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14THO HeeecryBalbe 3a
6eg6e,qHocr Ha repeH

HeartMate 3rM LVAS Cer sa umnnaHraqnja (Model: 1065241NT)
HeartMate 3ru Cucreu Konrponep (Model: 106531|NT)

HeartMate 3rM Crcrem Koxrponep co Hnaox flporor 2.0 (Model: 106531LF2)

Abbott Medical
6035 Stoneridge Drive
Pleasanton, CA 94588
USA

Cenreuapn2024

llovrryeauu sApaBcrBeHu pa6ortntlA,

Abbott Be rHQopMupa 3a noreHqujaneu npo6neu ugerrn$uKyBaH co HeartMate 3m Cucreu Konrponep
(ruogen 106531lNT and 106531LF2) xoj ce naofa Bo cocraB na HeartMate 3ru flea BeHrpnKynapeH Cucren
3a noMotx ( LVAS) Cer sa klunnanraqnja (nlogen 1065241NT) rnn gucrpu6yr,rpax og,qenHo. Oane KoHrponepyl
ce gurpu6yvpaHn nocne uapr 2024.

Abbott ugenru$uryBem flera nocror4 MoxHocr oBr4e KoHTpoflepu ,qa uMaar noArrHara nnenn6paxa xa
KOpl4CHl4i'rKr4OT l4HTepsejC rOja rOra ja r4Ma, Ce 3a6enexyBa nO pa6OemTe Ha rykuurrero Ha KoHTponepoT, Bo
6nusnua Ha Konqero 3a np[Ka3 KaKo uJTo e np]4Ka(aHo Ha cfluKure norqony. fiponeeogor He e noBneqeH oA
repeH. OR 25 jynn, 2024 Abbott HeMarI npnMeHo nonrraKu aa oaoj npo6nerur. Flocne4oearenHo, Abbott ro
coonuJrun oeoj npo6nena u o6es6egufl npBhqHu uHcrpyKquu Ao KynyBaqnre Aa ru npoBepar KoHrponepilTe
sa noAurHara naena6paua. Og 8 jynu 2024, no o6ee6egyBalbero Ha oBue uHcrpyKqr,th 3a npoBepra, Abbott
npuMt4n 4 nonnaru Kage noAurHara mem6paxa 6una sa6enexaHa oiq KynyBaq 6es urera aa naLlueHTor.
Manry e aepojarno geKa HeKo[ cep[o3Hvr HecaKaHu 34paBcrBeHu nocneguqu Moxe Aa ce nojaaar raro
peayflTar Ha noAnrHara naena6paHa Ha Kopl4cHr4lrrr,ror ranrep$ejc xaro urro e HaBeAeHo nogony.

BnltiaHlte tr noepgaxt,t plrgl,ruu:

,[oronry naena6panara Ha Kopt4cHr4lrt<t4or r4HTepSejc e no4urHara I AoKonKy KoHTponepor e usnoxeH Ha
TeqHocTl4, nocTol4 MOXHOCT TeqHOCTa Aa HaBne3e BO KOHTpOnepOT h Ra .qOBeAe AO OUTeTyBalbe Ha
cKIlonoBure Ha neqareHil Kora (PCBA). Oea iroxe Aa pe3ynrnpa Bo HeoqeKyBaHu t4 flaxHo no3ytruBHt4
arapMrl, KaKo 14 ryoeue Ha KoprlcHr4trKr4or mHrep$ejc (ropncrere Ha Konqnmra, ry6eHre Ha Bn3yeflHl4
anapnau,...). Haeneryealbero Ha reqHocr Moxe Aa AoBerqe go ry6eue Ha HanojyBabe Ha nyMnara ulro 6n
peynrupaflo co cronuparbe Ha nyMnara, cenaK oBaa MoxHocr e MHory perKa nopa4u onqujara og
AononHurenHu nn+Vu sa uanojyeabe Ha nyMnara.

llogurHara naeu6paHa Ha Kopt4cHr4trKtlor unrepQejc Moxe.qa peaynrupa Bo Hn3a urrern oA Bo3HeMupeHocr,
xeMoAI4HaMcKo HapyuyBalbe, Ao MoxHa cMpr. CteneHor Ha urera gaBucr4 oA Ht4Boro Ha HaBreryBalbe Ha
Tei{Hocr 14 crarycoT Ha cpqeBa cna6ocr Ha naqueHTor. Manry ce eepojarHu cepuo3Hn HecaKaHn oApaBcrBeHu
nocfleAuqla KaKo pesyflTar Ha nogurHara uena6paua Ha Kopr4cHr4'.tKr,ror ranrep$ejc. Cepnosnu HecaKaHrr
3ApaBcTBeHu nocfleAuql4 Moxe 4a ce jaear caMo Kora ABere nuHuu aa nanojyaabe ce noAeAHaKBo saSarenu
nopaflu oaoj npo6neM u npu roa anapMure He ce Brffiyqar. llocrou MHory Mana aepojarxocr npoqeHera Ha
npu6nuxno 0.001 1o/o, flaKA MeAuquHcKu peaeau6unHu npuBpeMeHh 3ApaBcrBeHu HecaKaHh nocfleflulln (np.
xeMoflnHaMcKo Hapyuyeaue) Moxe,qa ce nojaear nopa.qr HaBneryBalbe Ha reqHocr u nocregoBarenHa
4erpagaqnja Ha KoHrponepor. fiononxnrenHo, flerpaAaquiara Ha eAHa og nytHutare sa xanojyaaue ke 6rge
orKp[eHa o.q KoHTpoflepor, roj (e usAage noBp3aHu anapMu Ao.qeKa ja o4pxyaa 6psuHara na nyn,Inara. Ha
3.qpaBcrBexnre pa6orHnr.lr4 n nallileHTr4Te ilM ce AaAeHr ynarcrBa h3noxyBalbe Ha
KoHronepor Ha reqHocrr cnopeA ynarcrBoro sa ynorpe6a (lFU).
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YITHO l4seecryBalbe 3a
6es6egHocr Ha repeH

HeartMate 3rM LVAS Cer aa uunnarraqnja (Model: 1065241NT)
HeartMate 3il Cncreu Kourponep (Model: 106531INT)

HeartMate 3rM Cucrem Kormponep co Huaox flporor 2.0 (Model: 106531LFz)

Abbott
Jlpenopara:

Bnrnaarenuo npoBepere ro KoHTopoflepor Ha pa6or eo 6nhguHa Ha Konqero ga npuKag,Aa norBprqnre ,qeKa
naena6panara Ha Kopr,rcHr4r.rKr4or unrepSejc He e no4mrxara (eugere rta AaAeHure B]asyenHu npuuepn) npe4 rqa ro
KOpr4GTr4Te KOHTpOnepOT r,Ul,l Aa rO Aa,qeTe Ha BaUUOT naqUeHT. He,qaeajre KoHTponepu co noAnrxara naeu6pana
Ha Bauhre naqueHTu u npmjaaere KoHTpofieph co nogurnara ueu6paHa co KoHTaxilmpabe Ha Baunor rloKareH
npercraBHux xa Abbott, Cnnepqu Meguran !oo, TarjaHa BefluqKoBcKa ua e-mail: tanja@amf.com.mk vt

rcn.0701267992. l4rrltajre Bo Br4A,qera raj KoHTponepure uJro HeMaar nogurHara uena6paua, HeMa fla AojAe go
noAurabe ua naerta6paHara co reK Ha BpeMe.

HeartMate 3 Cucreru Kourponep co
nOAr{rHyBalrre

ao 6nueuxa Ha Konqe 3a npfiKa3

HeartMate 3 Cucrertr Konrponep 6es
nog]lrHyBa[be

ao 6nueuna Ha Konqe 3a npura3
Fopen pa6 (eo 6nnsrma Ha Konqe Ha

nonrag) flornea I
I

fiocraaere ro np[noxenoro fincuo aa flaqueHT Ha nalyeHTvrre Kou go6nne HeartMate 3rM crcrenn
KoHrpoflep (uogen: 106531|NT, 106531LF2) novHyaajxn oA Mapr 2024,3a Aa ro o6jaorure oBa
npaualbe n AanM nocoLr4Te Aa rh cneAar hHcrpyKql4nre eo FlpnpavHuKor ea llaquerru.

Ilo6apajre o.q naqileHror Aa ro BprrJr4 AHeBHoro caMorecrnpalbe 3a Aa ce yBepr AeKa gucnnejor
Synrquonupa cooABerHo KaKo uro e HaBeAeHo Bo ,,l43Bp[ryBa]be Ha caMo-Tecruparbe Ha cilcreM
KoHronepor Bo ynarcrBoro 3a ynorpe6a (lFU), n Ha crpaHuqure 2-26-2-27 og FlprapavHuKor 3a
nau[eHT. Oene AenoBu Moxe Aa ce npemeMar oA ee6 Abbott elabelino I Abbott

Abbott Medical
6035 Stoneridge Drive
Pleasanton, CA 94588
USA
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(eifu.abbott) Ro xoj Moxe.qa ce npncranu Ha
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