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Medtronic ro npa(a oBa nhcMo KaKo npoAo.flxeHre Ha Hauero h3BecryBaFbe oA AeKeM apn 2020 T. Hac,noBeH o ,,ArHo
6es6egnocno ]43BecryBalbe" (Bo npNaor). Bo raaecryaaFbero o4 4dxer"repn 2020 r. 6eue onhuJaH npo6rem xaj
hMnnaHrhpaHhre BeHrphKynapHl4 chcreMh Medtronic HeartWareil (HVAD*), nph uro xaj N4exllS%KyBaHa noArpyna Ha
nyMnh Moxe Aa ce nojaar AoqHelbe Ha pecraprr,rpaFbero rnh HeycneuHp pecraprhpaue. Oaa h3BecryBaFbe e hcnpareHo
Ao 3ApaBcrBeur pa6orurqARon %Maar naqheHrh co nyMnt,t oA cyn-nonyhaqNjara uJTo e hMn.naHT%paHa Bo MoMeHroB.

Og22anpun2071 roguaa, Medtronic orKph AononHVreAHA HacraHh noBp3aHh co npo6nemor co AoqHebero/HeycneluHoro
pecraprilpalbe Bo t4AeHrrQrxyaaxara noArpyna: qer%p]4 (4) xoer cMprHh cnyqax (axynxo 6) r uecr (6) noer cnyqar Ha
KphrhLrHa urera (xaxo cpqea sacroj hnh noBropHa onepaqrja 3a 3aMeHa xa nyuna) (axynuo 15),4aa (2) Hoer cnyqah Ha

roreMa urera (xaxo xocnrraarsaqrja Hnh npoAonxeHa nocranKa Ha r,,rMflraHThpaFbe KaKo pe3ynrar Ha HHTeponeparrBHa
3aMeHa xa nyuna) (exynuo 9) r 4ea (2) xoar cnyqal Ha naqheHr% co xxBoro3arpo3yBaqKh HacraH (4oqnerue eo
pecraprhpalbero Ha nyunara), ueiyroa rhe 3aKpenHa.[e h HeMaar Aonropor{HV nocneAaqt4 (axynxo 10).

Bo rseecryeabero oA Medtronic oA AeKeMapn 2O2O roArHa, AaAoBMe HeKonKy npenopaK% 3a rperhpaFbe nallheHrz
Kohruro ce AaAeHh Ha crpaH14qa 2 nogoay. l-lerra Ha oBa h3BecryBaFbe e Aa rh Haurac%Me vcrvre npenopaxh 3a rperhpaFbe
naqheHrh, KaKo h ga o6ea6e4zMe axyphpalbe co cneAHrae nnQopuaqHh 3a Aa noMorHeMe Bo AoHecyBabero Kil4+rlvxt
oA yKrl BO BpCKa CO 3aMeHa Ha perynaTop:

. floxpaj npenopaKara oA cenreMapr, BE COBETyBA^ E 1,1 3A CIEAHOBO: Kora oAnyqyBare Aanh' r'ro l,ts6op rpe6a Aa x3Bplxxre 3aMeHa Ha peryxarop, rpe6a cexoj cryvaj 4a ro pa3rneAare
. noeAhHeqHo. Bo saexcxocr oA MHory Rnnil4v.t),l Qaxropr uJro He ce AocranHr aa Medtronic,

3ApaBcrBeHhre pa6orxrqr rpe6a Aa Kophcrar K/rrlHhqKa npo!4eHKa KaKo Aa AoHecyBaar oAnyKh
3a npoAonxyBalbero Ha rperMaHor Ha cexoj naqNexr noce6xo. Oxa uro rpe6a Aa ce hMa
npeABrlA Kora craHyBa r6op 3a naqheHrhre ro BKnyqyBa, Ho He e orpaHhqeHo Ha cneAHoBo:

o flanu naqheHror e KaHAhAar 3a 3aMeHa Ha nyMna aKo nyMnara He ce pecraprrpa?
llprmeptre BK.nyqyBaar, Ho He ce orpaHhqeHh Ha: flaqrexr co uapeg6a ,,He
peaxumrpaj " (DNR), xorl,rop6r4rrerx.

o Koaxy Aorro ce oqexyBa naqheHror Aa ocraHe ua repanrja? flprmeprre BKnyqyBaar, Ho
He ce orpaHrqeHh Ha: Hera eo Qara xa npeA-rpaHcnranraqrja, norexqrja/r 3a
repaneBTcKo 3aKpenHyBalbe.

. floxpaj npenopaKara oA cenreMBpr,r, BE COBETyBAME h 3A CIEAHOBO: Ilyunara HeMa Aa
3acraHe caMo nopaAh anapM co cpeAeH nphophrer. Aaapmor co cpeAeH nphophrer Moxe
np,.rBpeMeHo Aa ce AcKAyeA corracHo Ynarcreo:ro aa ynorpe6a 3a Aa ce 4o6Ne BpeMe Aa ce
npeHece naqxeHror Bo KnHHhKa 3a Aa ce oApeAitr cneAHhre qeKoph AoAeKa nyMnara cd yure
QyxxrqxoxNpa. hcro raxa, anapM co cpeAeH nphophrer Moxe h rpajxo Aa ce hcKnyqh cor.flacHo
Ynarcrsoro aa ynorpe6a, mefyroa 3ApaBcrBeHnre pa6orurqx rpe6a Aa ro 3eMar npeABhA
ph3hKor npeA Aa ro HanpaBar roa.

huajre npeAB%A AeKa, KaKo uro e HaBeAeHo h Bo nperxoAHoro h3BecryBaFbe, aKo nyMnara ycneuHo ce pecraprhpana
oTKaKO HaCTaHanO 3anhpaFbe, Bo AAHAHa MOXe Aa Ce Cnyqh AOr.lHeFbe Ha pecTapTLlpaFbeTo hnh HeycneuHo pecTapThpaFbe.
Axo ce crylu4 Aor-lHeFbe Ha pecrapr%paFbero An% HeycneuHo pecraprhpaFbe, h3Becrere ro Bau:ror npercraBHhx Ha

Medtronic.

Opnrruaaxoro nhcMo rh coApxeue cneAH%Be npenopaKr 3a
(3ME6EIEHil).

floaynaeegeHhre axyphpaFba ce

llpenopaxr 3a rperhpalbe naqheHrh
Bo xoncyaraqrja co HauJara HesaghcHa rpyna neKaph 3a
npenopaqyBa cneAHXBe nocTanKH 3a noArpynara

, Medtronic npoAonxyBa Aa rh

(r4eHrrQrxyBaHara noArpyna Ha nyMnH oA rp% (3) xoHxperura
cranKa Ha 4e$exna
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Haraacveabe Ha Vnarcreoro ga ynorpe6a
. Ha naqheHThre H nepcoHanor Harracere uM *i cneAHI4Be roqKr oA TeKoBHoro Ynarcrgo sa ynorpe6a 3a Aa ce

Ne6erHar Henorpe6nr 3anHpaFba Ha nyMnara:
o HE rcxayvyeajre ro xa6enor aa xanojyealbe co crpyja Ha nyMnara oA perynaropor.
o HI4KOI-AIIJ ne rcxnyvyeajre rh ABara A3Bopu xa eneprrja (6areprr H aAanrep 3a Ha!43MeHnuua (AC) uau

eAHoHacoqHa (DC) crpyja) hcroBpeMeHo oA perynaropor; eAeH HaABopeueH ,,r3Bop Ha eneprrja rpe6a
nocrojaHo 4a 6r4e noBp3aH co perynaropor.

o HE aamexyeajre ro perynaropor ocBeH aKo 3a roa He ce AaAeHh u3pAeHu HacoKr4 npeKy anapM co BficoK
nprophrer nnn oA crpaHa Ha qreH Ha rhMor sa VAD.

o Harnacere ja rovnara peaxqrja Ha anapM aa [Controlter, Fautt] (fleQexr Bo perynaropor) r anapM 3a

[Etectricat Fautt] (AeSeKr Bo crpyjara). Oea ce anapMh co cpeAeH nphophrer Kor4ruro He ce noBp3aHr4 co
AHpeKrHo 3anhpabe Ha nyMnara. Oere anapur rie peayarl,lpaar co s6opor [Catt] (lloerx) na 4rcnaejor Ha
perynaropor, co urro ce r43BecryBa naqheHTor 4exa rpe6a 4a ce jaar na caojor neKap.

o Haraacere ro 4o6poro noBp3yBaHre Ha nlBopi4 na crpyja r Ka6eaor 3a noAaroqh Bo nphKnyr.toqhre Ha
perynaropor

:

hH6Op^,trDarue Ha naurexrNre
. hx$opuNpajre rh naq%eHTxre Ha Ko,4rxro HM ce HMnnaHr,4paau eXnu oA oBre nyMnh Aa ro KoHraKrkpaar caojor

KoopAhHarop aa VAD npeA KaKBa 6rro eal eHa Ha perynaropor h Aa ro KoopAhH%paar 3aMeHyBalbero Ha perynaroprre
Bo K.nhHhqxr,r am6reur.

Kora cg cr era aexa e norDe6xo aa ce sal eHl4 pervnaropor
o Axo 3aMeHara Ha perynarop ce cMera aa norpe6xa xaj naqrenrhre Ha Koh !4M e hMnnaHrhpaHa eAHa oA oBr4e nyMnh,

3eMere ro npeABhA cneAHoBo:
o 3amena Ha peryraroprre rpe6a Aa ce Bpurr noA KnhHhr{K}4,,HaA3op Bo KoHTponhpaHa cpeAxHa co AhpeKrHa

MoxHocr Aa ce craBr naqheHTor Ha xeMoAr4HaMhqKa noAApurKa. Hevcneuno Decraprrparue moxe aa 6rae
daraaxo.

o llo 3an,4pabe Ha nyMnara, xa grcnrejor Ha perynaropor (e ce nojaer anapM co BhcoK npNoprarer [VAD
Stoppedl (VAD sacrana) co s6opoarare [Change Control[er] (Crrrexere ro perynaroporl nnu [Connect Drivetine]
(l'loapsere ro xa6eaor Ha nyMnara aa xanojyaabe co crpyja). Orxaxo noBropHo (e ce noepae crpyjara N

xa6enor, aKo nyMnara cd yure He ce pecraprhpa:
. [1po6ajre co BKnyqyBabe h %cKnyqyBahbe Ha reKoBHhor perynarop nnn pa3M%cnere 3a npoMeHa Ha

perynaropor. Oea tie My oBo3Molr(h Ha anrophraMol 3a pecraprhpaFbe Aa ce pecerhpa h Aa 3anoqHe
oAHoBo. Peryaaropor aBroMarcKh ce o6r4yea 4a ja pecraprhpa nyMnara najunory 30 narz; anapMor

[VAD Stopped] (VAD sacraHa) 3anoqHyBa no ner (5) o6unu.
. Axo nvunara cd vure He ce DecraDrhDa, npoaorxere co xel oahHauh.lxa noAApuJxa ra aaueHa Ha

nvMnara. 
i

Kora rpe6a aa ce sel e npeaaha gaAAeHa xa Dervaaropor
. A(o perynaropor Ha naqheHror pa6orr noAonro oA ABe (21 roguan, s'el ere npeABl4A npoaKrhBHo 3aKaxyBahbe 3aMeHa

Ha perynaropor npeA Aa Aorpae BHarpeuHara 6arepr,tja Ha perynaropor h Aa npeAl43B!4Ka anapM aa [Controtter Fautt]
(AeQexr xa peryaaropor).

. haxo.,aaapMor [Controller Fautt] (fleQeKr Ha perynaropor) e aaapm oA cpeAeH np%op].1rer xojuro He e noBp3aH co
3anhpabe Ha nyMnara, npoaKr[BHo 3aKax{yBaHre 3aMeHa Ha perynaTopoT Moxe Aa noMorHe 4a ce rs6erHe naqheHror
Aa pearhpa Ha anapMor co 3aMeHa Ha perynaropor HaABop oA KnhH,,rqKa cpeAhHa. Cnope4 Vnarcreoro aa ynorpe6a,
naqreHrhre rpe6a 4a ce o6parar xaj ceojor neKap no 4o6raarue anapM oA cpeAeH npzop%rer l,t Aa He npe3eMaar
Hhurro npeA Aa go6njar HacoKh o4 caojor neKap.

o floxpaj npenopaxara oA cenreMepx, BE COBETyBAME 14 3A CIEAHOBO: Kora oAnyqyBare Aanh no rr6op
rpe6a Aa li3Bpurhre 3aMeHa Ha perynarop, rpe6a cexoj cayuaj Aa ro pa3rneAare noe4rnevxo. Bo
3aBhcHocr oA MHory RnnHnv.RA Qaxropn uro He ce AocrAnHx sa Medtronic, r4paecrBeHhre pa6orurqx
rpe6a Aa Kophcrar K/thHhr{Ka npoqeHKa KaKo Aa AoHecyBaar oA yr,n 3a npoAorxyBa}bero Ha rperMaHor
xa cexoj naqheHr noce6xo. Oxa uro rpe6a Aa ce HMa ripe4axg Kora craHyBa s6op 3a naqreHrHre ro
BKnyqyBa, Ho Eg e orpaHHqeHo Ha cneAHoBo: I

t AanH nallheHror e KaHAHAaT 3a 3aMeHa Ha nyMna ce pecraprhpa? IlprmepNre
BKnyqyBaaT, Ho He ce orpaHhqeHh Ha.
xouop6r4rreu

,,He peaxr nupaj" (DNR),

. Konxy Aonro ce oqeKyBa nallheHTor Aa ocraHe BKnyqyBaaT, Ho He ce
orpaHxqeHH Ha: Hera eo Qaea Ha npeA. jar 3a repaneBrcKo
3aKPenHyBalbe

o floxpaj npenopaKara oA cenreMepn, BE COBETyBAME HeMa Aa 3acraHe caMo
nopaAh anapM co cpeAeH nphophrer. Aaapmor co Aa ce hcKnyqh
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cornacHo Ynarcraoro ra ynorpe6a 3a Aa ce 4o6re BpeMe Aa ce npeHece naq,4eHTor Bo KnhHhKa 3a Aa
ce oApeAar cneAHHTe qeKoph AoAeKa nyMnara cE yure Qyxxqnonrpa. hcro raxa, arrapM co cpeAeH
nphophrer Moxe x rpajno Aa ce hcKnyqh corracHo Vnaicreoro sa ynorpe6a, mefyroa 3ApaBcrBeHhre
pa6orxxqx rpe6a Aa ro 3eMar npeABhA pn3utot npeA Aa ro HanpaBar roa.

Baur nocranxr
Oaa raeecryBaFbe Mopa Aa ce cnoAenn co cure oHhe Koh rpe6a 4a 6uAat 3ano3HaeHx Bo paMxhre ua Bauara opraHNsaqNja
tz.nrHa xoja 6rno opraxraaqrja KaAe uro ce npeQpaenr naqreHrhre.

Ha4aexnoro re.flo Bo Bauara aeuja e h3BecreHo 3a oBaa nocranKa. hcxpeHo xanhMe 3a chre npo6neur uro cMe rh
npeArcB%Kaae aa Bac r Baurre naql4eHTh. Medtronic ocTaHyBa nocBeTeHa na 6ea6eAnocra Ha naqheHTr4Te r xe npogonxr
4a ja cae4r eQrxacxocra Ha ypeAor 3a Aa ce ochryphMe AeKa rh r4cnonHyBaMe Baulrre norpe6r r norpe6rre xa Baurre
naqHeHTH. Axo %Mare npauaba, o6parere ce Kaj Bauror repeHcKx 3acranHrK 3a Medtronic Ha

rserafimoska@alkatoid. com. m k.

O4roaopxo n%qe 3a $apuaxoarrxnaHqa h MarephoBhrhnaHqa:
HeeeHa C. floneacxa
+389 72 211 085
nstankova@alkatoid. com. mk


