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14THO r3BecryBalbe ga 6eg6egHocr Ha repeH

Trilogy Evo, Trilogy Evo O2, Trilogy EV300

Anapnn 3a npeKfiH ua Hanojyaaruero

Anpun2024

ilovrryaan Kop14cHhKy,

Ilporaao4ureror Philips Respironics craHa cBeceH 3a noreHqrjaneH 6es6e4xocex npo6aeru co ypeAhre
Trilogy Evo, Trilogy Evo O2 u Trilogy EV300 nph urro BeHrrnaropor Moxe Aa npuKalxe anapM 3a npa3Ha

6areprja Hnh npeKhH ua HanojyeaFbero AoAeKa cd yu:re taMa AoBonHo nanojyaarue. Oaa moxe 4a
AoBeAe 4o nena4ejHa sary6a Ha BeHrh,naqmja 4o4exa ypeAor nprKaxyBa anapM. Ilpousao4rre.nor
Philips Respironics nprMl,iI ABaecer (20) raaaeuraH 3a oeoj 4eQexr H He sa6enexaa noBpeAr Ha

naqileHrure. Oea I4THO [3BecryBaFbe aa 6ea6e4Hocr Ha repeH e HaMeHero ga Be raaecru sa:

1. llJro e npo6aennor r no4 Koh oKonHocrh Moxe ga ce nojaeu

Crare ype4N Trilogy Evo, Trilogy Evo 02 r Trilogy EV300 ce noAnox{Hr ua oaoj npo6renn.

Moxe Aa HacraHe 4eQexr xa coQraepcKl,ror anroprraM uro ro npecMeryBa npeocraHaroro rpaeFbe Ha

6areprajara r Aa npeAr3BrKa ypeAor Aa:

A. l-lprjaeu anapM ea npexuH Ha xanoivsaFbero urro ia npexunvea repanriara co CPAP rnu PSV

npr pa6orerbe caMo Ha 6areprja.
5. l-lprajaara anapM 3a npa3Ha 6arepraja AoAeKa npogonxyBa co repanrja axo e npxKnyqeH Bo rpaeH
r43aop na xanojyaaFbe, KaKo Hah3MeHhqHa (AC) h eAHoHaco.rna crpyja (DC).

Oaa A oxe Aa ce cnyqu caMo aKo ce ucno.nHar cneAHhre ycnoBn:

L. Vpe4or pa6orr Bo pex{hM CPAP unr PSV

2. Vpe4or He Molxe Aa AereKrhpa pecnhparopeH Hanop Ha naqreHror Hajmanxy Aecer MnHylu n

neAecer h ner ceKyHAl4

noreHuh ianor ga ril hx Hr,aanxo sa6enexn 14 e pecn r paropex xa nop.

,{e$exror ce Aon}Kr Ha rpeuKa Bo npecMeryBabe Ha coQreepcxuor
BHarpeuHrre unu 5arephure uro ce BaAar. Anapnn, xoj r.uro ruoxe 4a ja n

ce nojaer Aypvt J4 aKo taMa AoBonHo npeocraHaro rpaeFbe Ha 6arepr,rjara.

Oaoj 4oxyMeHT cogp)rc,r BaxHH uH$opMaquu sa 6ea6e4no u npaaunto Kopxcrelbe Ha

BauJaTa onpeMa Bo hAHhHa

Be nnonunne paarne4ajre rr caeAHure rnQopruaqnh 3aeAHo co chre q,neHoBr4 Ha Balutaor nepcoHan

xor rpe6a 4a 6ra4ar 3ano3HaeHH co coAplKHHara Ha oeoj 4onuc. 04 oco6eHa BaxHocr e Aa n4

pas6epere nocneAhL{r4re o4 oaoj Aonhc.

Be nnonunne 3aApxere ro oBa nhcMo 3a Bauara ear4enquja.
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Oaoj 4eQexr HeMa Aa ce cnyqu Bo Apyrh pexmMr4 Ha BeHrunaqrja ocaeu CPAP r PSV.

2. Onacuocr/urera noBp3aHh co npo6neruor

HacraH ao xoj IMa npexhH ua Hanojyea]bero Moxe Aa npeAh3Br4Ka HenoBparHa urera na uajpaureure
nonynaqux Ha naqHeHT]4, BK.4yr{uTe.nHo n cMpT, aKo Ha anapMor He My ce nocBeTfi cooABeTHo BH14MaHl4e.

Oaa ce Aon)xta Ha roa uro anapMor 3a npeKuH Ha nanojyaaroero (e ja sanpe repanrjara co CPAP rnu
PSV, a BilcoKonpxopilTerHuor anapM ro npe4ynpeAyBa AaBarenor Ha Hera 3a npo6nennor.

3. 3acerxarx npor3BoAh x KaKo Aa ce npeno3Haar

Crare ype4u Trilogy Evo, Trilogy Evo 02 r Trilogy EV300 ce noAnolxHra na oeoj npo6neru.

4. flocranxta lJrro rpe6a Aa rn npe3eMe xarexror/xopr,rcHhKor co qen Aa ce cnpe'{ar pn3xqu 3a

na ql,f e HTHTe n nu KopncHl, qr4Te

Banrraor(re) ypeA(H) Moxe Aa npoAonlxar Aa ce Kopr4crar 6ea6e4Ho Bo pexhM CPAP unu PSV sa chre
KopxcH14rll4 aKo ce cneAar cure 6es6e4HocHh Mepxr:

o Vsepere ce AeKa pe3epBHara aeurunaqnja e nocraBeHa na ON (Bxnyveno) u AeKa nocraBKara

3a hHTepBan Ha anHea e ToqHa h cooABeTHa Bp3 ocHoBa Ha KnuHhqKara npoqeHa Ha naqreHToT.

Oea (e tA MuHvtuusr4pa uaHcure sa 4e$exr Ha npeKrH ua Hanojyeabe 3a naq[esr sa CPAP unu
PSV.

. OApxyBajre ro ypeAor nplKnyqeH ao xanojyaalbe co eAHoHacoqHa

KonKy uJTo e MoxHo noae(e.
o l4nnajre Ha pacnonaraFbe anrepHarhBHa $opnna Ha eenrunaquja.

uc*nyelr' o4 Hanojyaalbe 3a rpaHcnopr Ha naqueHT, nphx.nyqere ro
crtarHere ua 4ecruHaqrjara.

o He ocraeajre ro naLlheHror 6ea Ha4aop AoAeKa ypeAor pa6ona caMo Ha iarcpuja.
o CneAere rhnrqHh nporoKonr 3a c.fleAelbe 3a BeHTrnupa+y, naL{heHTh, KaKo Kopl4crebe

pe3epBH14 MoHHropr4, BKnyqurenHo l,t nyncHa oxcrruerprja unv cnerye]be Ha nyncor.

Be4uaLu Bxnyqere ro ypeAor Bo r43Bop na uanojyaaFbe axo HacraHe ana jyearuero.

Oaa exnyuyea Hanojyaalbe co eAHoHacoqHa crpyja, Hah3MeHuqHa crpyj qenocHo

Hano,flHera 6areprja xoja ce ea4r. Axo HHry eAeH oA oBt4e h3Bo

orcrpaHere ja 6areprjara xoja ce BaAn A noBropHo nocraeere ja.

anapMor r (e ro pecraprhpa BeHTrnarpor.

.4nv HatAsMeHhqHa crpyja

Axo ype4or Mopa Aa ce
ypeAor BeAHauJ ulronn (e

L '\t:E5* !rr'. 
^

":r*r* "WS."nrL :
CrpaHnqa 2 o4 4

|1I
l-e-lalI---l



PliluPs

Oea hgeecrvgaFbe A opa aa ce .a,ucroh6vupa Ha crre gpa6oreHil eo gauara vcraHoea LUro ce oarogopHr
3a nocraavaabe ,i Haarneavgarbe nauheHTr uiro ril xophctar oshe voeat,t. Oaa hgeecrveaFbe rl opa aa
ce atacrpta6vupa h ao chre vcraHosr4 ao xor cre atacrpta6vupane vpear Trilogv Evo. Trilogv Evo 02 hnil
Triloev EV300.

5. ,{ejctea uro Philips Respironics nnaHhpa Aa rH npe3eMe 3a Aa ro Koperhpa npo6aeruor

Philips Respironics pa3BuBa coQraepcxa xopexr4raja uro (e ro nonpaBr4 oaoj npo6nenn. Crre Kopl4cHt4qt4

HaypeAhre(emoxe4ajanpeaseMarBoBTopNorKBapranHa2024roAilHa. Kora(e6r4eAocranno,(e
4o6rere AononHilrenHo u3BecryBaFbe uJro (e ae nocoeeryBa KaKo Aa npucranilre Ao H KaKo Aa ro
14Hcranhpare coQreepor Ha Barrure ypeAil.

Axo eh ce norpe6Hh AononHhrenHr rxQopMal{ur4 .4nu noqqpuKa 3a oooj npo6neM, Be Mo,nhMe

o6parere ce xaj noKa,nHuor npercraBHhx 3a npoAax6a sa npou3BoAmrenor Philips Respironics,
6eranne4rxo Tpa4mur AOOEI Cxonje, Mapxo flaHoscxr4 ren. 075 439 098 r e-mail:
marko.panovski@ betamedico.com.m k

Oea raeecryBabe e nprjaaeuo eo a reH L|414.

11 porseo4ureror Philips npujarHocrr uro HacraHa.fle KaKo

pe3ynrar Ha oaoj npo6nenn.

Co novrr,

Mapxo flaHoecxu
O4roeopxo nIqe 3a MaTeproBt4rmna H L{a
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lrlTHO r3BecryBalbe ga 6eg6eflHocr Ha repeH

Pe$epexqa: Anapnn 3a npeKhH ua uanojyealbe Ha Trilogy Evo

Trilogy Evo, Trilogy Evo O2 u Trilogy EV300

2024-CC-SRC-001

Ynarcrea: Be rrnonunne HaBpeMeHo nono,flHere ro h rcnparere ro oeoj Qopltynap Ao noKa,nHror

npercaBHhK Ha npor3BoAure.ror Philips Respironics, Serame4rxo Tpa4rHr AOOEn - Cxonje, xa e-mail:

marko.panovski@betamedico.com.mk ao pox o4 30 4exa no npreMor Ha H3Becryearuero. Co

nononHyBalbe ra oaoj Qopruynap norBpAyBare AeKa cre ro npxMhne HTHoro r43BecryBabe 3a

6ea6e4rocr Ha repeH, KaKo H AeKa r-o paa6rpare npo6nennor u ynpaByBalbero co norpe6Hrre qeKopr4

3a Aa ce hs6erHe npo6nenaor. Oopmynapor Molxe Aa ce nono.nHr4 co nononHyBalbe Ha norpe6xure
nonrlba, Aa ce cKeHrpa h nparh npeKy e-nourra: marko.panovski@betamedico.com.mk

llpouaao4rre.nor Philips Respironics npeKy .noxanHuor npercaBHllK 6erame4rxo Tpa4nnr AOOEfl -
Cxonje (e npo4onxil co KoMyHraxaqraja co rr4r{Hocra xojar.uro ro rcnparh,fla Qopruynapor co L{enocHa

nucra Ha ypeAu ujro ce npoAaAeHh Ha KnueHror h 3a nepmoAl4qeH HanpeAoK Ha axyphpabara Ha

coSraepor.

lzlnne sa

xoprcx mxor/norn 14cH 14 Kor/ycra xo aara :

Vnnqa:

f pa,o/4pxa aa/nourexcxra xop/aervrja :

florap4ysarue AeKa cMe ro npHMfi.fle u paa6pale npuApyxHoro r43BecryBaFbe 3a 6ea6e4nocr Ha repeH
h norBpAyBaMe AeKa rnQopmaqrHre oA oBa nficMo ce cooABerHo 4racrpra6yupaHu Ao crre KopHcH14rlrl

Kor4 Koprcrar ypeAr Trilogy Evo, Trilogy Evo 02 ra.rrr Trilogy EV300.

l,lme xa.nxqero Koe ro nonorHyBa Qoprvrynapor:

flornrc:

l4nne co neqarHh 6yxar:

Turyna:

TeneQoncxr,r 6poj:

A4peca 3a e-nolxra:

Aaryrvr (AA / MM / r[rr):
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Bparere ro nono.nHerror $oprvrynap Ao: marko.
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