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14THO h3BecryBalbe ga 6eg6e4Hocr Ha repeH

Kanaxor sa poraqrja xa [-arm Ha cncreM]rre co QrrcrpaH[ Apxaqr 3a MoHrhpa]be Ha raBaH Bo eAHa
paMHxHa Allura u Azurion og Philips Moxe Aa naAHe

flexemepr 2023

Oaoj 4oxyMeHT Goflpxo,r Bar(Hr,r ran$oprvraqnu aa 6es6egxo x npaBrnHo Kopxcrelbe Ha

Baurara onpeMa Bo,rAHr4Ha

Be nnonurue paarne4ajre rh cneAHlre unSoprvraqrax 3aeAHo co cure q.neHoBl,r na Bauruor
nepcoHar xou rpe6a ga 6ngat 3ano3HaeHu co coApxl4Hara Ha oaoj 4onuc. 04 oco6exa BaxHocr

e Aa rx paa6epere nocneAhq[Te o4 oaoj Aonxc.

Be monrme 3aApxere ro oBa ntacMo 3a BauJara eau4eaqrja.

fl ov rryaa xu 3Apa BcrBeH u pa6otun4n,

Ilpouaeo4rare.nor Philips n4exrr$nxyBaue norexqrjanex 6ea6e4xocex npo6neM Bo

Ha cltcreMrre co QrxcrpaHn Apxaqu 3a MoHrhparbe Ha raBaH Bo eAHa

14THO u3BecryBalbe ea 6ea6e4Hocr Ha repeH e HaMeHero 4a ae uxQopMxpa 3a:

1. llJro e npo6nemor u ycnoBxre Bo Koh Morxe ga ce nojaeu

flpouaao4ureror Philips r4eHrrQrxyBarxe norexqrjanex 6ea6e4nocex
ua Allura u Azurion og Philips Ko14 urro uMaar cucreMh co QrxcrpaH[ Apxaqx BO

eAHa paMHuxa. L-arm, xoja uro e MoHThpaHa Ha raBaH, coAp[c4 KanaK 3a

noreuqujanno 4a 6ra4e noAnoxHa ua naiarue aKo HacraHe cyAxp rvrery L-arm 14 Apyra 6onHrqxa onpeMa
(xa np., cBerflo 3a onepaqrja). l4axo Kanaxor e np]4r-lBpcrex co 6es6eAHoceH cnlllp, AoKonHy HacraHe

cyAhp, MoxHo e naHeqor Aa ce orxaqu u Aa npeA[3e]4Ka Kanaxor Aa naAHe Bp3 nallueHt, kopnatux unu

nllqe Bo HenocpeAHa 6nusuxa. hruano 5 uxr-1u4enrr4 Bo xon 6une nprjaaexn noMa.nh noBpe4r, KaKo

MoApr4HKx rnr rpe6uarnltvt. flocera He ce npnjaeenu cepuo3Hl4 noBpeAr rru cMprHh cnyqa[ uro
HacraHane nopaAr4 oeoj npo6nem.

Cnuxa 7: Ilpumep 30 omKoqeH KondK ao pomoquio uo L-orm

2. Onacsocr/urrera noBp3aHa co npo6aeruor
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onacnocrh noepganN co rrloxxr nDo6neMu npu crephrnocra nopaar oaa6asvaabe Ha xanaxof " L
Kanaxor Moxe Aa naAHe Kora Ha Macara HeMa naqreHT unn eo 6nnguaa HeMa oneparop. Bo raKBh
curyaquu, HeMa cepho3Hh nocneAxqh no sgpaajero. Meryroa, aKo Kanaxor ce orKaqh 3a BpeMe Ha

npoqeAypa, npaa/nnrxpoopraHr3Mr MoHe Aa HaBne3ar Bo crepl4nHoro onKpyxyBalbe. KorunpomurrpaHo
crepr.rHo onKpylxyBalbe Molxe Aa AoBeAe 4o raxQexqra ja u/wnu norpe6a oA roa Aa ce npe3eMar MepK[ 3a

KoHrpona xa ruQexquja.

Onacxocr[ nogpgax[ co rpavn a nopa.qu naia]be Ha xanaxor:
Axo xanaxor naAHe 3a BpeMe Ha npoqeAypa, ypeAor (e npo4onxu ga pa6otu r,r MolKHo e Aa ce npoAonxu
co rperMaH. Kanaxor rexr4 noManxy oA 1,L4 xunorpaMn A Molxe Aa npeA[3Brxa rpe6uatnttn nnu
MoApr4HKlr axo 4oj4e Bo KoHraKr co naqueHr, Kopr4cHl4K unu nnqe Bo Henocpe ryna 6nuzuaa.

3. 3acerxarr,r npou3BoAn n RaKo Aa ce npeno3Haar

Cure nporaBoAHn IAHAU xa Allura r Azurion crcreMh co QnxcrpaHx Apxaqh 3a MoHrupalbe Ha raBaH Bo

eAHa paMHhHa ce 3acerHaru, KaKo uro e npxxalxaHo Bo cnru'ra 2 nn6ena 1 no4ony.

Cnuxo 2:3aceeuamu ce coMo cucmeMume co Suxcupouu dpxouu 3a MoHmupofbe Ha moeoH eo eduo
paMHuHo (xaxo wmo e npuKilttoHo noeope)

Ta6eno 7:3ocezuomu npouseodu u onuc

72246 Poly G - oMcP - VISUB - ccD (Hs000)

722007 Allura Xper FD10C

722003 Allura Xper FD10

722006 Allura Xper FD20

722010 Allura Xper FD10

722012 Allura Xper FD20

7220L5 Allura Xper FD20 onepaqroHa Maca

72201.6 lntegris H5000 C / Allura 9C

722018 lntegris Allura 9
722022 Allura Xper FD10 onepaquoHa Maca
722023 Allura Xper FD20 onepaqroHa Maca

722026 Allura Xper FD10

722028 Allura Xper FD20

PeQepeHr4a Ha Philips # 2022-|GT-BST-002
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PHITIPS
722033 Allura Xper FD10 onepaquoHa Maca

722035 Allura Xper FD20 onepaquoHa Maca

722043 lntegris Allura L5 & 12 (eo eAxa pannumxa)

722078 Azurion 7 MLz
722079 Azurion 7 M20
722223 Azurion 7 MLz
722224 Azurion 7 M20
722227 Azurion 5 M12

722228 Azurion 5 M20

llpegara4eHa ynorpe6a

Ceprajara Allura Xper (axayuyeaj*u ro r Poly G H5000) e HaMeHera 3a Kopr4crelbe Ha qoBeqKx naqxeHrr 3a

h3BprxyBalbe Ha:

o BacxynapHo, KapAxoBacKynapHo h HeBpoBacKynapHo cHl4Malbe, axayvyaajrfra 4ujaruocrrvxr,
hHrepBeHrHA u MnH.4Ma.nHo rHBa3t,tBHx npoqe4ypu. Oea BKnyqyBa, Ha npxMep neprQepxa,
qepe6panxa, ropaKa.flHa r a64orvrhHarHa anruorpaQraja, KaKo u PTA, nocraByBarbe Ha

cTe HTOBl,t, em 60a uaa q nn u tpot t6c. nn3tt.
o Cpqego cHrMaFbe, exnyvyeajkr 4njarHocruxa, uHTepBeHTH14 h M14HrMa.nHo xHBa3hBHt4

npoqerqypx (xaxo PTCA, nocraByBalbe Ha creHT, arepeKroMr4u), unnnaaxraqhm Ha nejcmejxepu
r eaexrpoQraronorrja (EP).

o Heeacxyna pH x x HrepBeH L[4 14 Ka Ko ApeHa yr.u, 6uoncura n aepre6ponracr]tKt4.

Cepujara Azurion (eo rpanrr-qra Ha Kopr4creHara Maca Bo cara aa onepaquu) e

o BoAerue co cn[Ka Bo xr,rpypuJxu aaQarr aa 4rjarHocrnqtt4, t4

r4HBa3HBHr4 xr4pyputKr4 aaQala sa cneAHrre o6nacru Ha nprMeHa:
KapAxoBacKynapHh ]4 HeBponouKr npoqeAypt4.

o KapAro/rolrKr4 cHHMalba uJTo BKnyqyBaar 4ujaruocrrvxr,
laHBa3rBH14 xhpyprxKl4 aaQaru.

flononnrrenxo:
o Cepvrjara Azurion Molxe Aa ce xopr4cru eo xu6pn$Hu canr 3a onepaqrx.
o Ceprjara Azurion coAplxl4 HeKonKy Qyxxqrar uro no4Apxyaaar Qaexcn6nneu u npoqeAypaneH

pa6orex npoqec uJro e opheHrxpaH KoH naLueHror.
Ceprjara Azurion e HaMeHera 3a chre naqueHrh oA cxre Bo3pacrta. Texrsara Ha nallheHror e

orpaHhqeHa co cnequQrKaqrhre Ha Macara 3a naLlheHru.

4. Ilocranrhre uro rpe6a Aa rh npe3eme KrheHror / xoprcHlrKor 3a Aa cnpeur nojaea Ha pu3ulltl 3a

naqHeHT[Te nru KopxcHxr4xTe lo Llysajre ro r3BecryBaHrero aa 6es6e4xocr Ha repeH 3aeAHo co AoKyMeHraqujaia 3a Baulor cl4creM

cE 4o4exa npoh3BoAt4renor Philips npeKy.noKanHr4or npercrBaHhx <Dl4llA OAPM AOOEn Cxonje xe

r43Bprxt4 xopexqrja Ha Bauhor ct4creM. Yeepere ce AeKa ntacMoro e Ha Bxg1thBo Mecro.
o l4s6erxyeajre cy4lrpr4 3a Aa cnpeqhre cepro3Hh noBpeA]4 Ha naqheHror u nepcoHaror unr

oureryBalbe Ha onpeMara. Tpe6a Aa ce BH]4MaBa 3a Aa ce rs6erHar cyrynpn meiy 6oauuuxara

onpeMa u KanaKor aa poraqrja ra L-arm Kora npxABr4)rryBare Ap)Kaq nocraBeH Ha raBaHor (ua np.,

cBerro 3a onepallu jal unu 3a BpeMe Ha Moropr43hpaHoro ABl4)Kelbe ua L-arm aa 4a ua6erxere

cyAt4p co Aplxaq nocraBeH Ha raBaHor (norne4uere Bo ynarcrBoro 3a Kopt4crebe Ha Azurion, 4en
2.4 u ocHoeHure ynarcrBa 3a Kopt4crebe Ha Allura, gen 3.6).

o Axo Kanaxor naAHe 3a BpeMe Ha npoqeAypa, Kora nrxoj ne e noBpeAeH, KanaKor Molxe Aa ce

cMecru noBTopHo, Aa ce orcrpa{A,nnn Aa ce oTnyuTAt4cKna4t4pa, a npoqeAypaTa Aa npoAorlKl4

Bp3 ocHoBa Ha MeAuLlHHcKo pacyAyBalbe.

o flocraeere ro u3BecryBalbero Ao chre KopucHrqh Ha crcreMor 3a Aa rr rauQoptvttapare 3a

npo6nemor.
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PHITIPS
}r. Be MonrMe HaBpeMeHo nono.fiHere ro I hcnparere ro nphnoxeHhor OopMynap 3a oAroBop (tth

crpaHhqa 5) Ao OV/1.A OAPM AOOEI Cxonje Kaj Ervtnnuja JosaHoacxa Ha e-mail:
emilija.kostoska@filafarm.com.mk Bo poK o4 30 AeHa no npueMor Ha h3Becryaalbero. Co

nononHyBabero Ha $optuynapor norBpAyBare AeKa cre ro npnMhae nhcMoro 3a hrHo
r3BecryBarbe ea 6ea6e4Hocr Ha repeH, KaKo i4 AeKa rh paa6rpare npo6nemor r 4ejcreara Kou rrJro

rpe6a Aa rx npe3eMere.

5. ,Qeicraa uro npoh3BoAr4reror Philips lmage Guided Therapy Systems nraHr4pa Aa rr npe3eme 3a Aa ro
Koprrhpa npo6nemor

3a 4a ro peum npo6neMor, npoxsBoAhrenor Philips npeKy noKa.nHuor npercraBHhx, QV|IA OAPM AOOEn
- Cxonje (e rr garueHu nocroeqxhre Kanallh Ha chre 3acerHaru cl4creMu co Qr,rxcrpaHr Apxaqh 3a
MoHrrpalbe Ha raBaH Bo eAHa paMHuHa Allura n Azurion o4 Philips co HoB 4rsajx Ha KanaKor sa poraqrja
xa L-arm (co cnojxraqa co 3aBprKh HaMecro e.flacrrqHa cnojnrar-1a) uro (e rapaHr[pa ornopHocr Ha

HaABOpeUHn CyAnpn.

Ilpouaeo4ure.flor Philips npexy.floxanHhor npercraBHlrx, QVIAA OAPM AOOEI - Cxonje (e xouraxrupa co
cure onoareHh Kopl4cHuqu sa Aa AoroBoph nocera oA crpaHa Ha hHxeHep 3a repeHcKo oApxyBalbe 3a
6ecnaarxa 3aMeHa Ha KanaKor aa porar-1uja na L-arm (peQepexr-1a FCO722005L0 sa crcrei ure Allura o4
Philips, BKnyqurenHo ra Poly G H5000 o4 Philips, FCO72200511 sa crcrervlrre Azurion o4 Philips).

Axo elt ce norpe6nh AononHurennm uHQopuaqnn ]4nu noAApruxa aa oeoj npo6neru, Be Mo.n]4Me o6parere
ce Ao noxa.nHhor npercraBHxK Ha npoh3BoAhreror Philips, OV/1,A OAPM AOOEI - Cxonje xaj Ennnuja
JoeaHoecxa Ha rer. 07O 29549L u e-mail: emilija.kostoska@filafarm.com.mk
Oea rseecryBalbe e AocraBeHo Bo cooABerHure perynaropHh areHqux.

Be yaepyaaMe AeKa oApxyBatuero Ha BilcoKo Ht4Bo Ha 6ea6e4Hocr ta KBa,n]4Ter e HauJror xajrolerut
uTo HacTaHane KaKo pe3ynTaT Hanpxopurer. Konnnax Philips ce h3BxHyBa 3a ct4re uenprjarxocrr

oaoj npo6nenn.

Co novrr,

Etaunnja
04roeopxo

PeQepeHr-1a na Philips # 2O22-lcT -BST-002
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="Oopruynap 3a ogroBop Bo BpcKa co hTHO r3BecryBalbe sa 6eg6egHocr

Ha TepeH

PeQeperqa: Kanaxor aa porar-1rja Ha L-arm Ha npolr3BoAHt4re nn+nt Allura u Azurion MolKe Aa
naAHe

Vnarcraa: Be nnonrnne HaBpeMeHo nono.rHere ro 14 r4cnparere ro oeoj Qoprvrynap Ao OUIAOAPM AOOEI
- Cxonje xaj Ennrauja JoaaHoscxa xa e-mail: emilija.kostoska@filafarm.com.mk Bo pox o4 30 AeHa no
npleMor Ha u3BecryBa$ero. Co nononxyBalbero Ha $opnnynapor norBpAyBare AeKa cre ro nphMh.re
t4THoro 6es6e4nocxo l43BecryBaHre 3a MeAxLU4Hcxoro cpeAcrBo, KaKo ta AeKa ru paa6upare npo6nennor r
4ejcreara Koh uJro rpe6a Aa rta npe3eMere.
l4me na

xopr,rcH rxor/norn ncH tl Kor/ycra xoeara :

Ynrqa:

Fpa4,/4pxa aa/nourencxra xo4/servrja :

I'locranxu uJTo rH npe3eMa KophcHuKor:
. LlyBajre ro hrHoro h3BecryBalbe sa 6es6e4Hocr Ha repeH 3aeAHo co AoKyMeHraqmjara 3a BauJuor

cucreM cE 4o4exa npolt3Bo4r,rrenor Philips npeKy roxa.flHt4or 4rcrpra6yrep <DilnA OAPM AOOEn -
Cxonje He h3Bptxx xopexqr,rja Ha Bauilor o4creM. Vaepere ce AeKa nrcMoro e Ha BlrAn[Bo Mecro.

o l4s6erxyaajre cygrapu 3a Aa cnpeqrTe cepuo3Hx noBpeAx Ha naqxeHror x nepco+anor Ann
oureryBalbe Ha onpeMara. Tpe6a Aa ce BH[MaBa 3a Aa ce us6erHar cy4upu mefy 6onurvxara
onpeMa H Kanaxor aa poraqrja sa L-arm Kora nphABr4)KyBare Apxaq nocraBeH Ha raBaHor (ua np.,
cBer.rlo Ba onepaqhjal nnu 3a BpeMe Ha Moropx3rpaHoro AB[xeFbe Ha L-arm aa 4a ua6eruere
cyAr4p co Apxaq nocraBeH Ha raBaHor (norne4uere Bo ynarcrBoro ua Azurion, 4en
2.4 n ocuoeHure ynarcrBa 3a Kopl4crebe Ha Allura, 4en 3.6).

o Axo KanaKor naAHe 3a BpeMe Ha npoqeAypa, xora xuxoj MO}t(e Aa Ce

HaMecTx noBTopHo, Aa ce oTcrpaEn, unu Aa ce oTnyuTh 14

Bp3 OCHOBa Ha MeAXql4HCKO paCy.qyBa$e.
Aa npoAonxx

. rqocraBere ro oBa nrcMo Ao chre Kopt4cHht_[r4 Ha crcreMor
llorap4yaanne AeKa cMe ro nphMxne r pas6pane npuApyxHoro

(J
z

(U rllA

KOpXCH14ql4

HA

HArepeH, KaKo lt 4exa uuQopMaqxhre oA nhcMoro ce cooABerHo
npox3BoAHr4re nnr'uu Allura u Azurion.

llnne xa rnqero Koe ro nonorHyBa Qoprvrynapor:

llornuc:

9n ".

J,lme co neqarHlt 6yxeu:

Turynal.

TeaeQoxcxr 6poj:

A4peca 3a e-noura:

Aaryrrr (flfl/ MM lttrrl:

BaxHo e Bauara opraHh3al{r,rja 4a norapAr AeKa ro nptaMl,tna oBa nlcMo. O4roeopor na Baurara
opraHt43aqxja e norpe6HrorAoKa3 3a Aa ce cnequ HanpeAoKor Ha KopeKrilBHara nocranxa.

Bparere ro nono.flHerror Qopnnynap Ao AnfiA OAPM AOOEA - Cxonje xajEmunu)a Josaxoecxa ua e-mail:
em i lija. kostoska @fi lafa rm.co m. m k

PeQepeHqa ua Philips # 2O221GT-BST-002
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