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PHITIPS

Tanoxeroe Ha aepoconta oA

ue6yarsaropor Ha ceH3opor 3a nporoK

na Trilogy Evo, Trilogy Evo O2, Trilogy
EV3OO

AexeMspr 2024

Oaoj goxyMeHT coAp)r(u Bar(Hlt raHQopruaqnr sa 6eo6egno r npaBhnHo Kopt{cre}be Ha

BauaTa onpeMa Bo HAHTHa

Be nnonrnne pasrne4ajre [h c.neAHhre r,lrQopnnaqN]4 3aeAHo co ctlTe qneHoBr4 Ha Bauhor
nepcoHan xon rpe6a ga 6ngar 3ano3HaeHr,r co coApxrHara Ha oaoj 4onuc. Og oco6ena BaxHocr

e Aa rh pas6epere nocneAuqure o4 oaoj Aonhc.

Be nnonrnne 3aAplxere ro oBa nrcMo 3a Bauara eer4enquja.

fl ovuryaax KopHcHl,iKy,

Ilpouaao4urenor Philips Respironics craHa cBeceH 3a noreHr-p,rjaneH npo6lem npil Koptlcrelbe Ha

BrpaAeHhre ue6yausaropu Bo oApeAeHH xoHSrrypaquu co ypeAure Trilogy Evo, Trilogy Evo 02 u

Trilogy EV300. Koprcreruero Ha BrpaAeuu xe6ynrsaropr4 co rexor Ha BpeMero Moxe Aa AoBeAe Ao
aKyMynuparbe Ha Aeno3hr[ Ha aepoco.n[ Ha BHarpeuHhor ceH3op 3a nporox Ha ypeAor. Ourereunre
ceH3opr4 3a npoToK Moxe Aa AoBeAaT Ao HeToqHh Mepeba Ha npoToK Bo AonyHaBeAeHrTe oKo/lHocT]4.

l4axo nporsBoArrenor Philips Respironics He nprMun cneqrQrunu nonnaKr ra geQexrr Ha ypeAn

nopaAh Kopucreruero Ha BrpaAenr xe6ynraaroph, h3BpueHa e perpocneKT[BHa peenarja Ha nonraxh

oA naHcupalbe Ha npoh3BoA 3aKnyqHo co 3L jynn 2024 roguua u Arye+rvlQraxyeaxr ce 928 nonnaxr

Kor,l Moxe Aa HaBecryBaar AeKa ceH3opr,lTe 3a nporoK He pa6orar KaKo uro rpe6a, Bp3 ocHoBa Ha

nprjaaexrre chMnroMr4 Bo nonnaxara. Tpr,r (3) raaeerurar BK/ryqyBaar ceptro3Hil noBpeAr. Oea e
nprjaaena cranKa ua nojaaa oA noManKy o90,00!%. He ce npujaBeHr cMprHV cnyv'an.

Oaa I4THO n3BecryBabe ea 6ea6egHocr e HaMeHero ia,a Be x3Becrh 3a:

1. Bragor xa npo6aemor 14 ycnoBhre Bo Kor,t Mox(e ga ce nojaau

Aepoconure o4 He6ynraaropor Kol,r ce aKyMynilpaar co reKor Ha BpeMero Molxar noreHqrjanHo
rpajno Aa ro orurerar BHarpeuHrior ceH3op 3a nporox. Cr,rre ype4ra Trilogy Evo, Trilogy Evo 02 u Trilogy
EV300 Kou ce Kopr4crene co BrpaAeH ue6ynNsarop Bo oApe4eHra xonQurypayvt Molxe Aa ce

oulrereHfi. Axo eauJhorypeA HhKorauJ He 6un xopucreH co BrpaAeH ue6ynraarop, oaoj npo6nem ne ce

oAHecyBa Ha Hero la Mox{e Aa npoAonxu Aa ce xoprcrr. Axo

HTHO H3BecryBalbe ga 6eg6eflHocr Ha repeH
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npoAonxere Aa ro Kopl4cTl4Te Bo cor.flacHocT co HacoKr4re Bo oBa

xe6yanaarop,
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Oxonuocru xor nnoxe .a.a pegvnrrpaar co raaoxeroe na aepoconr:
o Kora BrpaAeHuor ue6ylraaarop ce Kopr4cn4 co nacuBHu ct4creMrsatv+anHu Bo.nyMeHu

noro.neMr r4.nu eAHaKBu aaTOO ml unu
. Kora BrpaAeHhor xe6ynraarop ce craBa Ha cyBara crpaHa oA 3arpeaHilor HaBnax(Hygaq hnn

. Kora BrpaAeHhor ne6yarsarop ce craBa Ha,,rHcnrparopHt4or npxKnyqoK (ua naqnenror)"
(npraxnyuox xa ype4) nnr

. Kora BrpaAeHilor ue6ynnsarop ce craBa ua 6uno xoja noxaqrja oceeu rue uro ce HaBeAeHil

Ha cnt,tKure eo 4en 4

Edexrh Ha eeFrrhnaropor:

Moxe Aa uMa anujau
xa repanrjara

Ype4or Moxe Aa hcnopaqyBa noBhcoK

rHAaneH BonyMeH oAToa IUTo e npuKaxaHo

Ha eKpaHor r noxpaj roa uro nprjaaeHror
ThAaneH BonyMeH Ha eKpaHoT e ycolnaceH co

nocraBeHara BpeAHocr; IlprrNcoLlure Koh ce

cneAar H nphKaxyBaaT Ha eKpaHoT He ce

3acerHart4.

Pexunnn 3a KoHTpona Ha

BOnyMeH

(A/C-VC, StMV-VC, MPV-VC)

unl+

Pexunnor AVAPS-AE unut

KOra ce oBo3MolKyBa

AVAPS (co A/C-PC, S/T,

Moxe iqa mMa enujaa
xa repanrjara

Konhq14Hara Ha ucnopaqaH Kr,rclropoA ce

npecMeryBa Bp3 ocHoBa Ha nporoKor xoj ro
Meph ceH3opor 3a nporoK. Haranoxeuuor
aepocon Moxe Aa npeAu3B[Ka noMano
Mepebe Ha npoTox, uJTo pe3ynrHpa co

HeAOBOIHa rcnopaKa Ha KucnopoA oA
3acerHan4re ypeAu.

3a6eaeuxa : aKo Kop14cn4re HaABopeueH
ypeA 3a aHanri3a Ha KrcnopoA, anapMilre h

cneAeHara [cnopaKa (e rr npe4ynpeAar
KOpl4CHl,ll-ll4Te 3a HeAOBO.rlHaTa hCnOpaKa Ha

Koprcrerue xa Trilogy
Evo 02 u^vt Trilogy
EV300 co nocraBeH

FiO2 eo crre pexxMh

hrua anNjaHue ua

repanujara
OnQareHrre ypeAx Moxe Aa nphKaxar
nopaKa 3a rpeuKa,,Ventilator lnoperative"
(Pecnraparopor He Qyxxr4NonNpa). floxonxy
HACTAHE OBA,

rperrKara (e ro cnpeur ypeAor oA noBropHo

Ype4or ce rcKnyqyBa unr
cTaBa Bo cTaryc Ha

MrpyBaFbe

Kourpona Ha nphrrcoKor
(A/C-PC, ST/T, PSV, SIMV-
PC, CPAP, MPV-PC)

Henna ennjaHile Ha

repannjara
Bo pexrmrre 3a KoHTpo.fla Ha npiln4coKor,
repanr,rjara ue e onQarexa. O6es6e4eHuor
npurr4coK (ejy4gryg4eH co nocraBxure.

l"on re-
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Haiocernrah Ha ogoi npo6aem ce nauheHrh xa xoli rnl e Heonxoaex pecnl,tparop. xogopo4eHqrra tl
neauiarprcxr nauHeHTlt Kot4 ce BeHrurr,rpaar Bo pexnM Ha BorvMeHcKa KoHTpona.

2. Ona*rocr/noBpeAh noBp3aHx co oaoi npo6aerut

HaranoxeHure aepoconh Kou ce aKyMynhpaar co TeKoT Ha BpeMeTo Ha ceH3opoT 3a npoToK Moxe Aa

npeAr3Brxaar npeKyMepHa rcnopaKa Ha rtaAantrz'or BonyMeH. Axo xoprcrrre Trilogy Evo 02 unu

Trilogy EV300 co nocraBeH Fioz, Moxe Aa HacraHe il HeAoBo/lHa rcnopaKa Ha Khcnopo4 xoja ypeAor

ue ja npeno3HaBa. Bo Hexor cnyqau, Kora e ourereH BHarpeuHlror ceH3op 3a nporoK, a pecnlparopor

e nocraBeH Bo pexhM Ha M]4pyBa$e unv e ncKnyr{eH, roa Mo}Ke Aa AoBeAe Ao cocroj6a na

ne$yx xr-p,ro HareH pecn t,lparop.

noreuqujanHil noBpeAH noBp3aHh co npeKyMepHara ucnopaKa Ha rhAaneH BonyMeH Mox(e Aa BKnyqar

BonyrpayMa/6aporpayrvra nfunu pecnrparopxa xey4o6xocr. florenqujanan noBpe4h noBp3aHh co

oAnolxyBarue Ha repanrjara hnu HeAoBonHara ucnopaxa Ha KhcnopoA Molxe Aa BKnyqar

pecn h paro pHa ney4o6uocr, H hcKa Khcno poAHa carypa r-quja, n f unu Atacn Hea.

3. 3acernaru npor3ooAnuRaKo Aa ce npeno3Haar

Cnope4 Haurrre 3anuct, HMare 4o6ueuo xajruanxy eAeH ypeATrilogy Evo, Trilogy Evo 02 nnufrilogy
EV300. Crare ype4u Kon ce Kopr4crene Bo Mr4Haroro co BrpaAeH ne6ynusarop Bo oApeAeHr

xon$nrypar-1vru ce noArnoxHta Ha oaoj npo6nervr.

Axo sauhor ypeA HilKorau He 6nn xopncreH co BrpaAen ue6ynuaarop, He e onQareu co oeoj npo6leut
14 MOXe Aa npoAonx(uTe Aa ro KophcTr4Te Bo cornacHocT co HacoK[Te Bo oBa h3BecryBalbe.

l4nnajre npeAB[A AeKa BHarpeurH]4or ceH3op 3a nporoK e Bo ypeAor h norpotuyBa'{Hre He Moxar Aa ro

nperneAaar 3a HaranoxeHx aepoconr. Mopa Aa ce cneAar HacoKr,ire AaAeHu Bo Aen 4 no4ony 3a Aa ce

o4pe4arcoo4BerHrre t{eKop14 xor rpe6a Aa rr npe3eMere 3a gauJuor/re ypeqln.

4, lt|rxu nocranKr,r urro rpe6a Aa rr npe3eMe Krr4eHror / xopncnuKor 3a Aa cnpeqh nojaaa Ha ph3h4ll
3a naqr4eHYrTe

3a chre xopr4cHraura Ha Trilosv Evo. Trilogy Evo 02 N Trilosy EV300.6es ornea Ha

xopHcreruero Ha srpaaeH He6vlhearop:
o Kaxo uro e Ha3HaqeHo Bo ynarcrBoro 3a ynorpe6a, Bo pexhMor 3a KoHTpona Ha

BoryMeH, npoBepere AanH anapMor 3a Bhcox 14HcnhparopeH nprrxcox (HlP) e

cooABerHo nocraBeH r e KoMnarn6nnen co cocroj6ara Ha Bauhor naqheHT

o Kaxo uro e Ha3Har{eHo Bo ynarcrBoro 3a ynorpe6a, axo HacraHe rpeuKa

,,Venti lato r I no perative" ( Pecn u paropor He QyH xqrao n ra pa ), o6ea6e4ere
anrepHarhBeH u3Bop xa aexrraaqNja

Axo xopNcrrare vpea Trilogy Evo 02 unr Trilogv EV300 co nocraeeH FiOz

o KonrrHyupaHo c/reAere ja oxcrmerprajara (SpOz) Ha naqheHror ta cneAere ro

nporoxonor Ha Bauara uHcruryqnja 3a cneAeFbe MepeFba Ha aprephcKm racoBn

BO KpBra 3a Aa Ce yBeprTe AeKa naqheHror npuMa poA.

Kopucrere HaABopeuJeH ypeA 3a aHant,l3a Ha

HeAOBO.nHa hcnopaKa Ha KUC,flOpog Sa CeXOj

3a MeuaFbe Ha KucnopoR. l-lpe$p.nere ce Ha

AOCTaneH HaABOpeUeH ypeA 3a aHa/lu3a Ha

MoAynor
aKo He e

rH l/pe[
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Kaxo ruro e HaBeAeHo Bo ynarcrBoro 3a
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uro e BeAHau AocraneH u urro (e osoaruoxra 6pao npe$pnyearue Ha pa3r[qeH

MeTO.q 3a UCnOpaKa Ha Xl4CnOpOF,nnn anfepHarHBeH pecnhparop aKo

cneAebero HaBeAe Aexa Fioz He ce ucnopaqyBa AoBonHo.

Axo xopr4crhre rpern aHI co srpaaeH He6vrugarop:
o CNcrennor Mopa Aa ce xoH$rarypupa KaKo uJTo e np[KaxaHo Bo cnhKhre eo cauxa 1

noAony

o 3a npenopaxh Ko14 6apaarrrganeH BonyMeH noro.neM o4 700 mlco nachaeH

chcreM, npeQpnere ro naqheHTor Ha anrepHarrBeH crcreM (axrueex PAP,

aKrhBeH nporoK rru 4aojno qpeao).

Cnuxo 7: npuSamnuea nonotc6a na eepadex xe6ynuaomop.

Crcrem co nacfiBeH nporox Cucrean co,qaojxo LlpeBo

.@
@

{

Iopexaae4e Hnre cnntr ce xaoiaar oAAeIHo ao .ooaarox A sa peQepeHr-1a.

Oea ragecrygaFbe Anopa aa ce al,tcrpla6vr,rpa Ha cure qneHogr4 Fra aauJara vctanoaa xou ce o.arosopFu4

3a nocTaByBaFbe u

1 - ne6ylrsarop co ar6pupavxa
Mpexa

2 - xe6yanaarop co KoMnpeo4paH

Crcrenn co aKTuBeH nporoK Crcreru co axuaex PAP

IrG%i
1- ne6y,rrr,rsarop co

alr6pnpavxa mpexa
2 - ne6yaraarop co

1 - ue6yauaarop co

Mpexa
2 - xe6yaraarop co

KOMnpec'4paH rac

4

1 - xe6ynr:arop co an6pupavxa
MpelKa

2 - ne6yamaarop co

KOMnpec14paH rac

ralranra Triloev EV300.
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5. Aejcraa uro npon3BoAxrerror Philips Respironics nraHupa Aa ril npe3eMe 3a Aa ro orcrpaHu

npo6nemor

Bo nnonnenroB, oBa nucMo e HaMeHero ga o6es6e4h cBecHocr u paa6rparue aa npo6neMor vr nocranHu

KoLr norpouyBaqor Mopa HTHo Aa rta il3Bpru[ npx Kopr4cre]be Ha BrpaAeH He6ynuaarop.

Philips Respironics pas6rpa AeKa Kopl4creFbero Ha BrpaAeHn ae6ynuzaropu e vecra nojaea nnery

naqheHrrre KoLi Kopl4crar pecnhparop r,r HanopHo pa6orr 4a ja pas6epe rHrepaxr4rajara nnefy

BrpaAeHhre He6ynuaaropri r,i ceH3opor 3a nporoK Bo ypeAhre Trilogy Evo. Philips Respironics

npoAonx(yBa Aa ro rcrpax(yBa npo6nemor r (e ucnparh AononHhrenHo nxcMo co noae(e HacoKr4 14

peruenuja xon (e craHar AocranH[ Bo reKor Ha cneAH]ire HeKonKy Mecelp4.

Axo sn ce norpe6uu Aono/rHrrenHr rnQopMaqrh nnh nompuxa 3a oeoj npo6neM, Be Mo.nl4Me

o6parere ce xaj noKa/lHr4or npercraBHrx Ha xoMnaunjara Philips, Hocurenor Ha peueHre 3a

3anuuyBaFbe Bo perlcrepor Ha MeAUL{r,rHcKr4 cpeAcrBa AocranHI eo Peny6nraxa CeeepHa Maxe4oxuja
Seranne4rxo Tpa4r,rHr Earsa6era AOOEn xaj AHa TonnoBcxa, oAroBopHo /rhL{e 3a MarephoBlarnna+\a,
Ha ren. O7513525IO u e-nouJra: ana.tomovska@betamedico.com.mk
Oaa uaeecryBalbe e nprjaeexo Bo cooABerHlare perynaropHh areH

Philips Respironics ce r3er4HyBa 3a chre Henprjarnocrh r.lJro na oeoj npo6nenn.

Co nourr,

Axa Tonnoecxa

O4roaopno nhqe 3a MareproBtarunaH Lla
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}ITHO n3aecryBalbe sa 6eg6e4Hocr Ha repeH

PeQepenqa: Tanoxerue Ha aepocon14 o4 ue6ynraaaropor

Ha ceH3op 3a nporoK xa Trilogy Evo, Trilogy
Evo 02 u Trilogy EV300 2024-CC-SRC-0L3

Ynarcrga: llononuere ro ]4 Bparere ro osoj Qopmynap uaj6pso urro Moxere 4o SerameAhKo Tpagrnr

Enhsa6era AOOE/|, Bo poK og 30 AeHa oA nphMalbero. Co nonoaHyBalbe ua oeoj Qoptuynap
norBpAyBare AeKa cre ro npr4Mr4fle rrHoro h3BecryBalbe sa 6ea6eAHocr, KaHo u AeKa ro pas6rpare

npo6neruor il ynpaByBalbero co norpe6xrre qeKopr4 3a Aa ce ug6erHe npo6nemor. Ooprvrynapor Moxe

Aa ce nono.nHu co nononHyBalbe Ha norpe6Hrre no,nr4lba, Aa ce cKeHrpa u nparu no e-nolura Ha

a na.tomovska@betamedico.com.mk

l4me na
xoprcx r xor/norn rcH rKor/ycra noa
aTa:

Vnrqa

florep4yaame AeKa cMe ro npr4Mr/re r,t paa6pane nplApyxHoro r43BecryBalbe 3a 6ee6e4xocr r
norBpAyBaMe AeKa r,txQopnnaqraure oA oBa nucMo ce cooABerHo 4racrpra6yupatu Ao cl4re Kopr4cHt4Ll4

Kor4 Kophcrar ypeAr Trilogy Evo, Trilogy Evo 02 nnnTrilogy EV300.

Hrue na nhq,ero Koe ro nonorHyBa Qoprnynapor:

flornrc:

l4nne co neqarHt,l 6yxar:

Trryna:

TeneQoncxr 6poj:

A4peca 3a e-noura:

Aaryn (AA / MM / tfrrl:

Bparere ro nonorHeruor Qoprvrynap Ao: Seranne4rxo Tpa4nur, yn.
Ha e-MaH.n a na.tomovska @beta medico.com.m k
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AOAATOK A
Coo4aernr xonQrrypaqnr,r Ha ct,tcreMn 3a Kophcrelbe co BrpaAeHh

xe6ynrsaropr

Axo xoprcrrre rperMaHh co Brpa4eu xe6ynrrarop, npoBepere Aanh chcreMor e xoxQrrypupaH KaKo

uTo e npxKaxaHo Bo cnnKfie noAony.

Crcrenn co nachBeH nporoK Crcrem co
llBotHO UDeBO
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1 -xe6yaraarop co

en6pupavxa mpexa
2 - xe6yar:arop co

xoMnpecxpaH rac

1 - xe6ynusarop co

ar,r6prparxa rupexa
2 - ne6yruaarop co

KOMnpechpaH rac

Crcrenn co aKrhBeH PAPActivc Flor,v Circuit
Cucrem co aKTHBeH nporoK
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1 - ne6yrr:arop co

eu6pNpauxa rupexa
2 - ne6yar,raarop co

xoMnpechpaH rac

1 - He6yrrsarop co
ar6prpavxa rupexa

2 - He6yrraarop co

KOMnpechpaH rac
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