Mep Kora ru co3AaBaTe [oeAr,rHeqnuTe [rraHoBr.r

IIho roe6a aa uoeseuar xrxermre:
'flouonnere ro rrpl{noxeulror O6pase4 3a rrorBpga oA KnueHror r{ r{cflparere ro [o e-norrrra Ha

nstankova@alkaloid.com.mk u rserafimoska@alkaloid.com.mk .

' Cnogenete ro oBa rlaBecr5rBarte co crrre ourle ron rpe6a Aa6u4ar 3a[o3HaeHi co oBa Bo paMKrr na Baurara
3APaBCTBerra yCraHOBa.

' PaeroaapajTe ga oBrre noau nn{opMaqrrlt co Baruure flarlr{eHru KaKo rrrro e
Medtronic o6ea6e4u O6paseq 3a r(oMyHr,rKarluja co rar{r{eHrr.r 3a Aa rfi orecr}r
[aqr.reHrr{re (upr.rnoxeno).

Areuqrnjara 3a rreKoBrr n MeAr,rqr,rHcKr.r cpeAcrBa (MAnMEA) e H3Becrena 3a oBaa

MePKa.

CO [aIIIiIeHTLITe 3a SaMeHa Ha

CIE<a 1, Ilpuuep o4 usneunajor ua Autologs co r.r3BecryBarbe 3a Hacraurz 3a crapryBarre rra Moropor HaABop oA

soo6u.raeuraor oncer

-HVlJis in scope of FCA HVAD Pump Failure to Restart (FA944). Subgroup 2 larhich includes a lrigher risk of pump
delay to restart or failure to restart. For more information. please refer to FA944 communications.

ln case ofany alsrms, please refertothe IFU for more information.Report abnormal devica performance toyourlocal representativc.

pump startlng parameter(s)outside of the typical range were

- October 24, 2022 al l 5:58:05 on COtf
- February 18,2023at 1,7:12.17 onCOtf
- February 24. 2023 al 17.29:52on COtf
- March 16. 2023 al 16:04:35 on COI.I
- March 18, 2023 at 16:06:45 on COI.f

Please submit logfiles through HVADlogs for further review of motor start events. For more information contact your
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Kry,'t.lBA
r-_=*.s!A\ ?'u
b_ql"&.{*BSil'HS,

Q*::i?

Crpauuqa 2 o4 11

ADDITIONAL NOTES {14-daysl

P,.



Hue ja rleHlrMe Baruara HaBpeMeHa peaxqrja ra onoj upo6neu. Aro uuare rarsu 6rro ilparrarba Bo oAHoc Ha

oBa r.r3BecryBarbe, KoHraKrupajre co AJII(AJIOI4A KOHC AOOEn Crouje ua nstankova@alkaloid.com.mk u
rserafimoska@alkaloid. com. mk .

Co nour.rr,

HeseHa Cranxora,{onencxa, oAroBopHo nnrle Ba Marepr.roBr.rrtrnaHrla

+389 72 211 085

nstankova@alkaloid. com. mk

tflperxo4uu r{3BecryBarba: AeKeMBpr{ 2020 ro4r,rua, rraj 202I roAr{Ha, AeKeMBpr{ 2021 ro4r.rna, oxrovapvr 2022
roAr,rHa r,r aBrycr 2023 ro4zna

Zeratrrn unhouwaazu:

,4olgmx A - flpeuoparu 3a yrrpaByBarbe co rarlrreHru

,4o4amr B - Kouunerraparle Ha aHaJruaara 3a pu3r{Kor:
sa ceroja norryrnaquja Ha )?eArr

I(yMynarr.rBua crarrKrr na 4e(pexrr.r co reKor Ha BpeMero

Aog8mx B - Mo4en r{ cepuc(u 6poerz Ha aKrr.rBHt4 ypeAtr BKII reHrr Bo

6poeru Ha ypeA 3a rryMrrrr 3a Korlrrro e [orBpAeHo 4era none*e He ce Bo yrr
flo4arox f. 's 3- ffilDU ''".'=
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,{ogarox A: Ilpeuopaxn Ba ryeurparte traqrreurrr

Medtronic [pefloparryBa oAnyKr.ITe 3a rperMaH 3a cprre rraq]reHTr{ Aa ce o[peAe rryBaa"t Ha Lr:u1:aBvt1yarrHa ocHoBa
c[opeA cnyuajot !I TI{e 3ApaBcraena pa5orur{4r.r Aa [oArorBar ut1t4Bn1yanvgvpaH rrrraH 3a [ocrarryBarbe co
fiaq]IeHrr{re 3a rlaqlleHrl{te o4 ceroja rloArpy[a, oco6eHo 3a rrarlHeHrr.rre oA rroArpy[ara 2. 3arrenara na
perynaroPl4re rpe6a Aa ce Ir3BPIIryBa Bo KrrHHrryKa cpeAr.rHa ocBeH aKo ue 4o6r.rere HacoKn oA anapM co BHcoK

flplropr,rrer vnu oA Bauruor (rr,rHr{qKr,r ruu VAD.

Ce npeuopa.ryBa 3ApaBcrBenr.rre pa6orNr,rqr.r Aa pa3roBapaar co cBoHTe [arlr{eHrr.r 3a Aa ro Hauacar
ua6eruryramero Ha Helorpe6nure cofluparba Ha rryMrrara u Aa ro [oAo6par lrn(poprvruparrero Bo oAxoc Ha
rrocralyBartero co ypeAor H perrraBarbero npo6nelru o(olry anapMor Ha peAoBHa ocuoBa. Baxno e Aa ce
IacraKHe 4era onoj npo6.uelr He rpeALI3BI4KyBa co[rparbe Ha rryMrra urro pa5orra; ryKy [o HacraH co co[uparbe
Ha nyMllara Moxe Aa HacraHe HeycflerrrHo pecrapr[parbe.

Ha xoj 6uno perynarop trro ce Kopvcrrr 3a pecraprrrparbe Ha corpeHa rryMrra rpe6a 4a ce [pr.rKarru AC a4aurep.
Kopr,rcrerrero AC a4anrep *e o6es6e4u KoHrrrHyr{pano nauojyeame u fre ososr.roxu naje(puxacrtu o6ugu ta
perrraBarbe npo6.nervrr.r u pecraprHparce. Aro AC a4aurepor ua neroj perynarop e HeAocra[eH, roBp3ere ABe
qenocHo HILI AenyMHo Halorrreru 6arepuw Ha perynaropor, KonKy e MoxHo no6pso 3a BpeMe na raxos 5urro
o6u4 sa pecraprr{parbe Ha flyMrrara.

3a rpenre Ha pecrapruparbe Ha [yM[ara, *e nacrane Br.rcoKa florporrryBaarKa na enepruja 3a BpeMe Ha
fioBropeHl.rre o6ugu 3a crapryBarbe [opaAr.r roa rrrro fiyMrrara e rerrrKa 3a crapryBarbe co craHAapAeH perynarop.
Pa6orerrero Ha eAHa 6arepuja 3a BpeMe Ha oBr.re o6ugu Mo)r(e Aa [peAr.r3sr.rKa peryJraropor Aa Bne3e Bo rlr,rKnyc
Ha pecerl{parbe urto *e ro oHeBo3Moxu Aa ja pecraprr.rpa []-lvrrrara Hnv ila [yrrrra anapMr.r. 3a 4a ro [peKrrHere
qlrKnycor Ha pecerrrparbe, rroBp3ere Brop r.r3Bop na nanojynarre.

.{ononuu tenHo, 3a BpeMe na uocrojanu fiepuoAlr Ha Br.rcoKa eHeprercKa rrorporrryBaqKa co uose*e o6ugu sa
crapryBarbe AoAeKa e caMo ua nanojyrarre co 5areprrja, 5arepurre Mo)Ke rpHBpeMeHo Aa He Mo)r(ar Aa
o6es6e4ynaa:r nauojynarre. Ora e 6ea6e4uoceu 4raajn na 6arepnure. Kopzcreraero Ha AC a4aurep *e ro
us6erne onoj npo6nenr r *e o6es6e4r.r nocrojano uanojynarre.

Hauacere ru npzpa.rurxor sa raqueHru Ha cucreNror HVAD (fIlI r ynarcrsara sa yrorpe6a (YY)
Bu4ejriu Heyc[ellrHoro pecrapruparle Ha HacraHrr ce sacHoBa Ha HacraH co 3arrrpaH,e Ha flyMrrara, Hauacere
IiM rrr HacoKHTe Bo paMKLITe xa flpr.rpavHliKor 3a rraqlreHTr,r u Ynarcrsoro ea yuorpe5a Ha rraqlreHTr,rre r,r Ha
rrepcouanor 3a Aa cflperrure neuorpe6ur{ 3aluparba Ha rryMrrara:
o HE ucxnyrynajre ro ra6enor: sa uanojyname co crpyja oA perynaropor.
. CEKOIAILI nexa nw 6u4ar ABa r.r3Bopa roBp3aHa co perynaropor.
r HI4KO|AIII ue rcr;ryvyaajre rI,I ABara LI3Bopr{ na eneprnja (6arcpnn rz aAarrrep 3a Har.r3MeHravna (AC) unrl

eAHoHacorrHa (DC) crpyja) ucroBpeMeuo oA perynaropor; eAeH HaABopeureH r.r3Bop Ha enepruja rpe6a
nocrojano Aa6:a4e roBp3aH co perynaropor.

o HE sa*renynajre ro perynaropor ocBeH aKo 3a roa HeMa KoHKperH[ Haco(]r flpeKy anapM co Br.rcoK

rrpuoPllrer finv oA crpaxa Ha YrIeH Ha rllMor sa VAD.
. Harnacete ja rovnara peaxr4lrja Ha anapM sa fController Fault] (fleQexr Bo perynaropor) r.r aaapru aa

[Electrical Fault] (fieQext no crpyjara). Ora ce arrapMr,r co cpeAeH rrp]ropurer Kourrrro He ce roBp3aHH co
AI'IPeKrHo 3arluParle Ha ryMrara. Orvre anapmlr rte pesynrupaar co s6opor ICall] (llonrx) na 4zcunejor ua
perynaropor, co rrrro ce r.raBecryBa rraqrreHror 4exa rpe6a Aa ce iaBr.r ra crojor neKap,
Harnacere ro Ao6poro rroBp3yBarbe Ha u3Bopu ra crpyja u ra6enor sa rroAaroru
perynaroPor.

Kora rpe6a aa ce aeMe upeAsua saMeHa Ha peryraropor
o @arropu ruro rpe6a Aa ce BeMar [peABr{A Ba 3aMeHa Ha perynaropor B

o .{a.uu naqr{euTor e KaHAr{Aar Ba BaMeHa Ha rryMrra arto [)rMlara He ce
o llaqlrenr co napeg6a,,He peaannupaj" (DNR) rir KoMop6r{Ar{rerrr.
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orpaur{rreHr{ Ha craryc Bo aba3a Ha rrperrpaHcflrraHrarluja ulutu loresrlujan sa repa[eBrcKo
3aKperrHyBarbe.

o Pacrojarue r.r BpeMe urro rte vry 6u4e uorpe6no Ha [aqueHror Aa crr.rrHe 4o 6o;rnuqaralxrrutrtxara ta
roAAprrrKa.

o Pas6upame r{ ycorraceHocr Ha rrarlr{eHTor r.r HeryBarenor co rrporoKo.rrure 3a pearqr.rja Ha anapM r.r

y[paByBarr,e co r{3Bopor xa eneprzja 3a Aa ce clPerrar nenorpe5nr.r 3arruParba Ha [yM[ara.
COBET: Kora o4ay.ryBare AanE uo lra5op rpe6a 4a rr3Bprrrr.rre 3aMeHa Ha perynarop, rpe6a ceroj cny.raj Aa
ro pasrneAare rroeArauerruo. Bo gasucHocr oA MHory K.rruHrrrrrr,r (faxropu rrrro He ce AocraflHr.r 3a

Medtronic, 3ApaBcrBeHr{re pa6ornuqz rpe6a Aa Kopr.rcrar Krrr.rnr.rrrKa rrporleHKa Bo BpcKa co
flpoAonx(yBabero Ha rperMaHor xa cer<oj [aqpreHT uoce6uo, KaKo rrrro e HaloMeHaro florope.
Axo perynaropor Ha rraqpreHror pa5oru rroAonro oA ABe (2) rogunu, 3eMere rpeABr{A rrpoaKrr.rBHo

3ara)KyBarbe 3aMeHa Ha perynaropor rpeA Aa Aorpae BHarperrruara 6arepuja Ha perynaropor r,r Aa
rpeAr.r3Br.rKa anapM 3a fController Fault] ([e(peKr Ha perynaropor).
I4aro anapnor fController Fault] (fleQeKr Ha perynaropor) e anapM oA cpeAeH rpropr.rrer roj ne e roBp3aH
co 3arrfiparbe Ha [yMlaTa, rrPoaKTr{BHo 3aKaxyBar6e 3aMeHa Ha perynaTopoT Moxe Aa rroMorHe Aa ce

fis6erHe rraqrreHTor Aa pear[pa Ha anapMor co 3aMena Ha perynaropor HaABop oA Knr{Hr.rrrKa

cpeAr,rHa. Cnopeg Ynarcrsoro sa ynorpe5a, flaqrreHr].rre rpe6a 4a ce o5parar xaj crojor neKap rro 4o5nname
anapM oA cpeAeH [puopr,rrer r,r Aa He rrpe3eMaar Hrrruro AoAeKa re 4o6ujar Hacoxr{ oA 3ApBcrBeHnor
pa6oruur.

o COBET: flyunara HeMa Aa 3acraHe caMo rropaAr,r anapM co cpeAeH rrpuoparer. Anapnror co cpeAeH
[Pr{opr,rrer Moxe [pr.rBpeMeHo Aa ce HcKnyrr[ 3a Aa ce 4o6rre rpelre Aa ce rpeHece [ar{HeHror Bo

KrruuuKara 3a Aa ce oApeAar c/reAHr,rre r{eKopr{ AoAeKa ryMrara cd ymre Qynxquonr,rpa. tr4cro
raKa, anapM co cpeAeH rrpuopfi rer Moxe Iz rpajno Aa ce ucKnyrlr oA crpaHa Ha rraMor sa VAD
roprcrejrtn MoHr,rrop HeartWare; cerraK, 3ApaBcrBeHHre pa6orHr.rqr rpe6a 4a ru 3eMar rrpeABHA

IIOBp3aHr{Te pri3r.rq}r [PeA Aa ro [paBaT Toa.

Kora ce cMere ,reke e rrorne6rro rTe ce ieMer{rr

I,Iniloprrrupajre rIiI lralllIenrure Ha Kofirrrro LrM e uMnrraurupaua eAHa oA oBlre uyr[rru Aa KoHrarrupaar co
HrIBHrIor KooPAI{Harop ga VAD [PeA KaKBa 6uao saruena Ha perynaroPor rr Aa ro KooPArrH[paar BprrrerDero

Ha BaMeuara Ha peryrraropllTe Bo KJruur{rrru aM6r.reHT, ocBeu aKo 3a roa HeMa Hacor(rir rrpeKy arrapM co
BLTCOK rrpUOpUTeT.

3aueuara ra peryrraroprre sa ueqEeEE on nolryfirr rpe6a Aa ce EprtrE rron rrrxEErrxx Ea,qsop Eo
roEryonEPaEa cPeIEEa co nEPersEa uomocr rraqueEroT na ce troIIPx(yE8 xeuoIxE rrEqrs.
Kora usnpruyBare 3aMeua Ha peryrraropor:

o Ocurypere ce AeKa e [prrKarreu AC a4aurep KaKo eAeH oA rr3Boprrre na nanojynarre.
o AKo AC a4autepot na neroj perynarop e Hegocrarreu, rroBp3ere ABe Harro.rrHerz 6arepur.r na

peryrlaropor, KonKy e Moxno no6pso Ba BpeMe Ha KaKoB 6wo o6w4sa pecrapr[parte Ha [yMrrara,
o noroa, aKo rryMrrara He ce pecraprupa uo ner (5) o6uyu r{ ce arruBupa aJrapM [VAD Stopped]

(VAD e lrcr.ny.reu), pa3Mucnere 3a rrpoBepKa co BrJrytryBarbe u ucrcn)4ryBane (ucrrryvere rr{ r4

ABaTa I{3BOPa na uauojyrarre H rroBToPHo rroBP3ere rra) ua nronreuTarrHr.ror peryrrarop
pasMl{c.rrere Ba BaMeHa Ha perynaropor. Osa *e rvry orosnrox}r Ha anropr.rrMor Ba

ce pecraprrrpa rir Aa rroqHe oAHoBo. Perynaropor aBroMarcKu ce o6u4yoa 4a ja
nyMrrara xajnruory 30 naru; anapMor [VAD Stopped] (VAD e ncrnyvex) sa

o6u4u.
o Ar<o [yMflara cd yrure He ce crapryBa, rrpoAonxere co xeMoALr HaMr{qKa

3aMeHa Ha [yMrraTa.
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,{o4aror B: Mouenranuu cr&trffi Ha rreyctreurro rlnu o4noxexo pecrapnrparbe

Ta6eaute 7 w2ru pe3riMr,rpaar uouynaqr{nre Ha flyMrrara H MoMeHra.rrHo na6ny4ynaHrTe HacraHr{ Ha

HeyclerrrHo r{n}r oAnoxeno pecraprr.rparre, KaKo }r HacraHr,r Bo rroArpyfi?r're 1, 2 u 3:

Ta6eaa

Ipyua #laiaryrctpm6yuparu
fivurur

Bxyruro En(ynarrorilr
HACTAHII

Ilorpsaru ep'rrtrr
cEysa[

floarpvna 1 316 13 4

floarpyna 2 174 44 I4
flompyna 3 t.027 4l 13

Ouurra norryraqraia 27.5tt 148 32

Bxyruro 23.028 2M 63
Ta6e.ra 1: Kyrry;rarunnu rroAaroq[ 3a HacraHr,r clopeA nony.naqr,rja Ha fiyMnil

Kareroprja #xa
HACTAHIT

Crupr 31

Iloaropna onepaqrzia co 3aMeHa na VAD 2t
I4urpaoneparr{BHa 3aMeua Ha rr}aMfla 7

Cpqer eacroj 1

Xocuzraaraeauraia t4
Baoruena cprreBa cna6ocr 1

Henpo.noruxu 1

Xrlnonepdyevia 1

AcralrrtouarcKu rracraH co conuparbe

VAD
2l

,xJ,h
Brcy'uex # xa nacrarur 98

2: Br<ynen 6poj aa Hacraupr Kareropr.r3rzpatr.r 3a
qtu.)<
rOaz
'!.0-\k:

,s
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.{o4arox B: KyryaarrrBurr crauxf, na,qer}errn aa ceroja uoqyraqrja Ha ueluquucxn cpe4crla

Ta6enata 3 uogony rlr [percraByBa KyMynaruBruare nepojatrocrrr Aa AoxlrBeere co[uparbe Ha fiyMflara rrrro

AOBeAyBa UnLr AO HeycfierrrHo pecTaPTr4Pa]Le, unvr Ao Aor{Herbe Ha pecraPrr,rParsero rrrro AoBeAyBa Ao 3alMeHa,

loB.IreKyBarre Ha MeArrr{raHcroro cpeAcrBo vtltu Ao cMpr rro rprr (3) roArrHrzr. Orae nepojarHocrr4 ce crrrrrrHrz co roa
ruto 6r,r.ro uperxoAHo r3BecreHo.

3a6eleur<a: I{rrQpure Ha neBara crpaHa roAoJry jautrycrpupaar crarxara Ha rD/Mrr,r rrrro He ycreane Aa ce
pecraprr{paar I,Inr AorlHene co pecrapruparrero Bo cexoja ro4zHa Ha rroAAprrrKa. IlzQpure oA AecHara crpaHa
no4orry ia u./D/crPl{Paar cralKara Ha rryrMIIIlt ltrro He ycleane Aa ce pecraprvrpaar vr AoBene [oB.rreKyBarbe Ha rryMfiara,
cMpr r,rJrr{ gaMeHa Ha MeAr.rr{r{HcKoro cpeAcrBo ro cexoja roAr{Ha Ha [oAAprrrKa.

noAl"yrrA I
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B.

Bepojarrrocr aa AoxuByBalbe Ha cofiuparbe Ha tryMna

rrrTo AoBeAyBa Ao HeycnerrrHo lrnrr oAnoxeHo
pecraprr-rpalLe

Ilogrpyna 1

IoEa Bepojarrocr ol Aeiberr
(mrepraa co aorep6a oa 95 %)

1
0,45 o/o

(0 ,7 o/o, 3,2 o/o)

Bepojatuocr sa AoxuByBalbe cMpr vnw 3aMeHa Ha

MeAr4r{}rucxoro cpegcrno / non.neKyBa}be Ha nyMna
Ilo4rpyna I

Ipyua Ilaryesrsa
rroA,4lrrllra Ea

ctgtcxo EEBo

Kyrylarmsa Bepoiamocr Aa

AOXEBeere COrrEPaEe Ea rryEa
rrEo AoDeJro Ao EeyctrerllEo E Itr
oAnoxeEo lrecraPrElra6e (Ea 3

rorc)

Kyuprarmra Eepoiamocr Ba eaueEa,

uoEneJqrEaEe Ea ue@cKoro
cpeAcBo E rE cllpr tropqE EacraE co
[yuuaco EeyctrellEo E rE oAJroxeEo

pecrapmpan€ (ua3 toru)

flo4rpyna 1 31 2,7 0/o "l-,40/o

flogrpyna 2 13 30,2 o/o 26,8 o/o

Ilo4rpyna 3
--252

3,7 0/o 2,3 0/o

Onura nonyraqzja -1.754 0,5 0/o 0,1 o/o

Ta6era 3. Kyl,ryaaturnra nepojatrocrr.r 3a ceKoia rroArpyrra rr orrrrrara norryararlnja Ha 3 roAr.rur,r
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Clw,a2z Kyuy.tatzrna rrur{rrAeurla Ha HacraHyBarie 3arr}rparbe Ha rryilrrara co AorrHer}e Ha pecraprr{parrero/neycneurrro
pecraprr.rparbe (.tero) ra K)rMynarr.rBHara nHr{r.rAeHrla na 4e(fexrzte rrrro AoBene Ao 3aMeHa Ha rryMrra finrr cMpr (4ecro) no
no4rpynara 1.

noArPyrrA2

Iopa Bepojaruocr oA AeQem
co AoBep6a og 95 %)

2
l,g o/o

(0,7 o/o,4,7 o/o)

3
2,7 0/o

(l,2 o/o, 5 ,9 o/o)

4
4,0 0/o

(2,L o/o,7,7 o/o)

Bepojarnocr sa goxrrByBalbe Ha coflHpa]be Ha tr)runa
rrrTo AoBeAyBa Ao HeycnerrrHo }rrrlr o,4JroxeHo

PecraprrrPalLe
Ilo4rpyna 2

Iopa Bepojaraocr o,4 Aeftrtr
(rmrepra.rr c0 Aou€p6a ot 95 %)

2
0,9 0/o

(0,2o/o,3,6 o/o)

3
1,4 0/o

(0,4o/o,4,2o/o)

4
2,3 0/o

(1 ,0 o/o, 5,5 o/o)

Bepojarnocr sa Aoxr{ByBa}r,e cMpr r.{nrr BaMeHa Ha

ype4 / nonneryaalbe Ha nyMrra

llogrpyna 2

1.0 1.5

Io4unu

d
*ir

EE N

5Aj.s

fo,rgma Bepojarxocr oA AeQexcr
(mrepaar co Aorcp6a oA 95 %)

1
12,9 0/o

(8,1. o/o,20,7 o/o)

2
22,40/o

(76,0 o/o, 31,4 o/o)

3
30,2 0/o

(22,9 o/o, 40,0 o/o)

C.ruqa 3: Kylrynaranna I.rHqI,IAeHI{a r{a HacrarryBarie 3arr[par6e Ha rr]ri{rrara co Aor{Eerle Ha
pecraprr.rpaEe ("reno) vr K),r\{ynarvBHara uHrIHAeHr{a na ge(pexrlrre rrrro AoBei're Ao 3aMeHa Ha
rloArp).rara 2.

Bepojaruocr oA AeQertr
(mrepran co gorep6a oa 95 %)

12,7 0/o

(7 ,4 o/o, L9,8 o/o)
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[oAI"vrrA3

Bepojarnocr sa AoxxByBalbe Ha conxpalbe Ha n) ma

ruTo AoBeAyBa Ao HeycfierrrHo ]rJr[ oAJroxeHo

PecraPruPalbe
Ilo4rpyna 3

Io4ma Bepojaruocr og AeQerr
co gol€p6a og 95 %)

1 0o/o

2
1,4 0/o

(0,6 o/o,3,3 o/o)

3
3,L o/o

(1,7 o/o, 5,6 o/o)

4 4,5 0/o

(2,6 o/o,7 ,8 o/o)

Ctwra4z Kylry;rarranna HHr{r.rAeHrIa Ha HacrauyBarbe 3arrr{pase Ha rr}'trl.
pecrapr?rpame (;reno) u r()Mynar[Buara r,rnrlrrAerrqa ua 4eQexrr,r:re lrro
no4rpyuara 3.

Bepojarnocr sa 4oxr.rByBalbe cMpr r4rra 3aMeHa Ha

ype4 / nooneryralte Ha fiyMna
Ilo4rpyna 3
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fopma Bepojarrocr oA Ae(Dertr
(rurepran co goBep6ao4 95 %)

1 0o/o

2
1,7 0/o

(0,4 o/o,2,9 o/o)

3
2,3 0/o

(1,1 o/o,4,5 o/o)

4
p4

flara co Aor{Her6e Ha pecTapTr4paH

AOBene AO 3aMeHa Ha rryMrra llllr
ttur'
\-a

.t ^or* r,Vonre
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IIyMIII,I OA OIIIITTATA [IO[vnAIII4A

BepojarHocr aa Aoxr,rByBabe Ha contrpaEe Ha n)Mna

rrrTo AoBeAyBa Ao HeycnerrrHo r4Jrr4 oAJroxeHo

PecraprHPalbe
Onrura norry.naqr,rja

BepojarHocr sa AoxrrByBame cMpr r.rJrr.{ BaMeHa Ha

ype4 / noaneryaalbe Ha nyMna

Onurra norry.laqr.r.ja
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Caa<a 5: Kynry;ratranna r{HrII{AeHI{a Ha HacraryBarbe 3arrrrparie Ha rryMfiara co Aor{Herae Ha pecraprr{parero/neycneunro
pecraprlrpar6e (rero) r Kyl\fyJrarr{Bnara r.rHrl}rAeHr{a na 4eQex, zre rrrro AoBene Ao 3aMeHa Ha rryMrra I,I/r]r cMpr (,qecno) ro
onrrrrara uouy;raqraja.

,{o4arox I: Cepncrn 6poean Ha xctropaqaxnre uerquqr{Hcrq cpe4cma Eo seuja. #

***3a6e.neurxa: 
flo"nynane4enure JI]rcrI,I sa cexoja nonylaquja Ha noArpylu rr,r BxnyqyBaar caMo MeAur{r,ruCxr,rre cpeAcrBa

ruro Medtronic finl{ rlorBpArrn AeKa ce aKTzBHrr, rtJtvr:r.e rr,r rrorlpArrn kar{o Hea(Tr,rBur,r oA rroeMBp}r 2023 rcguua,
.{o;rynane4eurzre Jlr{crr{ He rlr BKnyqyBaar rrorBpAeurre HeaKTr4Brrr{ trryriufi cooABeruo Ha roa, He rr4 B(ryqyBaar cr,rre
gacerHarr,r rryMfllr rrro r{e(orau 6une npo4agenz/nrpa4ear-r.

Me4nqnncrlr cpeAcrBa Bo rroArpyrrara 3

fo,rya Bepojarxocr o4 AeQerr
(mrepra;r co torep6a ol95 %)

1
0,2 0/o

(0,1 o/o, 0,3 o/o)

2
0,4 0/o

(0,3 o/o, 0,5 o/o)

J
0,5 0/o

(0,3 o/o,0,6 o/o)

4 0,5 0/o

(0,4o/o,0,7 o/o)

5
0,6 0/o

(0,4o/o,0,7 o/o)

Iopma Bepojaruocr o4 Ae(}ercr
(mrepra.r co 4orep6a o4 95 %)

1
0,04 0/o

(0,01 o/o, 0,1 o/o)

2
0,06 0/o

(0,03 o/o,0,7 o/o)

3
0,1 o/o

(0,08 o/o, 0,2 o/o)

4 0,20/o
(0,1 o/0, 0,3 o/o)

5
0,2 0/o

(0,7 o/o,0,3 o/o)
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