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H3BECTyBA[6E 3A MEflHUHHCKO CPEilqCTBO

Abhott

HeartMate TouchrM Communication System
(Mo4en HMT1150)

GTIN: 5415067032041

Cenrennapr 2023

Ilovrryaax r 3Apa BcrBeH n pa6orauqn,

Abbott tr1 r43BecryBa 3acerHarhre crpaHKh AeKa hMa 4o6rexo non.naKh 3a

annNxaqrjara (ao noHaraMouHhor reKcr,,App") sa HeartMate Touch'" Communication System

(ao nonaraMoruHr4or reKcr ,,HeartMate Touch") co eepsnja !.0.42 xoja narno 3a 3arBopa 3a

BpeMe Ha npoqecor Ha rcnpa(arue Ha AaroreKhre 3a earagenr-paja. ,{ononnhre.flHo, Kora

KophcHhKor np[cranhn Ao annrKaqrjara flarorexn 3a Aa tul nperneAa hcnpareHhre AaroreKh,

AaroreKilTe 3a eBhAeHqnja aa KoHTponopor h nyMnata 6une hcnpareHh, uo PDF Qopmaror ua

raseulrajor oA AaroreKhre 3a eer4exqrja xa HeartMate ne 6nn ncnparen. HeartMate Touch

Communication System e Aen oA Left Ventricular Assist System (LVAS) HeartMate 3" r
HeartMate ll'" h ce Kopr4crh Bo MeAhLluHcRn ycraHoBh 3a cneAelbe Ha naL{reHThre r
nporpaMrpaFbe Ha chcTeMoT.

Henna annjanne apa 6ea6eAHocra Ha naqr4eHror. Oaoj npo6nenn enuiae caMo Ha

rcnpa(arsero xa PDF eeparjara Ha hseeurajor o4 AaroreKhre 3a eBhAenr-1aja.

Oeoj nacraH e h3onhpaH caMo sa HeartMate Touch Model HMT1150, co hHcranhpaHa

aeparja Ha annhKaLlnjan L.O.42.

hcrparara 3aKnyqhna AeKa aeparjara t.0.42 Ha annnxaqnjara HeartMate Touch

r4eHrrQrxyBana rpeuKa Kora AaroreKhre 3a eBhAeHr-4aja na naqheHTor coApxar 3anhc

eBhAeHTrpaH Ha 26 nnapr 2023 ro4nHa, oA 2 qacor no nonno( 4o 3 vacor no nonno( (netro
cMeraFbe Ha BpeMero). tlpor4ecor Ha cnpaByBaFbe co rpeuKhre 3a oaoj uacraH Moxe Aa

AoBeAe Ao HeoqeKyBaHo 3arBopaFbe Ha annuKar4rjara aa BpeMe Ha npoLlecor Ha rcnpa(arue

Ha AaroreKhre 3a ear4euqrja. flpo6aennor ce jaayaa caMo aKo

ce rcnpa(a hMa eAeH nnu noaeke HacraHn cHrMeHr Bo HCK14OT

nephoA oA eAeH L{ac oA 2 qacor Hayrpo 4o 3 vacor no nonno( n{pyrrre
Bep3h14 Ha co$reepor Ha annrxaqrjara HeartMate Touch aqrjara

co LVAS

]o.16r, 'r(on.re :

HeartMate Touch eepsnja 1.0.42 He ro noxaxyea oaoj
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chcreMh Koh HeMaar cHhMeH HacraH Bo oApeAeHo BpeMe Bo nephoAor oA eAeH qac oA 2
qacor no nonHo( Ao 3 qacor no norHo( Ha 26.03.2023 rognna.

BnhiaHhe n noepgaHh pl4gt4ul4

Kora ce Kopvlcrr anarxaqrjara HeartMate Touch co eepsrja t,0,42 h cncreMor HeartMate

Touch e noBp3aH co chcreMmre LVAS co HacraHh cHhMeHr4 Bo oApeAeHo BpeMe Bo reKor Ha

BpeMeHcKLlor nephoA oA eAeH qac HaBeAeH norope, KophcH14lU4Te HeMa Aa Mox{ar 4a ncnpa(aar

raaeu:raj 3a eBhAeHqrja so PDF uro Moxe Aa ce rneAa nnn sayyla 3a Aa ce rneAa oQaajn.

Cenax, noAaroLll4Te oA Aarorexara 3a eBhAeHLpaja cd yure ce rneAaar npeKy vlcropnctnor nphKa3

(Historical View) xora HeartMate Touch e noapaaH co KoHrponepor HeartMate. ,QononnrrerHo,

AaroreKhre 3a eBlaAeHlpaja cd yure Mo]Ke Aa ce npe3eMar ao Qon4epor r{arorexh r Moxe Aa ce

rcnparar 4o Abbott FCS sa gnj4rnocrnr{Kh L{enh.

IlpenopaqaHh aeicrga no sa6enexveaFbe Ha npo6nen or
Axo ananxaulnjara HeartMate Touch ce 3arBopr4 HeoqeKyBaHo Bo reKor na rcnpa(aruero

Ha AaroreKrre 3a eBAhHeHqhja, unu He e Kpehpax PDF 3a AaroreKara 3a rcnpa(arue, AaroreKhre
3a eBrAeHL1,raja npeaseMeHh ao Qon4epor flarorexh Mo}Ke Aa ce 3aqyBaar na Qneu memoprja

o6e6ae4Ha o,q Abbott h Aa ce nparh eo Abbott Customer Service aa 4rjarnocrl4r{K14 qenr. Be

Mo.nr4Me KoHTaKThpajre ro roKarHhor npercrBaHhx o4 Abbott, Hocrre.nor Ha o4o6peHre aa

3anhuyBaFbe Bo perrcrepor Ha MeAhqhHcKh cpeAcrBa AocranHr Bo Peny6nrra Ceaepna

Maxe4onrja Ct4HEPHh MEAI4KA/l AOO - Cxonje, Tarjana BenhqxoacKa Ha re.n. 070/267992 nnn

Ha tanja@amf.com.mk.

Kaxo u:ro e HaBeAeHo norope, oeoj npo6neM ce jaayaa caMo co oApeAeHh BpeMeHcKt4

hHrepBarh 3a HacraHh h 3aroa HeMa Aa anujae Ha chre AHeBHhlU4 3a eBhAeHqnja aa naLlheHTh.

Axo oBa npaualbe e ea6enexaHo Bo AHeBHilKor Ha oApeAeH nallheHr, Moxere Aa ro
KoHraKrrpare Baruhor .noKa.neH npercraBHhx na Abbott, Cl4HEPUrl MEAI4KAI AOO - Cxonje,

Tarjana BenhqxoecKa Ha rcn. 0701267992 vlnn Ha tanja@amf.com.mk 3a Aa pa3roBapare 3a

onqhhre aa y6naxyeaFbe Ha hAHhre cnyqan.

Abbott nnaHhpa Aa HanpaBh axyphpabe na coQraepor Bo hnt npe1noqeroKor aa 2024

roAhHa 3a Aa ro peun oaoj npo6neM h ce o6ep:yea 4a ja 4ocraBh pe3onyqrjara ee4xau uroM
ke 6nge AocranHa. Ha6ruy4yaannor npo6neM He ce oqeKyBa Aa ce nojaan xora (e 3aBp[xh

nerHoro cMeraFbe Ha BpeMero h BpeMero (e ce Bparr Ha craHAapAHo BpeMe na 29 oKToMBpr4

2023 rognna eo 02:00 qacor.

Be nnonrnne cnoAenere ro oBa h3BecryBaFbe co Apyrhre Bo Bauara ycraHoBa KaKo uro e

cooABerHo. ,{oxonxy hMare 6nno xaxan npauaFba Bo BpcKa co oBaa KoMyHnKaL{rja, ae MonhMe

KoHraKrhpajre ro floKa.rHt4or npercraBHhx Ha Abbott CI4HEPUL1 M - Cxonje Ha ren

0701267992 nnn na e-mail :tanja @amf.com.mk
Be monrnne npnjaeere rn cnre HecaKaHr peaKLU4t4

ynorpe6ara Ha oBre npoLl3BoAh xaj aaulror noKa.neH n HA

Peny6rrxa
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o4o6penne 3a 3annuyBaFbe Bo perhcrepor Ha MeAhLlhHcKt4
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l,'lcxpeno ce r43Bl4HyBaMe 3a KaKBh 6rno noreu.lRorvvt unu aenpvtja

Bu rn npeAil3Br4Ka. Be nnonnnne 6r4ere yBepeHh 4exa Abbott e
npoil3BoAh h nop4pruKa co najancoK KBa.[hrer n Bn 6narogapuMe 3a

noMarare eo oaoj npoqec.

Co nourr,

Tarjana Benhqxoecxa

O4roaopno n hLle 3a MarephoBhrrna HLla

Ceaepna Maxe4onrja CI4HEP$4 MEAhKAn AOO
070/267992 nnv Ha e-mail: tanja@amf.com.mk

- Cxonje, Tarjara Ben[qxoecxa Ha re.n.
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