
\\( 
r

+, \',

a
Abbott

Heart Failure Division

Abbott Medical

6035 Stoneridge Drive

Plesanton, CA 94588

hTHO l43BECTvBAtbE 3A EE3EEAHOCT HA TEPEH

HeartMate Touch" Commu nication System
(Mo4en: HMT1150)

GTIN: 5415067032041

Cenremspr 2023

fl ovrryeax r 3ApaBcrBeH n p6otauqn,

Abbott rh h3BecryBa K.nreHThre 3a e4en nprajaBeH Hacran co HeartMate Touch'"

Communication System (rcro raxa no3Har KaKo "HeartMate Touch"). Oaoj HacraH ae 6nn

noBp3aH co noBpeAa Ha naqheHT. HeartMate Communication System e Aen o,q HeartMate 3" t4

HeartMate ll'" Left Ventricular Assist System (LVAS) h ce Kophcrl4 Bo 3ApaBcrBeHhre ycraHoBr4

3a MOHr4TOphHr Ha naLlheHThre h chcreMcKo nporpaMhpabe.

llpr nocera Ha KrhHhKa, HeartMate Touch Communication System Bo eAHa npocroprja aa

TperMaH ce noBp3an co HeartMate Touch 6esxh.{r-n4or aAanrep BKnyqeH Bo ypeAor 3a

nanojyeame Bo coceAHara npocropnja n rperMaH, 6ea axqrja hHhr-lhpaHa oA Kopt4cHt4Ror nfin

h3BecryBalbe Ao KophcHr4Kor. Henaruepxoro noBp3yBabe co Apyr LVAS, 6es HhKaKBa

hHTepaKqhja co xopracHhKor, AoBero Ao roa neKapor Aa fn npracnoco6h nocraBKhre Ha Apyr

naqneHr 6ea 4a 6r4e ceeceH 3a roa. Crcreruor HeartMate Touch Bo coceAHara npocroprja

HeMa/l no/lHelbe ua 6areprajara h HeroBror Ka6en aa nanojyeaFbe He 6nn npnxnyqeH npeA Aa ce

Kopnq.4; He e no3Haro Aann HegocraroKor sa 6arepnja n npnKnyqoK aa crpyja npilAoHene 3a

npnjaaexnor HacraH.

Bnriaxre r nospaarr phsrur,l

HeartMate Touch xonexqrjara co HeHaMepen LVAS MolKe Aa AoBeAe Ao npoMeHh Bo

nocraBKure xa LVAS uJTo He 6rne HarueHerr 3a ypeAor. lrlcro raxa, MolKe Aa AoBeAe Ao roa Aa

He ce h3BpruaT nocKayBaHhre npoMeHh Bo nocTaBKhTe 3a naqheHTor Koj Tpe6ano Aa ce Tperhpa.

O6ere cr4eHapraja HMaar noreHqujan Aa AoBeAar Ao xeMoAilHaMcKr4 KoMnpoMHc Anu

nenpnjarnocr Ha naqheHror Bp3 ocHoBa Ha HeroBara cocroj6a.

Abbott He ycnean Aa ro penpoAyqhpa HacraHor KaKo uro 6nn npnjaaen. Bo crre npo6nr

cqexaprja, KophcHr,rqKnre h3BecryBarba 3a noBp3yBaFbe 14 nnf unn

najaeenn KaKo luro e oqeKyBaHo r Qyxxl1unre 3a aBroMarcKoro HA

ce
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6esxh..rFrrlor aAanrep HeartMate Touch h npo3opeqor 3a n

oqeKyBaBano. Moxno e ncqpneHo no.nHelbe Ha HeartMate Tr
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nph4oHeno 3a HeHaMepHoro noBp3yBaFbe ao nprjaeeHror HacraH.



Oea e e4nxcraen HacraH oA BaKoB KapaKTep uJTo e nprajaaen oA noqeroKor na rno6anHara

xonnepr-1raja nHa Ancrpnlyqnja xa HeartMate Touch eo 2O2O roAhHa.

llpenopaxa

llpo4onxena ynorpe6a Ha crre HeartMate Touch KoMyHhKaqucRA crcrerur r HeartMate

LVAS e 6es6e4xa co cneAeFbe Ha ynracrBara r4nerr$hKyBaHh Bo oBa nhcMo. Abbott rnsacnnyla

nocroeqKnre npeAynpeAyBaba Bo Vnarcreoro 3a ynorpe6a np!4 Kophcrelbe Ha

KoMyH h Ka Llrcr.nor chcreM Hea rtM ate Touch :

. KoruynrxaqhcKnr chcreM HeartMate Touch rpe6a 4a 6nge LlenocHo Hano.nHer hnr HeroBror

xa6ea aa nanojyaarue rpe6a ga 6nge nphKnyqeH npeA Aa ce 3anoqHe co oBaa nocranKa.
o HorepAere AeKa KoMyHhKaqnctnor chcreM HeartMate Touch e noBp3aH co npeABnAeHhor

HeartMate LVAS xora npaBhre npoMeHn Bo nocraBxhre sa LVAS.

HeartMate LVAS oacreMor ce noBp3yBa co HeartMate Touch Communication System npeKy

xonexqrja co ypeAor aa xanojyaalbe r noBp3aHhor 6egxhqeH aAanrep HeartMate Touch xoj

Kopr4crh 6egxn,{Ha rexnonorrja Bluetooth@. Ilpe4 f,a ce HanpaBar 6rtno xaxa]r npoMeHh Bo

nocraBKlrre Ha nyMnara, KophcHrxor rpe6a Aa norBpAr4 AeKa e noBp3aH co HaMeHerhor o4creM

LVAS co noqhpalbe Ha aAanrepor KaKo luro e onhuJaHo Bo Aenor,,flperne4 na r,trrepQejcor na

HeartMate Touch Communication System " Bo Ynarcreoro aa ynorpe6a:

o Vnorpe6ere ja QyHxr-[ajara 'Locate' 3a Aa ro r4exrrQrxyBare aAanrepor na xoj e noBp3aH

chcreMor. 3a 4a ro HanpaBHTe oBa:

o ,0,onpere ja rxoxara 'Locate' f ,o ropHhor AeceH aron Ha 4rcnnejor xa

HeartMate Touch Communication System.



Cnnxa 1:.Qrcnnej na HeartMate Touch Comunication System

o HeartMate Touch 6eexhqHhor aAanrep aa xoj e noBp3aH ct,tcreMor rpe6a

Aa cBerKa cnHon 6eno.

Cnrxa 2: Tpenxauxr HeartMate Touch 6eaxh.{eH aAanrep

Bo cnyvaj HeartMate Touch Aa ce noBp3e co HeHaMexer LVAS, cneAere rH nocroeqKhre ynarcrBa

aa ynorpe6a aa Aa ce AhcKoHeKrrapa HeartMate Touch annnxar-lrjara oA HeartMate Touch

6esxhqx hor aAa nrep npeKy:

o ,{onpere Menu -> Disconnect HeartMate Device. Ce nojaayea nopaKa 3a norBpAa xoja ae

npauyBa B.4e Aa noTpBAhTe.

o .{onpere Yes ea ga ja 4racxoHeKThpare HeartMate Touch annrxaqrjara oA HeartMate Touch

6eexhqxhor aAanrep.

Disconnecl
HeortMoh
Deryice

. Ochrypajre ce AeKa cre ro AhcKoHeKrhpane HeartMate Touch 6esxnqnnor aAanrep oA

ypeAoraa nanojyaarbe npeAAa npoAonlKhre co noBTopHo BocnocraByBaFbe Ha BpcKa cnopeA

Ynarcreoro aa ynorpe6a.

floxonxy AojAe Ao noBp3yBalbe co HecaKaH LVAS, ae mon

noKaneH npercraBHhx na Abbott, xocrrenor Ha peueHhe 3a

MeAhLp4HcKh cpeAcrBa AocranHh eo Peny6nrxa Ceaepna rua
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Cxonje, Tarjaxa Benhxoacxa Ha rerr 070/267992 nnn na e-mail:
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Abbott tA n3lecrtn HagelKHhre perynaropHr arcHq:nn 3a oBa npaualbe. Be ruonnrue

cnoAe/lere ro oBa h3Becry_BaFbe co ApyrhTe Bo BauaTa ycTaHoBa KaKo uTo e cooABeTHo.

Be nnonrrue nprjaaere tn cnre HecaKaHr peaKqilh nnn npo6neMh co KBanhreror r.rJTo rh

hMare nph ynorpe6ara ua oBre npoh3eogn xaj BauhornoKaneH npercraBHhK na Abbott, Cranepr,rr

Me4raxaa AOO - Cxonje Ha re.n 02 32 33 711, vnn Ha e-mail: tanja@amf.com.mk

lzlcxpexo ce il3Bl4HyBaMe 3a chre norelJJKornn nnn Henprjarxocrr uITo oBa MolKe Aa ru
npeAh3BrKa xaj aac h Bauhre naqheHrh. Be nnoarnne auajre 4exa Abbott e nocsereH Ha

o6es6e4yealbe npoh3lo4n A noAApuKa co najancoK KBarrrer n Bn 6naroAaphMe 3a Bauero

naprHepcrBo urro Hn noMarare eo oeoj npoqec. floxonxy hMare KaKBH 6rno npaualba Bo BpcKa co

oBaa KoMyanxatluja, Be MorrnMe KoHTaKThpajre ro H npercraBHnK Ha Abbott,

Hocnrenor na o4o6peHhe 3a 3anhuyBalbe Bo pe cKh cpeAcrBa AocranH14 Bo

Peny6nrxa Ceeepna Maxe4onraja, CI4HEP[h xaj Tarjana Benhqxoacxa

Ha re.n. 070/267992 nnn xa e-mail: tani

Co novrl
Tarjana Benilqxoacxa

O4roaopno nhLle 3a MareproBhrhna Hqa
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