HPOTOKO.I
Ne3

Ot neiiHoCTTa HAa KOMHUCHATA, Ha3HAUYCHa Cbe 3anosen NeSOU o1 27.11.2017r. na M3nbianurentus
anpektop Ha MBAJL , JI-p Atanac Hadoscku™ AJ{ rp. Knpmxanu sa pasriekiane, OLeHKa H KJ1acHpaHe Ha
nopazeHuTe oepTH B OTKPUTA MPOLIEAYPA 33 Bb3JaraHe Ha oOwecTsena nopuuka ¢ npeaver: "Jlocraska
Ha CrelM(UIHN MEAHLMHCKH H3AENHs 33 MHBA3MBHA Kapauosoris 3a nysxgmre na MBAJT "Jl-p Artanac
Hadoscku" Al rp. Kbpmkamu", ¢ ynukanen 00848-2017-0013, otipira ¢ Pemenne No527 ot 19.10.2017r.
Ha Msnbanutennus aupektop, nybmukysano odsisnerue B POIT M8 10787 na 23.10.201 7

Huec, 20.02.2018r., ot 12.00 yaca B 3acemarejHara 3anata B 1e4ebHOTO 3aBeIEHHE CE TIPOBEE
BTOPO OTKPHUTO 3aceaHue Ha KOMUCHS, HazHauYeHa Che 3anosen NeHY9 o1 27.11.2017r, na M3nbaHuTenHus
aupextop Ha MBAJIL  JI-p Aranac Hagoscku™ AJ] rp Kbpmxainu, B Cheras:

Ipeoceoamen: n-p Emunusa CraBpepa — ekap Kapauoionis:

u wienoge: 1. Jlanuena llykanaposa — TeXHHYECKH OPra:iiB3arop 8 HHBa3BsHa nadopaTtopus,
2. Cnexxana Kaparbososa — nkonomuct OIT;
3. 3natnana Kupunosa — TeXHHYECKH OPraHIi3aTop/H-K CKJIal MEIIHHCKH
M3 IS,
4. Usan Pobos — 1opucr;

33 OTBApPsAHE HA LIEHOBHUTE MPEAJIOKEHHS Ha AONYCHATHTE YHACTHIILN B POLIEAYPaTa,

Ha ToBa nyOmuyno 3acenanue orT pabdoTara Ha KOMHCHATA HC NPHCHCTBaxXa YYaCTHHUH B
Mpoueaypara MM TEXHH YII'bJIHOMOIIEHH MNPENCTaBUTENH, KAKTO 1 MPEJCTABUTEI HA CPENCTBATa 3a
MacOBO OCBEIOMsIBaHE.

o oTBapsiHe Ha LIGHOBUTE MPEJIOKEHHS €A JOMYCHATH CHEHITTE YUACT I

"Hose Meauknba Tpeiin" OO/ — OIINel, 3 u 7;
"Maxmen" OO/ - OTINe2,4,5,6n 8

L. Ilpeacenarenar Ha KOMHCHATA NPHCTBIN KbM OTBAPSHE Ha K ¢ Haanuc: "lpeyiaranu neHoBu
napaMeTpH" Ha JONYCHATHUTE YYACTHHLHM, YHUTO O(EPTH OTrOBAPAT HA HCKBAHUATA HA BH3JI0KHTEA H
O0ABH TNPEUIOHEHUTE OT BCEKH YYAaCTHHK LIEHH 3a JIOCTABKA Ha creluduuii MEINUHHCKY U31eus 3a
HWHBa3UBHA KapAHOJOrus no 000co0eHH NO3HIUK, ChIIACHO H3NcKkBanngTa Ha 30711,

C Tosa 3aBbpuIl NyONHYHOTO 3acefaHHe Ha KOMUCHSITA [0 OTRAPAHE HA LEHOBITE NPEUIOKEHNUS! B
OTKpHUTA TpoLeAypa 3a Bb3jaraHe Ha oOuwecrsena nopbuka ¢ npeamer: "JlocraBka na crnenuduunn
MEIHULHHCKH M3JI/IMA 34 MHBA3UBHA Kapauonorus 3a Hyxnaute na MBAJL "/I-p Aranac [Hadoseku" AJ]
rp. Kopmoxamn".

Komucusita npoibmky cosita pabota Ha 3aKpHTO 3ace/1anie.

11. B nepuona or 20.02.2018r. o 12.03.2018r. komMucHATa B BACH CHCTAB HA 3aKPHTH 3aCedaHus
noapobHO pasriiesa LEHOBUTE MPEeUIOKEHHs HA AONYCHATHTS YHacTHIlH B MPOUEAypaTa M CTHTHA 10
CINEJHHUTE KOHCTATALNH:

"Hose Meaurna Tpeiin' OO0/

O1INe 1 KOpOH(l[JGﬂ Crienr ﬁfamepu(m: CoCr . Jlebenma na cmpama 0,06300 Jusain na kiemiama - semi-open; MRI
cvasecmuniocm — paramagnetic; Coenecmuntocn na kamemupa: Sy Lusaion Rupid excliange:baron:semi-compliant; Hoaresna owicuna na
aodana: 1415 anBooau: 0.014"Benen duaniemnp na wadma: Hpoxcusiazer: 21007 Lucncen 2,6 1 Inncina npa duasienmnp oo 3.00
(mm):8,12,16,19,24,28, 34,38, /lonocuna  npu duavemvp  nad 300w - OIS 24,28 34,38 Unavemvp ().
2.00;2.25;2.50,2.75,3.00,3.50,4.00).




e [lonvanen Oopasey Ne 7 — Ilenoeo npednosicenuie.
o [punoscenue Nol KoM yeno6omo npednodcenue — na Xapinien it ACKmponen HoCne..
KaTO CBIIMTE OTrOBAPAT HA M3UCKBAHMATA HA BB3JIOKUTENS 0 ChAbPiKaHue 1 1o Gopma.
Komucuara nanpasu npoBepka 3a 4MC/IOBH TPEUIKH B LEHOBOTO MPE/UIOKEHHE H HE KOHCTATHPA
TaKHBA,
C orsen Ha ropeusONKEHOTO KOMHCHSTA YCTAHOBH, Ue LEHOBOTO MPE/UIOKEHIE Ha YYaCcTHHKA €
CH0OPa3eHO C H3UCKBAHUSITA HA BB3JIOKHMTEIIS M 3aKOHA M CJIE/IBA Jd Ce IPHEME 3a BaJHIHO

OIINe3 Koponapen meduxamenm uzivaeanq cmenm (Mamepiicr: Carbon-fon siainless sieel, . lusain:omsopena
kremka, Jebenma wa cmpama 110 pa Kpocuwe npodhn: < 1.05 mm; Jexapemso: Panaxuyun; Excucarenma texapemsena dosa: 2,0
ug/mm;  Homuvep: Guopaszpadunt 3a nepuod om wecm ceormyn; JleGenuna wa noxpiunmemonpuonsumeio 3 g Cromuoutenue
Meman Apmepus - 13%-15%; Honmnanno nangeane: 6 atm. Maxcusanno nacane: 14 =16 atme iburst pressure); Buuien dnaviemvp na
wahma: Hpoxcusanen 2.1 17 Juemanen 2,6 I+ Coenecmuntocm na kamenvopa: SI. Bocau: 0.0147; HQeascuna (mm): 10, {4, 18, 24, 28, 34, 38.

Huarntemvp (mm): 2.5, 2.75, 3.00, 3.25, 3.50, 4.00.)
o [lonvanen Obpasey No 7 — [lenoso npedroncenie.
o [Ipunoxcenne Nl koM (eHOBONO HPEONOJICEINE — 1A XAPINCT 1 CIEKIIPONEH HOCUME.L.
KaTo CBIIUTE OTIOBAPAT HA M3MCKBAHUATA HA BB3JIOJKUTEIs! 110 ChILPAAHIE 1 110 opma
Komucusita HanpasH npoBepKa 3a YHUCIOBH TPELIKH B LHEHOBOTO MPEUIOKEHHE 1 HE KOHCTaTHPa
TaKuBa.
C ornen Ha ropeH3IOKEHOTO KOMHCHATA YCTAHOBH, Y€ HEHOROTO MPEUIOKEHHE HA yYaCTHHKA €
cb00pa3eHO ¢ M3NCKBAHUSTA HA BB3JIOKUTEJIs H 3aKOHA H CJIEIBA JId CE [IPUEME 3a BaJHIHO.

OIINe7 Meoukamenm uzvUean| 101 (DB:\I - MEOUKAMCHn -~ URTBUEEN) OQION ¢ GRIUGNO GOXCIHEHO Gelecneo
Paclitaxel u excyunwenm BTHC (n - Gymun - mpu n - xexeun yumpan). Cvomnowenue Paclitaxel koa BTHC - 90°10. Omoesne na Paclitaxel
2,5 pg/mni®. PTCA Kamemvp Rapid Exchange, eodau 0,014° Xudpodniiso noxpunmue na wacoma RX. Ueemoma na nokpumue na éaiona ¢
medurarennt: 99,0 %. Homunanno nanaeane 6 bar - 16 bar. Paduowsomonnu u susyantn vaprepu (Pt - Irj. Juaviemvp mm): 1,50, 2,00;

2,25: 2.50; 2,75; 3,00; 3,25; 3,50; 4,00; /Twnorcuna (mm): 10, 15, 20, 25, 30, 35, 40;)
o [lonwanen Obpasey Ne 7 — [lenoso npedioxcenie.
o [lpunoscenue Nol kvm yeno6omo npednodcentie - na Xapmien i CAeKmpoHen Hocume.l.
KaTo CBIIMTE OTFOBAPAT HA H3UCKBAHUATA HA BB3JIOKUTEIS O ChABLKAHNHE U 110 (popma.
Komucusita HanpaBu nmpoBepka 3a YHCJIOBH TPELIKH B LIEHOBOTO MPEJUIOKEHHE H HE KOHCTATHPA
TaKUBA.
& orjiel Ha ropeusjioK€HOTO KOMUCHUATA YCTAHOBH, Y€ HCHOBOTO IPEeAOKEeHHe Ha Y4aCTHHKa €
CHOOPA3EHO ¢ H3NCKBAHUSITA HA BH3JIOKHTEIS! 1 32KOHA M CIIEIBA /i CC IPHEME 3a BAMMIHO

" i1
Magkmen' OO0/
* ~ T = c = <l .
OI1Ne2 KO])OH(I[)QH cmenm ﬂ\fameprrwf: CoCr L605. [leGenuna na cmpama 65 pnt (0,065 wie 0.0026"). Recoil: 3%,
Cpedna zazyba (mean foreshortening): 0,29%. [uzain: Rapid exchange, xubpuden — omcopena w sameopena kiemea. Hovmmanno nageane:
9 atm. Maxcunamo nanseane: 16 atm (burst pressure). Balloon overhang: <0,5 ann Bupwen dvavenivp na wahma: Hpoxcunanen 1,9 F
Huemanen 2,7 FF. Ro maprepu: 2 — Hnamuna / Hpuouwa. [snnoseaenia ovavcuna wa xamemvpa: 140 e Coeneeniiocom na kamenvpa: SE.

Booau: 0.014" unu 0.36 mar. JJvncuna (mm): 8, 13, 16, 19, 24, 29, 32, 37 u 0. Huasienvp () 2.5, 2.75, 3.0, 3.5, 4.0, —I.J'.)
o [lonwvanen Oopasey N 7 — [lenoso npediocenie.
o [Ipunooicenue Nol koM yeno8OMO HPEONONCEHUE — HA XAPVIICIL 1 CICKIMPONEI HOCHRIC.,
KaTO CLLIHUTE OTrOBaApPAT HA H3UCKBAHHATA HA BB3NOKHUTEIIS 110 ChALPKAHHE K IO (])Op Mad.
Komucusira HarmpasH TIPOBEPKA 3a YHCJIOBH I'PEUIKH B LIEHOBOTO TIPEAJIOKCHHE 11 HE KOHCTaTHpa
TaKHBA.
C orjiea Ha ropeH3JIOKEHOTO KOMHCHATA YCTAHOBH, "€ UCHOBOTO HPEAJIOKEeHHES Ha yHaCTHHKa €
C”bO6pa3eH0 C H3HMCKBAHHWATA HA BB3JIOKHTECIISA H 3aKOHA 1 ClIeABa J1a CC [PHEME 33 BaJHAHO.

OlINe4 Koponapen meduxamenm uzrvueauy Kouycosuoen cinesm (Koponapen seouravenm wsivusan
konycosuden cmenm  Mamepunan: CoCr L6035, [leGenuna na cmpama 65 pae (006500 wae 0.0026°). Recoil: 3%. Crveasane: 0,29%.
Hexapemeo, Sivolimus. Excusanenmna nexapemeena oosa: 1,25 ug'mm?2 Howivep: duopasepadun u duocveveemun. Jusaiin: Rapid
exchange, xubpuden — sameopenn Ktemsu 6 Kpavugama u oneopen 6 cpedama ia cmenina © Hoawmamo naraeane: 9 atm. M laxcunanio
wangeane: 14 atm (burst pressure); Bvnen ouantemvp na wagma: Hporxcunanen 2,151 fucmanen 2,71 Ro vaprepu: 2 — Hsamuna

Hpuowi.  [Bnrossaena dvioenna na kamemvpa: 142 e, Coauecnniioem na weenvpa: 510 Booaw: 0014 wm 0036 . 100 %



oceoboaicousatie na neKkapemeono 6 pavikume wa 30 onu; Joascuna (mm): 30; 40; 30 1 60. Juavienop (mmy: 2,73-2,23; 3,00-2,30; 3,50-
3,00)
o [lonwvnnen Obpasey No 7 — [lenoso npednoicenie.
o [lpuaoocenue Nol kom yeno8omo npednodcene — ud Xapmuen i eieKmponen noctme:l.
KaTo CBLUIMTE OTrOBAPAT HA M3UCKBAHUATA HA BB3JIOKUTEJISI [10 ChIbPIKAHIIE H 110 Gopma.
Komucusita Hanpasy npoBepka 3a YHC/IOBU MPELIKH B UECHOBOTO [PEIOKEHHE H HE KOHCTATHPA
TAKHBA.
C ornex Ha ropeusoKeHOTO KOMHCHATA YCTAHOBH, Y€ LEHOBOTO NPEUIOKEHHE HA YUACTHHKA €
Cb0OPa3eHO ¢ H3NCKBAHMATA HA BBH3JOKHTEIIS H 3aKOHA W CIIE/BA 1 CC [IPHEME 34 BAJIHIIHO.

OIINe5 Meduramenm uzivueamia KOporapua cmenmosa cucmesda {(1onumana cupome wswusana
KOPOHApHa ciermosa cucmemd, coemoana ce om MeOuKamMeHm uznibugay Kopouaper coenm, MOHnHpan 6upxXy Meourarenn Wrbueany
Banon, docmasawa 2 nekapemeenu dosu = 0,70 pg/mm. Hporcuvanuu penmeeno - nosumisi sprepu na 90 w 100 e om oucmeactius Kpait;
buopazepaduat nonusep - do 180 onu cned ummnanmupane; kobanm-xpososa cnaac 16035, ocGeruna na cmpana 73w, Recoil: 5%,

Crwesgane: <1 %. Hosmmanno wanseane: 8 amm. Maxcumano naxseane: 14 atm (burst pressure).  Cosyecninioem na camemvpa: 317
L 30w 10-remvuen mpt onasiemup 4,00;

Bodau: 0.014" wau 0.36 ant. 6 knenrvuen cmpoese npu duaseempu 2,23-2,50; 8-xnemwuen npuy 2,75-3
duartempu 2,25; 2.50; 2,75; 3,00; 3,50 u 4,00 s, Swnorcunu 8; 12: 16: 20: 24; 28 32: 36 1 a’-’ﬂ.’-:.\r)
o [lonvanen Obpaszey No 7 — Ilenoso npediocenie.
o [lpunoscente Nol KoM yeHOBOMO HPEONONCENUE — 1A XAPHIICH § CACKIMPOUEN HOCUNEL,
KaTO CBUIMTE OTIrOBapPAT HAa M3HUCKBAHUATA HA BBIMOKHTE 110 CBHBPIKAHHE H T10 d)ODMEI.
Komucusita HalpaBHU MPOBEPKA 3a YHUCJIOBHU I'PELIKH B LCHOBOTO TMPEAJIOKCHHE H He KOHCTATHpa
TAaKHBA.
C orjie Ha rOperu3JyIONKEHOTO KOMHCHATA YCTAHOBH, Y€ LEHOBOTO MpeIOKeHne Ha yqyacTHHKa €
CLO6pa3€HO C U3HCKBAHHUATA HA BB3JIOAKUTENA U 3aKOHA H CJIe)iBa Jid Ce NPUEME 3a BAJIHIHO.

OITNe6 K()pﬂﬂ(lpﬂil MeOuKaMeHm U3TbU6AIR Cﬂ!eufﬂ(f{bpr}impwr Aeduravienm wxrvveany cmenm N lamepuan:
CoCr L605. [eeruna na enpama 63 pum (0,065xn wnu 0.0026"). Recoil: 3%. Cruwescune: 0,29%. Jerapemso: Sivolimus. Exenearennna
aAexapemaena dosa: 1,25 pug/mm?2 Hommep: 6uopazepadum u 6uocvevecmiuat Juzaiin: Rapid exchange, xudpuden — omcopena u sameopena
knema. Hovunanno nanaeane: 9 atm. Maxeusanno nanseane: 16 atm (burst pressure). Balloon aoverhang: = 0,5 aw: Bohueen duasenvp na
waghma: Hpoxcuniawren 1,91 Jlucmanen 2,7F; Ro maprepu: 2 — Inamuna + Hpuoun. [lnossaena ovtorcuna na kamenopa: 140 - 142 e,

2

Cwemecnuntocm na xamemvpa: 51 Bodau: 0.014" wnu 0.36 s Joancuna (mm): 8, 13, 16,19, 24, 29, 32, 37,40, 44, 48, Jluasemvp (mm):
20225 2.3, 275.3.0 3540, 45)
o [lonwanen Oopazey Ne 7 — [lenoso npeodnoscenie.
o [Ipunooicenue Nol KoM 1eHOB0MO BPEONOICEHUE — 11C XAPINICH U CACKMPONEH HOCUMEL.
KaTO ChUIMTE OTrOBAPAT HA H3UCKBAHUSATA HA BB3JIOKHTENS! 110 ChIbLKAHHE H 1O (popma.
KomucusaTa HanpaBu npoBepKa 3a YHCIOBH I'PELIKH B LEHOBOTO TPEATIOKEHHE H HE KOHCTATHPA
TaKHBA.
C ornen Ha ropenssoKEHOTO KOMHCHSTA yCTAHOBH, H¢ LEHOBOTO HMPEAJIOKECHHE HA YYACTHHKA €
CbOOPa3eHO C M3HCKBAHMATA HA BB3JIOXKUTEIISI 1 3aKOHA M CIICBA /1A CE IPHEME 3a BAJTHHO.

OITNe8 Bunonspen neitcune kamemnp 6e3 0aron 3a dsucuo cvpue KPUeKa u 3a neicupaine

Kamepama ((_'mc}ac)en Oa ocuayput HAQeNCHO Helicupane 1 VIAGANe Ha CHSHAI G axiepama 4pes JOCb 1IPes copia Npasia 6ena.
Hpeyusen konnpon Ges npexosepra mevpdocn. Onmizvanen konmpon npu svpmeie. sicounna 10 e Ha vaprepume wa nodcuieane npu

nocmacaneno. owiicuna — 110 ey, pasaep —SF, exexmpoono pascmosnne — | ea)
o [lonvanen Oopasey N 7 - Llenogo npedioicenie.
o [Ipunooicenue Nol KoM yeno6omo npeonoNcente — na Xapimnien i ereknponen nocume.l.
KaTo CHLUIMTE OTIOBAPAT HA H3HCKBAHMATA HA BB3JOKHTEN IO ChAbpskatiie u 1o Gopma.
Komucusita HanpaBu mpoBepka 3a YHCIOBH TPEHIKH B LCHOBOTO NPEIOKEHHE I HE KOHCTATHPA
TaKMBa.
C orren Ha ropeMsIoKEHOTO KOMHCHATA YCTAHOBH, U€ LICHOBOTO MPE/UIOKEHHE HA yIaCTHHKA €
cbOOPa3eHO C H3UCKBAHMSTA HA BB3JIOKUTENS M 3aKOHA 1 CIIG/IBA JIa CE [IPUEME 38 BAJIH/THO.

IIl. KomucuaTa, npeMHHA KbM AHAIN3 HA HAJUYHETO i HPEANOCTABKHTE 33 NPHJIATAHE HA
wia, 72, an.l or 30I1.



Pasnopendara na un. 72 or 3011 e HenpunoxnaMa, Thil kKaTo noazeHnTe oeprH 3a yqacTHe I10
oTAe/HuTe 000COOEHH MO3HLM B HpoLeaypara ca rno enHa. Topa 0OCTOATENCTBO € noApoOHO OIHCAHO B
Ipunosenne Nel bM HACTOSILUMS POTOKOJL.

1V. KomucHATA NPEMHHA KbM KJIACHPAHE HA YYACTHHLHTC 110 - HKOHOMU'ICCKH HAl-H3T0AHATA
oepTa, BL3 OCHOBA HA KPHTEPHS HAN-HHCKA NEHA, KAKTO CJaeABa noapoduo omHcaHo B
Hpunoxenne No2 KbM HACTOSIIHS NPOTOKOJL.

V. Ilo OI1 Ne9 H}Je.uonmup{m Koponapen cmenimn (Hpmmmm.fpmf Roponapel cmenm cpadin, niin candsu -
nepwvacoaesa cnosana u PTEE, deGenuna na emenma 0.3 am., npodpua na svpxa 0.024"; onmusaano wanscane 15 bar ATV RBP-16
bar/ATM, Hydyex noxpumue, duanemuvp - 2.8; 3.0; 3.5; 4.0; 4.8, dvnoicuna - 16, 19, 2631

HE € mojaZieHa HHUTO enHa odepra 3a yuyacTHe M KOMHCHATA npejiara no cwinara ja owbuae
npekparena npouenypara Ha ocHoBaHue wi. 110, an. 1, 7.1 or 3011

C rTopa Ha 12.03.2018 r., Ha3HaYeHATa OT BB3JOKHTENI KOMICHS HPHKIIOYH ¢BOsita padoTta 1o
pasriiexkane, OlleHKa U KIaCHPaHe Ha MOCThIIMIANTE oepTH B 0TkpiTa npoueaypa ¢ npeamer: "Jlocrabka
Ha cnelu(uuHl MEIUIMHCKH U3AENHUs! 32 MHBA3MBHA Kapauousoris 3a nysquite na MBAJL "JI-p Artanac
Hadosckn" AJL rp Kbpokanu". ;
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