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HTHO r3BecryBalbe ea 6es6eflHocr Ha repeH

Tanoxerue Ha aepoco/r4 oA
xe6ynraaropor Ha ceH3opor 3a nporoK

ra Trilogy Evo, Trilogy Evo 02, Trilogy
EV3OO

flexemapu 2024

flovuryeaH 34paBcrBeH pa6ornnxy,

Ilponaao4rre.nor Philips Respironics craHa cBeceH 3a noreHqNjanen npo6nem npta Kopxcretoe Ha

BrpaAeHhre He6ynmsaroplr Bo oApeAeHh xoxQrrypar.lnn co ypeAmre Trilogy Evo, Trilogy Evo 02 u

Trilogy EV300. Koprcreruero Ha BrpaAexr ne6ynmsaropr4 co reKor Ha BpeMero Moxe Aa AoBeAe Ao
aKyMynhpalbe Ha Aeno3rrla Ha aepoco/ru Ha BHarpeuHhor ceH3op 3a nporox Ha ypeAor. OurrereHure
ceH3opl4 3a nporoK Moxe Aa AoBeAarAo HeroqHil Mepeba Ha nporoK Bo AonyHaBeAeH14re oKonHocrh.

haxo nporaBoAxrenor Philips Respironics He npr,1Mr4n cnequQuunu nonfiar.lt' aa geQexrr Ha ypeAh

nopaAu Kophcrebero Ha BrpaAean ne6ynutaroph, r43BpueHa e perpocneKrrBHa peararaja Ha non.naxl

oA naHcupalbe Ha npou3BoA 3aKnyqHo co 3! jynn 2024 ro4uua u vryeHtvlQrxyaaHn ce 928 non.naxh

Kol4 Moxe Aa HaBecryBaar AeKa ceH3op[Te 3a nporox xe pa6orar KaKo lttro rpe6a, Bp3 ocHoBa Ha

nprjaeenure chMnroMl4 Bo non.raxara. Tpn (3) Nsaeurar BxnyqyBaar cepho3Hh noBpeAh. Osa e
nprjaeeua cranKa Ha nojaea oA noManxy ogO,OOL%. He ce nprjaBeHr cMprHucnyqan.

Oaa 14THO r43BecryBaFbe sa 6ea6e4Hocr e HaMeHero Aa Be r3Becru 3a:

1. Bu4or na npo6aemor r ycnoonre Bo Koh Mox(e Aa ce nojaeh

Aepoconrre o4 xe6yaraaropor Koh ce aKyMynhpaar co reKor Ha BpeMero Moxar norexqrjanxo
rpajHo Aa ro orxrerar BHarpeuHilor ceH3op 3a nporoK. Crre ype4n Trilogy Evo, Trilogy Evo 02 u Trilogy
EV300 Kor ce Koprcre,fle co BrpaAeH ue6ynnaarop Bo oApe4enr xonQurypa\nv Moxe Aa ce
ourereHu. Axo saurorypeA Hilxorau He 6unxopucreH co BrpaAeH

oAHecyBa Ha Hero H Moxe Aa npoAonlxh Aa ce xoprcrr. Axo

Oaoj AoxyMeHT cogpx{H Bax(Hr,r ranQoprvraqnn sa 6ea6egno }4 npaBurHo Kopr4cre}be Ha

BauJaTa onpeMa Bo HAHHHa

Be nnorrnne paarne4ajre ru cneAHlare ruQopnnaquh 3aeAHo co cilTe q.neHoBH Ha BauJilor

nepcoHanxorrpe6a Aa6n1at3ano3HaeH14cocoApxc4HaraHaoeoj4onmc.04oco6euaBax(Hocr
e Aa ru paa6epere nocneAhqr4re o4 oeoj Aonilc.

Be nnorrnne 3aAplKere ro oBa nhcMo 3a Bauara esr4enqrja.
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npoAonxere Aa ro Kopr4cruTe Bo cornacHocr co HacoKr4re Bo oBa
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OxonHocrh xoh ruoxe aa pegynrupaar co ranoxelbe xa aepoconN:
o Kora BrpaAeH[or xe6ynusarop ce Kopr4cn4 co nac[BH t4 ctlctewn za ruAanHV BonyMeHil

noroneM[ Hnil eAHaKBu ua700 ml nnu
o Kora BrpaAeHror He6ynuearop ce craBa Ha cyBara crpaHa oA 3arpeaHuor HaB.naxHyBaq unu

. Kora BrpaAeHnor ue6ynNsarop ce craBa Ha ,,rHcnt,tparopHr,lor npuKnyqox (xa naqueHror)"
(npNxayvox na ype4) ranr

. Ko[a BrpaAeHuor He6ynnaarop ce craBa na 6rno xoja aoxaquja oceeu rile uJro ce HaBeAeHr

Ha cnhKhre ao gea4

E6exrr xa aeHrhnaropor:

Pexrrur Barjaxne na

repanniara
Onrc

Pexrnnu 3a KoHTpona Ha

BOnyMeH

(A/C-VC, StMV-VC, M PV-VC)

vnn

Pexrruor AVAPS-AE rnu
KOra ce oBo3MoxyBa
AVAPS (co A/C-PC, S/T,

PSV)

Moxe Aa HMa anrjaHne
xa repanrjara

Vpe4or Moxe Aa ucnopaqyBa noBhcoK
rl4AaneH BonyMeH oA roa [xTo e nprKaH{aHo

Ha expaHor r noxpaj roa uro nprjaaeuror
TrAaneH BonyMeH Ha eKpaHoT e ycornaceH co

nocraBeHara Bpe4Hocr; flpnrrcoqure KoH ce

cneAaT 14 nphKa)(yBaaT Ha eKpaHoT He ce

3acerHarr.

Koprcreroe Ha Trilogy
Evo 02 nnh Trilogy
EV300 co nocraBeH

FiO2 eo chre pexrMfi

Moxe Aa rMa anujaaue
xa repannjara

Konr.{fiHara Ha hcnopaqaH KrcnopoA ce

npecMeryBa Bp3 ocHoBa Ha nporoKor xoj ro
Mepta ceH3opor 3a nporox. HaraloxeHnor
aepoco.n Mox{e Aa npeA[3BrKa noMano
Meperbe Ha nporoK, ruTo pe3ynThpa co
HeAOBOIHa UCnOpaKa Ha KHC,rlOpOAOA

3acerHarure ypeAl4.

3a6eneuxa : aKo Kopr4crr4Te HaABopeueH
ypeA 3a aHanu3a Ha KuclropoA, anapMure u

cneAeHara r4cnopaKa (e rra npegynpeAar
KOpl4cHHl_lrTe 3a HeAOBOIHara hcnopaxa Ha

KhcnopoE,.

Ype4or ce hcKnyqyBa unv ce

cTaBa Bo cTaryc Ha

MupyBalbe

hrua anujaure Ha

repanrjara
OnQarenrre ypeAh Mox{e Aa nphKa}Kar
nopaKa 3a rpeuKa,,Ventilator lnoperative"
(Pecnuparopor He QyHxqr,rou r pa). .Qoxonxy
HACTAHE OBA,

rpeuKara (e ro cnpevr ypeAoroA noBropHo
BK.nyqyBaFbe na repann iara.

Kourpora Ha nplrn4coKor
(A/C-PC, ST/T, PSV, StMV-
PC, CPAP, MPV-PC)

Henna aarjaHhe Ha

repanmjara
Bo pexrnnrre 3a KoHrpo.fla Ha npilrt4coKor,
repanujara ue e onQarena. O6es6e4eHhor
n pln4cox (e 6ra4e Aoc4edgmtu+lqcra B Krrr

3a6eneurxa: cneaflit
nphxax{aH na exfl$
roa uro tii
My ce rcnopavy{b*r
hcnopaqaxara rebH
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PHITIPS

Haiocernugr xa oeoi npo6nerur ce naqueHrh xa xor t4lu e xeonxoaeH pecnhoarop, Hogopoaexqt4lba h

ne4xiarpucxr nauueHTh KoH ce BeHTrrr,roaar Bo pelx]4M Ha BonvmeHcKa KoHTpona.

2. Onacxocr/noape4ra noBp3aHx co oaoi npo6nervt

Haranoxenrre aepoconh Koh ce aKyMynhpaar co reKor Ha BpeMero Ha ceH3opor 3a nporoK Moxe Aa

npeAu3BtrKaar npeKyMepHa [cnopaKa Ha rh4a.flHr4or BonyMeH. Axo xoprcrnre Trilogy Evo 02 unu

Trilogy EV300 co nocraBeH Fioz, MolK€ Aa HacraHe u HeAoBonHa hcnopaKa Ha Kucnopo4 xoja yperqor

ue ja npeno3HaBa. Bo xexor cnyqau, Kora e ourereH BHarpeuHilor ceH3op 3a nporoK, a pecnhparopor

e nocraBeH Bo pexr4M Ha M[pyBa]be nnn e [cK.nyqeH, roa Moxe Aa AoBeAe Ao cocroj6a na

HeQyn xqroHa.fl eH pecnuparop.

IloreHqrjanHn noBpeArr noBp3aHh co npeKyMepHara HcnopaKa Ha rr4a.neH BonyMeH Moxe Aa Bxnyqar

BonyrpayMa/6aporpayrvra nfnnn pecnhparopna ney4o6Hocr. florenqujanuu noBpeAu noBp3aHh co

ogoxyBaFbe Ha repanrjara vnu HeAoBonHara Ncnopaxa Ha KhcnopoA Moxe Aa BKnyqar

pecn h paro pua xey4o6xocr, H r4cKa Kt,lcno poAHa carypa qrja, n / unn Arcn Hea.

3. 3acerxarr4 npovr3BoAr,r 14 KaKo Aa ce npeno3Haar

Cnope4 Haunre zanncu, HMare 4o6rexo najrvranxy eAeH ypeA Trilogy Evo, Trilogy Evo O2 unuTrilogy
EV300. Crare ype4r Koh ce Koprcrene Bo MrHaroro co BrpaAeH ue6ynuaarop Bo oApeAeHLl

xoHQrarypar-1hu ce noMoH{Hh Ha oeoj npo6nerrn.

Axo eauJrorypeA Hr4xorau He 6un xoprcreH co BrpaAeH He6ynrsarop, He e on$arex co oaoj npo6nervr

14 MOr{e Aa npoAonHure Aa ro Kopl4cTl4Te Bo coulacHocT co HacoKure Bo oBa h3BecryBa}be.

hmajre npeABr4A AeKa BHarpeuHuor ceH3op 3a nporoK e Bo ypeAor t,t norpouJyBaqhre He Mox(ar Aa ro

nperneAaar 3a Hara.noxeHu aepoconr. Mopa Aa ce cne4ar HacoKrre AaAeHh Bo Aen 4 no4ony 3a Aa ce

oApeAar cooABerHilre qeKopr4 xor rpe6a Aa rh npe3eMere 3a aauuor/re ypery/u.

4. litnu nocranKh uro rpe6a Aa rH npe3eMe KrreHror I xopncanxor 3a Aa cnpeqx nojaea Ha ph3r.rqr

3a naqHeHThre

3a cilre xoprcHrauh Ha Trilogy Evo. Trilosy Evo 02 n Trilogy EV300, 6eg ornea Ha

xopr4creroero Ha srpaaeH He6vnhgarop:
o Kaxo u:ro e Ha3HaqeHo Bo ynarcrBoro 3a ynorpe6a, eo pextaMor 3a KoHTpona Ha

Bo.rtyMeH, npoBepere Aanh anapMor 3a BHcoK 14HcnhparopeH nprrr4cox (HlP) e

cooABerHo nocraBeH I e KoMnaru6unen co cocroj6ara Ha Baur4or naqileHr
o Kaxo ulro e Ha3Har{eHo Bo ynarcrBoro 3a ynorpe6a, axo HacraHe rpeluxa

,,Ventilator I no perative" ( Pecn r paropor He QyH xr-1ao Hra pa ), o6ea6e4ere
anrepHarfiBeH H3Bop na eenrnnaqnja

Axo xopracnare vpea Trilogy Evo 02 ranra Trilogy EV300 co nocraseH FiOz

o KonrrHyupaHo cneAere ja oxo,rmerpujara (SpOz) Ha naqreHror 14 cneAere ro
nporoKonor Ha Baulara uHcuryquja 3a cneAeFbe Mepelba Ha aprepucKn racoln
BO KpBTa 3a Aa Ce yBepHre AeKa naqr4eHToT npilMa AoBonHo KucnopoA.

o Koprcrere HaABopeueH ypeA sa a+anrz'sa Ha FiO2 sa Aa hAeHrhQ
HeAoBonHa hcnopaxa Ha Kilcnopo4 aa cexoj naqheHr sa xoj ce

3a MeuaFbe Ha Krc^opo4. Ilpe$prere ce Ha a.nrepHauBeH

AocraneH HaABopeueH ypeA 3a aHa,flu3a ua FiOz.

o Kaxo ulro e HaBeAeHo Bo ynarcrBoro sa ynorpe6a,
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MeroA 3a rcnopaKa Ha Kfic/lopoAnnv anrepHarhBeH pecnNparop aKo

cneAeFbero HaBeAe 4exa FiOz He ce uCnopaqyBa AoBOaHo'
. AKo Kopr4crure rperMaHh co Brpa[eH He6vnu3arop:

o Cucremor Mopa Aa ce KoHQurypltpa KaKo uro e np]4KaxaHo Bo cnhKhre Bo crhKa I
noAony

o 3a npenopaKtn Rov 6apaar rvqanet BonyMeH 700 mlco nachBeH

cucreM, npeQplere ro naqueHTor Ha

aKrhBeH nporoK nnn geojno qpeeo).
aeH PAP,
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Cnuxa 7: llpuQamnuea nonoxcda no ezpaden ne6ynueamop,

Cucrean co nacilBeH nporoK

BrpaAeHlre He6ynrsaroph r ceH3opor 3a nporox Bo ypeghre

Cucreru co,qeojxo qpeBo

Crcrenn co axrNaen PAP

1 - xe6ynraarop co
Mpexa

2 - ne6yrr:arop co

KOMnpec',rpaH rac
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1 - xe6yauaarop co eu6pr,rpavra

Mpexa
2 - re6yruaarop co RoMnpechpaH

Crcrenn co aKTHBeH nporoK
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[opexaee4eHtz.re cnvtvl ce xaofaar oAAenHo ao aoaarox A aa peQepeHr_1a.

Oga rggecrveaFbe rilopa aa ce ahcrpr46vtapa Ha chre .{nexoaN Ha gauara vcraHoga xoh ce oarosopt{14
3a nocraBvBalbe r HaarneavgaFbe nauueHru uro rr4 xopt4crar oare vpe.or. Oaa l4sgecwgalbe Anopa .qa

ce arcrph6uapa N ao cfire ycraHogu ao xor cre .a,rcrph6yuoaae vpe.ar Triloev Evo, Trilogv Evo oz.
ralranu Trilosv EV300.

5. flejcrea uro npou3BoAhreror Philips Respironics nraHrpa Aa rH npeseMe 3a Aa ro orcrpaHlr
npo6nernor

Bo nnonneuroB, oBa nhcMo e HaMeHero 4a o6ea6e4r cBecHocr r paa6uparue sa npo6neMor h nocranxu
KoH norpotuyBaqor Mopa tarHo Aa rH h3Bprur npu Kopl4crelbe Ha BrpaAeH He6y.nuaarop.

Philips Respironics paa6rpa AeKa Koprlcretoero Ha BrpaAeHu ue6ynuearopn e qecra nojaaa rvrery

rvreiy

ronics
npoAonxyBa Aa ro ficrpax(yBa npo6aeruor u (e ucnparr AononHhren

k r-l
'+tK

1 - He6ynusarop co

ar6pr,rpavxa mpexa
2 - ue6yanaarop co

1 - xe6yrraarop co au6pupavxa
Mpex<a

2 - xe6yrraarop co
1(oMnpechpaH rac

peueurja xou (e craHar AocranHta Bo rexor Ha c.fleAHhre HeKonKy
VU

nal{heHrtare Koh Kopt4crar pecnuparop 14 HanopHo pa6oru 4a ja
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Axo eh ce norpe6xr Aono,nHr4renHr ru$opMaqr4u unu noqpr.xxa 3a oaoj npo6neM, Be MonilMe
o6parere ce xaj .noKa.nHuor npercraBHux Ha KoMnaunjara Philips, Hocfire,flor Ha peueH]4e 3a

3annuyBalbe Bo perhcrepor Ha MeAUL{r4HcKr4 cpeAcrBa AocranHN ao Peny6nnxa CeaepHa Maxe4onraja
6eranne4nxo Tpa4raHr Enraa6era AOOEn xaj Ana Tonnoacxa, oAroBopHo nuqe 3a MareproBhrt,traHqa,
Ha ren. 07 5 I 352510 h e-noura : a na.tomovska @ beta med ico.co m. mk
Oea rsaecryBatoe e nprjaeeno Bo cooABerHt4Te perynaropHhareHLp4H.

Philips Respironics ce h3Br4HyBa 3a chre uenpNjarxocn4 rrlro HacraHane KaKo npo6neru.

Co novrl

Axa ToMoacxa

O4roeopxo n!rqe 3a MareplaoBnrtanaHqa
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HTHO n3BecryBalbe aa 6eg6e4Hocr Ha repeH

PeQepexr4a: Taaoxerue Ha aepoconn op, ue6ynn3aropor
Ha ceH3op 3a nporox na Trilogy Evo, Trilogy
Evo 02 r Trilogy EV300 2024-CC-SRC-013

Vnarcrea: flonoauere ro I Bparere ro onoj Qopruynap naj6pso ruro Moxere 4o BeranneArxo Tpa4rnr
Enlsa6era AOOE/|, Bo pox o4 30 AeHa oA npuMalbero. Co nonoaHyBabe Ha oeoj Qopr*ynap
norBpAyBare AeKa cre ro npmMilne hrHoro r4sBecryBalbe sa 6es6eAHocr, KaKo 14 AeKa ro paa6rpare

npo6nemor r ynpaByBaFbero co norpe6xrre qeKopr4 3a Aa ce rs6erHe npo6nemor. Oopnnynapor Moxe

Aa ce nono.nHfi co nononHyBa]be Ha norpe6Hrre nonh]ba, Aa ce cKeHhpa 14 nparu no e-noura Ha

ana.tomovska@betamedico.com.mk

l4me xa
xopucx r xor/norn rcH 14 Kor/ycra xoa
aTa:

Vnuqa

florep4ysarue AeKa cMe ro nphMr4ne u paa6pane nphApyxHoro r43BecryBabe 3a 6es6e4xocr r
norBpAyBaMe AeKa uuQopnnaqrrre oA oBa nrcMo ce cooABerHo 4ucrpra6ynpaHn Ao cnre Kopr4cHt4r-{h

Kor,r Kopr4crar ypeAr Trilogy Evo, Trilogy Evo 02 nnnlrilogy EV300.

l4me xa rxqero Koe ro nonorrHyBa Qoprvrynapor:

llornnc:

klme co neqarHla 6yxsu:

Tnryna:

TeneQoucxra 6poj:

A4peca 3a e-noura:

Aaryrvr (p.4/ MM /rrffl:

Bparere ro nononHeruor Qopruynap Ao: 6erame4rxo Tpa4rHr, yn.
Ha e-noura : a na.tomovska (@ betamedico.com. m k
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AOflATOK A
Coogaernr xoxQrrypaUrn Ha crcreMh 3a Kophcrelbe co BrpageH,l

ne6ynrsaroph

Axo xopucrnre rperMaHu co BrpaAeu ue6yaraarop, npoBepere AanH cucreMor e xonSr,tryprpaH KaKo

uTo e np[KaxaHo Bo cnt[RuTe noAony.
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Crcreru co nac[BeH nporox

1 -xe6yauaarop co

sr6prpavxa mpexa
2 - ne6yarsarop co

xoMnpecHpaH rac

Active Flow Circuit
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Crcrem co aKTuBeH nporox
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1 - ne6yrraarop co

ar6pupavxa rupexa
2 - ne6ynu:arop co

KOMnpec[paH rac

1 - xe6ynnearop co

ar6pnpa,rxa upexa
2 - ne6yrrsarop co

KOMnpecxpaH rac

Cucrenn co axrugeH PAP

1 - He6ynraaarop co
eu6prpavxa rupexa

2 - ne6yanaarop co

HOMnpecHpaH rac
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