HNPOTOKOIJI

Ne2

Ot peiiHoCcTTa HAa KOMMCHATA, Ha3HadeHa cbc 3amoBen Ne297 ot 29.06.2015r. Ha
Manpauutennus  mupextop Ha MBAJL | JI-p Aranac Hdagoscku” AJl — rp. Kvpmxamu 3a
pasryies/jiaHe, OLeHKa U KjlacupaHe Ha rnojaaeHuTe oepTH B OTKPHTA NPOLEaypa 3a Bb3jiaraHe Ha
obuiecTBeHa nopwuka ¢ npeamer: "Jlocrapka Ha cneudPHYHM MEAHLIMHCKH M3JIeNIMs 38 MHBa3MBHA
kapauosorus 3a nyxaure Ha MBAJL "[-p Aranac Hdagoscku” AJL rp. Kbpmwkanu", otkpura ¢
Pewenue Ne 240 or 02.06.2015r. Ha M3mbIHUTENHUSA AMPEKTOP HA J1eueOHOTO 3aBeeHHe.

Juec, 27.07.2015r., ot 10.00 yaca B 3ajmara Ha V erax B JieueOHOTO 3aBefeHHE CE IPOBENE
3acefaHle Ha KOMHCHATA, HazHaveHa che Janosen Ne297 or 29.06.2015r. Ha M3nbaHUTENHUSA
nupekrop Ha MBAJIL | JI-p Atanac [lagoscku” AJl — rp. Ksppkanu, B ChCTas:

Ipeoceoamen: n-p Emunus CtaBpesa — Jiekap KapaAHOJIOrHs,
Ynenoge:
1. n-p Kamypan Mecran — nexkap xapauosioris;,
- m.(. Becena MoMumiioBa — pbKOBOAMTEN OONHUYHA aNTEKa;
. Jlanuena Illykanaposa — TeXHHYECKH OPraHH3aTOP B MHBA3MBHA 1a00paTOPHS,
. Cuesxana Kaparbo3osa — nkoHomuct Ol
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. 3naTnana KHPHJIOB& — HaYaJHUK CKJIaa MeAULIHHCKHA H3OCTHs,

S W

. Uan Pobos - ropucr;

Ha 3acenanueto MPUCHCTBAXA BCHYKH YJICHOBC Ha KOMHCHATA.

I. KoMucHsiTa npemMHHa KbM MPOBEPKa HAa CbOTBETCTBUETO HA YYACTHHLMTE C KPUTEPHHTE 3a
noabop B ChOTBETCTBHE C H3UCKBAHUATA HA BB3JIOKHUTENS, TIOCOYEHH B 00ABATA U IOKYMEHTALMATA
3a ydacTue B 0OLIECTBEHATA MOPBUKA H OTPa3u koHcTaTauuuTe B IIpunoxenne Nel kbM HacTOSLIHS

POTOKOJI.
Komucusita peuy a JOMYCHE JIO Pa3riex/aHe Ha TEXHUYECKHTE TNPEUIOKEHHS CIe/HUTE

YUYaCTHHILH B npoueaypara 1rno cjJeanuTe ro3niHn:

"MAKME/" OO/, rp.Codus — OIl NeNel, 2, 3, 4,5, 6,7, 8, 12, 13, 14 u 23;
"HOBE MEJMKBJ TPEHI" O0JI, Codusi — OTI NeNe9, 10 u 11;

"EKOC MEJUKA" OO — OI1 NeNelS, 16, 17 u 18;

"Mapumnexc - 7" EOO/ — OII Nel 1.

II. Cien n3BBPIIBAHE HA FOPEOITHCAHOTO, BbB BPB3Ka C HEYCTAHOBSBAHE HA HECHOTBETCTBU
C KpHTEPUHUTE 32 M0J00p, KOMMCHSATA PELIH Ja NPeMHHE KbM CIIeBAlMs eTan OT cBosta paboTa, a
UMEHHO pasrjexaaHe i OLEHKa 3a CHOTBETCTBHETO HA MPEACTABEHOTO TEXHUYECKO MPENJIOKEHHE.
KomucusTa koHCTATHPA!

"MAKMET" OO/, rp.Codus.
Qbocodena noyzipus Nel Huepmen koponapen cmenm. Mamepuai: Hepvacoaema cmomana
361 L, mpemupana ¢ kucropoouu ionn, Jlusain: uocweMecmim, 0€3 Gbiuiho ROKpumite, ¢ MHo2o
Qobpa paduaina 30pasund Wecn NPbCMEHd HA CeeMeiin i SbEKACOC Mpu CRUPAING odopyent
spw3ku; Jleberuna na cmpama: 0.0045'; Recoil: 1,4%,; Cvenmecmumocm na xamemupa: 3k, 61 3a
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1.5 mm; Hovunaano nansizane: 7 atm; Maxcusamno nansieane: 16 atm; Jleberuna na éooaua: 0.115
mn (0.0045"; Jvancuna (mm): 9, 14, 18, 23, 28, 36; Juamemvp (mm): 3.0, 3.50, 4.0, 4.50.

YyacTHUKBT B TeXHHUecKkaTa cu odepra — OOpazen Nel2 e mpeaonui CpoK 3a H3MbJAHEHHE
Ha JOCTABKHTE, CPOK 3a Pa3sCPOUEHO MalllaHe M OCTAThYEH CPOK HA TOJHOCT Ha o(epupaHuTe
MEJIMLIMHCKH H3/1eJIMs OTTOBAPSIIIH HA MUHUMAJHUTE H3UCKBAHUS Ha BB3JIOKHTEJIS.

[TpencTaBeHOTO TEXHUYECKO MPEATOKEHHE ChbOTBETCTBA HA M3MCKBAHMATA HA TEXHHYECKaTa
crienuUKaIHs KbM JIOKYMEHTALIUATA 33 Y4acTHE B MPOLIEypaTa.

Y4acTHUKBT Ce JI0NyCKa 70 OLleHKa Ha TEXHHUYeckaTa odepra.

Obocodena noysuyun No2 Huepmen koponapen cmenm. Mamepuan: Hepvoicdaesma cmosiana
361 L, mpemupana ¢ kuciopoonu tionu; J{usaiin: ouocvemecmim, 0e3 oHULHO NOKpunie, ¢ M1H020
Q00pa pacuainda 30pasuna nem NPLCMena nd CeMenm u Sb6KAoCH J6e CHUPAINO OopyeHi
spo3ku,  Jeoenuna na cmpama: 0.0037"; Recoil: 1%; Cvsmecmumocm na Kamemvpa: SF;
Homunanno nansieane: 8 atm; Maxcumanno nanseane: 16 atm; /lebeauna na éodaua: 0.094 mm
(0.0037"); Hwaocuna (mm): 9, 14, 19, 23,28, /luamemvp (mm): 2.0, 2.23, 2.50, 2.75.

YyacTHUKBT B TexHH4eckaTa cu odepra — Obpazent Nel2 e npe/uioiKuil CpoK 3a H3MbJIHEHHE
Ha JIOCTABKHMTE, CPOK 3a PasCpPOUEHO MallaHe W OCTAThYEH CPOK HAa TOJHOCT Ha odepupaHiTe
MEIMLIMHCKH HU3JIEeIHsl OTroBapsiiii Ha MUHHMAHUTE M3UCKBAHUSI HA BBH3JIOIKUTENIA,

[IpencTaBeHOTO TEXHUYECKO MPEJUIOKEHUEe ChOTBETCTBA HA H3MCKBAHUATA HA TEXHHUYECKATA
crielu(uKanms KbM JIOKYMEHTALUATA 3a y4acTHe B IPOLeypaTa.

Y4acTHHKBT Ce J0MyCKa 10 OLICHKA Ha TeXHU4YeckaTa ojepra.

Obocobena noysuyus Ne3 MeaukaMeHT - H3nbuBanl cTent. Martepuai: HepbhikiaeMa CToMaHa
316 [, Meouxamenm: Simvastatin; Tokpumuemo nossoassa usivyeanemo na 40 % om
amedukavenma 0o 20 - must Oen om usnaanmupaneno my u na oxono 90% na 60 - mus den om
wsmaanmupanemo. Jusaim: P35 OuocheMecmum nOIUMEp, SUCOKA paouaind 30pasunda  wecn
HpBCMeENa Ha Cearenm, ONINYNO YHPAGICHUe U 2bERAGOCH MpPU CRUPAIHO OOpMe GPb3KI;
JeGenuna na cmpama: 0.0045"; Recoil: 1,4%; Crvcasane: 1%, Cvemecmumocm na kamemuvpa: I,
61 3a 4,5 mm; Hosunanno nansizane: 8 atm, Maxcumaino nanseane: 16 atm; Jlebenuna na 600aud.
0.115 mm (0.0045"); Jlvancunaimm): 9, 14, 18, 23, 28, 36, [Llupuna: (mm): 3.0, 3.50, 4.0, 4.50.

VyacTHUKBT B TexHHYeckara cu oepra — Obpaszen Nel2 e npeutokul CPoK 3a U3IIbJIHEHUE
Ha JIOCTABKHTE, CPOK 33 Pa3CpPOueHO IMJIallaHe M OCTAThYCH CPOK HA FOIHOCT Ha O(epupaHuTe
MEIUITMHCKH U3IEMHs OTTOBAPSIIN HA MHHUMATHHTE H3UCKBAHHSI HA Bb3JIOIKHUTEIS.

TTpecTaBeHOTO TEXHHYECKO NPEeUIOKEHHE ChOTBETCTBA HA M3MCKBAHMATA HA TEXHHYECKATa
crier(pUKaLUs KbM A0KYMEHTALMATA 32 y4aCTHE B MPOLIEAypaTa.

Y4acTHHKBT Ce JIONyCKa 10 OLEHKA Ha TeXHHYecKaTa odepra.

Odvocodena noyzuyust Nod Meouxavenm - usivusany cmenm. Mamepuan: nepwicodaema
cmomana 316 L, Meouxanenm: Simvastating Hokpunuiemo nossonsea usivusanemo na 40 % om
aeoukavenmea 00 20 - mus Oen om ummianmupanemo my u na okonro 90% na 60 - mus oen om
wmaanmupanemo. Jluzaim: P35 Guocwveyecmun noaumep, GUCOKA paouaind  30pasunda e
npuLemena na cezyenn, OMINYHO YAPAGICHUE U 2bGKUBOCH! 06e CHUPAINO Ofopyent 6Pb3Ki;
JleGenuna na empama: 0.0043"; Recoil: 1%; Ckvessane: 1.2%; Coexechusocm na kamemvpa: 1

Honmnanno nansieane: 8 atm; Maxcuvanno nanseane: 16 atm; Jledoeauna na eodava:0.094 mm
(0.0037"); Jwnocunaimm): 9, 14, 19, 23, 28, 36, Hupuna: (mm): 2.0, 2.25, 2.50, 2.75;

V4acTHUKBT B TexHuueckara cu ofepra — Obpazen Nel2 e mpennoxui Cpok 3a U3MbIHEHHE
HA JOCTABKHTE, CPOK 3a PAsCPOYuEHO TMJIallaHe W OCTAThYeH CPOK HAa TOMHOCT Ha OpepupaHuTe
MEIMITMHCKH H3/1eJIHs OTTOBAPSIIM HA MUHUMATHUTE U3MCKBAHHUsl HA BH3JIOKHTEIS.

[TpencTaBeHoTo TEXHUYECKO MPEUIOKEHHE ChOTBETCTBA HA M3UCKBAHMATA HA TEXHUYECKATA
crienpUKaLUs KbM JOKYMEHTAIMATA 32 y4aCcTHE B MPOLUEIypaTa.

YHaCTHHKBT Ce J0MycKa /IO OLEHKa Ha TeXHH4eckara odepra.
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Qoocodena noysuyun No5 Henokpum memanen cmenm. Mamepuan: nepvoicoaesa cnmomanda
316 L; Jluzain: omeopena kiemxa, meghnono6o nokpumue nda  NPOKCUMATHUS  KAMEmvp,
usknovumenno 2veras mamepuan 900 Mn — 6,09 PSI u xudpoghuino nokpumie 3a nooodpeno
ynpaeaenue; wecm npvemena na ceemenm ;| Bpux: nucvk npoghun na nasnusane 0.017", 2 mm
oviicuna; Jleoenuna na cmpama:  0.0049"; Recoil: 1,4%, Crkvcasane: 1%, Cwvemecmustocm na
kamemvpa. Sk, 61" 3a 4,5 mm; Kpocune npoun: 0.0038 - 0.041";" Homunaimo nanseane: 8 atm;
Marxcunanno nansieane: 16 atm, J{e6enuna na sooava: 0.115 mm (0.0045"); Jwwwcuna (mm): 9, 14,
18, 23, 28, 36; Hlupuna: (mm): 3.0, 3.50, 4.0, 4.50.

Y4acTHUKBT B TexHU4ecKaTa cu ofepra — Obpazen Nel2 e npeuioskuil Cpok 3a U3MbJIHEHHE
Ha JIOCTaBKHTE, CPOK 3a pa3CPOYEHO MUIalllaHe M OCTaThueH CPOK HA TOAHOCT Ha oQepupaHHTe
MEIMLIMHCKH H3/1eJIHsA OTrOBapALd Ha MUHUMAJTHUTE H3HCKBAHNS HA Bb3JIOKUTEI.

[IpeacraBeHOTO TEXHUYECKO NPEUIOKEHHE ChOTBETCTBA HA M3MCKBAHUATA HA TEXHHUYECKaTa
cietMUKaLMs KbM AOKYMEHTAIMATA 38 YHACTHUE B MPOLIEypaTa.

Y4acTHHKBT Ce JIONYyCKa 10 OLEHKA Ha TeXHUUYeckaTa odepra.

Qoocodena noyszuyus No6 Henokpum semanen cmenm. Mamepuan: nepvicoaema cmomana
316 L; Jlusaim:omeopena rkinemxa, mepaonoso nokpumiue Hd  HPOKCUMINUS  KAMenvp,
uskmoyumenno evexkas smamepuanl 000 Mn = 6,84 PSI u xudpoghuino noxpumue 3a noooopeno
yHpasienue,; nem npvemena na ceemenm Bpwux: mucvk npochun na nacmane 0.017", 2 mm
ovaancuna, Jledenuna na cmpama: 0.0045"; Recoil: < 1%, Crvesieane. 1.2%,; Cwemecmumocm na
kamemvpa.:SF; Kpocune npoghun: 0.0034 - 0.038" Homunaumo nanseane: 8 atm; Maxcumaino
nansieane: 16 atm; Jlebeauna na eooaua:0.094 mm (0.0037"); /lvancuna (mm):9, 14, 19,23,28;
Hlupuna: (mm): 2.0, 2.25, 2.50, 2.75;

YuacTHHKBT B TexHH4eckata cu odepra — O0pazent Nel2 e npeanokun cpok 3a U3MbJIHEHHE
Ha JIOCTAaBKHUTE, CPOK 3a PA3CPOYEHO TJIAllaHE M OCTaThbueH CPOK Ha rOJIHOCT Ha odepupaHuTe
MEIMLIMHCKH M3JIeJTHsI OTrOBAPSIIH HA MUHUMAJIHUTE H3HCKBAHMS HA BH3JIOKHUTENS.

[IpencraBeHOTO TEXHUYECKO MPeUIoKEeHHEe CbOTBETCTBA HA M3MCKBAHMATA HA TEXHHUYECKATA
crieiM(puKanms KbM JIOKYMEHTALMSTA 32 y4acTHe B IIPOLEAypaTa.

Y4aCTHHKBT Ce JI0NYCKa JI0 OLEHKA Ha TeXHH4Yeckara odepra.

Obocobena noyzuyuss No7 Meduxamenm - uzivusauy cmenm. Mamepuan: nepvocoaema
cmomana 316 L, Meduxavenm: Paclitaxel; Tokpumuemo nozeonsea uzivueanemo na 80% om
meduxamenma 60 Oonu cred ummianmupanemo. Jusaim: P5 onocvemecmum nonumep, 6uCOKda
paouaind 30pasund wecm HPbLCMeHd Ha  CeeMenn, OmIUYNO YHPAsieHue i 2ueKasocm mpu
chupanno  ohopmenu epwsku;, Omeopena cmpykmypa, Jledemma na cmpama0.0049"; Recoil:
< 1,4%,; Crweasane: 1%,; Cvemecmumocm na kamemspa. 3k, 6F 3a 4,5 mm; Hoamunanmo nanseane:
8 atm; Marxcumanno nansieane: 16 atm, Jledeauna na eooava.0.115 mm (0.0045"; [[eaxncuna (mm):
9, 14, 18,19, 23, 28, 36, Llupuna: (mm):3.0, 3.50, 4.0, 4.5.

YuacTHUKBT B TexHudeckata cu odepra — Obpasew Nel2 e npeusioxkus cpok 3a H3IIbIHEHHE
Ha JIOCTaBKUTE, CPOK 3a Pa3CPOYEHO IJ1aliaHe M OCTaTbhbUeH CPOK Ha FOJHOCT Ha odepHpaHuTe
MEJMLIMHCKH M3JIE/THsI OTTOBAPSIIIM HA MUHUMAJIHUTE U3UCKBAHUSA HA BB3JIOAKHUTEIS,

[IpencTaBeHOTO TEXHUYECKO MPEIOKEHHE ChOTBETCTBA HA M3MCKBAHMATA HA TEXHUUYECKATA
crietu(UKalus KbM JOKYMEHTALMATA 32 YHaCTHE B [IPOLIE/ypaTa.

Y4acTHUKDLT Ce AONYCKa [0 OLIEHKa Ha TeXHHUecKaTa odepra.

Oobocodena noyszuyus No§8 Meouxkanvenm - wusivusawy cmenm. Mamepuan: nepwvocoaesa
cmoyana 316 L, Meouxawenm: Paclitaxel; [lokpumuemo nossoasiea usnvusanemo na 80% om
meoukavenma 60 Omu cred ummaanmupanemo. J{usaim: P35 6uocvemecmum noiumep, GUCOKA
paduanid 30pasunda nem HPLCMend Ha CecMenm, OMINYHO YAPAGIeHIe I 2b6RAGOCH 06¢ CHUPINO
ohopmenu  épw3ku; Omeopena cmpykmypa, Jlebeauna na cmpama: 0.0045"; Recoil: < 1%;
Crwesisane: 1.2%,; Cwevecmumocm na kamemuvpa: 3157 Homunanno nanseane: 8 atm; Marxcumanno
nanseane: 16 atm; J{ebenuna na cooaua: 0.094 mm (0.0037"); Jlvaocuna (mm): 9, 14, 19, 23, 28,36,
Hlupuna: (mm): 2.0, 2.25, 2.50, 2.75.
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YuactHUKBT B TexHu4eckata cu odepra — OOpazery Nel2 e npenokun Cpok 3a H3IIbIHEHHE
Ha JIOCTABKMTE, CPOK 3a Pa3CpPOYEHO MJallaHe U OCTATbYeH CPOK HA TOJHOCT Ha odepupaHuTe
MCIHIIMHCKH HU3CJIHA OTrOBapSIl.L{I-’I Ha MUHHUMAJIHUTE U3HMCKBAHHUSA HA BB3JIOHKHUTEIIA.

[pencraBeHOTO TEXHUYECKO MPEUIOKEeHHEe ChOTBETCTBA HA M3MCKBAHMATA HA TEXHHYECKATa
cretMuKaLus KbM JIOKYMEHTALUATA 33 YHACTHE B POLIEyPaTa.

YYacTHHKBT Ce JIONYCKA JI0 OLIEHKA Ha TeXHH4YeckaTa ojepra.

Odocodena noysuyus Ne12 Koponapen medukamvenm uzivusany cmenm Mamepuan: CoCr
L605. Jlebenuna na cmpama 65 um (0,065um unu 0.0026%). Recoil: < 3%. Crveasane: ~0,29%.
Jexapemeo: Sirolimus. Fxeusanenmua rexapemesena oosa: 1,25 ug/mm?2 [lommep: ouopasepaoum u
ouocvemecmum. Jusain: Rapid exchange, xuopuden — omsopena u samsopena kiemxd. Hovunaino
nansieane: 9 atm. Makcumanno nanseane: 16 atm (burst pressure). Balloon overhang: ~ 0,5 yw;
Buuwen ouavemnvp na waghma: lpoxcumanen 1,9F Jlucmanen 2,71 Ro mapkepu: 2 Hiamuna
Hpuouir.  Hznnoszeaema ovmcuna na kamemuvpa: 140 cu. Cveyecmumocm na kamemvpa: St
Booau: 0.014° wmne 0.36 vum. Jwaocuna (mm): 8, 13, 16, 19, 24, 29, 32, 37, 40. /[uanenmvp (mm): 2.0,
225,28 273 40,55, 40, 4.4

YyacTHUKBT B TeXHHUecKkaTa ci odepra — Obpaszen Nel2 e npeanoskun Cpok 3a U3MbJIHEHHE
Ha JIOCTABKHTE, CPOK 3a Pa3CPOYEHO IUIAIAHE H OCTATh4YeH CPOK HA TOJHOCT Ha opepupaHuTe
METULIMHCKH M3EJIUs OTrOBaPsIIIM HA MUHHMATHUTE H3UCKBAHUS HA BH3JIOXKHTEIS.

[TpeacTaBeHOTO TEXHHYECKO NPEUIOAKEeHHe ChbOTBETCTBA HAa M3MCKBAHMATA HA TEXHHYECKATA
crieun(pUKaLMs KbM JJOKYMEHTALMATA 33 y4acTHE B POLEaypaTa.

Y4acTHHKBT Ce JI0MyCKa 10 OlIeHKa Ha TeXHHYeckaTa odepTa.

Oéocodena noyzius Nel3 Mamepuan: CoCr 1.6035. Jlebenuna na cmenama 65 pm (0,065mm
wie 0.0026"). Recoil: ~3%. Cpeduna sacyéa (mean foreshortening). 0,29%. Jlusaim: Rapid
exchange, xubpuden — omeopena u sameopend kiemra. Homunanmo nanseane. 9 atm. Marxcumeaino
nansieane: 16 atm (burst pressure). Balloon overhang: 0,5 mm. Buuuten ouamvenvp na wagma:
[Ipokcumanen 1,9F Jlucmanen2, 7l Ro mapkepu: 2 — [Inamuna / Upuouit. H3nroseaema ovacuna
na kamemuvpa: 140 ey Cusmecmunocm na kamemvpa: 51 Booau: 0.014" wne 0.36 v, J[wiocuna
(mm): 8, 13, 16, 19, 24, 29, 32, 37 u 40. J[uamemvp (mm). 2.5, 2.75, 3.0, 3.5, 4.0, 4.5.

YuacTHUKBT B TexHudeckara cu oepra — Obpazeun Nel2 e npezuiosKu Cpok 3a U3MbJIHEHHE
Ha JOCTABKHTE, CPOK 3a PA3CPOUYEHO IIAIAHE W OCTAThYEH CPOK Ha TOAHOCT Ha O(epupaHuTe
MEMLIMHCKH M3JIEJIHs OTTOBAPSIIIH HA MUHUMAJIHUTE H3UCKBAHNS HA Bb3JIOMKHTEJIS,

[IpencraBeHOTO TEXHHYECKO MPEJIoKeHHe ChOTBETCTBA HA W3UCKBAHMSTA HA TEXHHYECKATA
crienr(pUKalus KbM J0OKYMEHTALMATA 32 Y4aCTHE B NPOLIEAypaTa.

Y4acTHUKBT C€ HOMYyCKa 10 OLEHKA Ha TeXHHYecKaTa oepTa.

Obocodena noysuyus Nol4 Koponapen smeouxanenm uzinvueany cmenm Mamepuan: CoCr
L605. Jlebenuma na cmpama 65 pm (0,065xm wan 0.0026"). Recoil: < 3%. Crvessane: < 0,29%.
Jexapemeo: Sirolimus. Fxeusarenmua nexapemesena 0o3a: 1,25 ug/mm2 Hoaumep: ouopasepaou u
duocvemecmunm. Jlusaiin: Rapid exchange, xubpuoen — omeopena u 3ameopena kiemia. Hoxunanno
nansieane: 9 atm. Maxcumanno nanseane: 16 atm (burst pressure). Balloon overhang: < 0,5 mwm;
Buruen ouavemvp na wapma: Hpoxcumanen 1,91 Jlucmanen 2,717 Ro maprepu: 2 — [Iiamuna

Hpuouir. Hznnoseaema Ovracuna na kamemupa: 140 - 142 ey, Coemecmunocm na kamemvpa: S,
Booau: 0.013* i 0.36 xiar. Jwiicuna (mm): 8, 13,16, 19, 24,729,732, 37,40, 44,48 uaviemsp
mm): 2.0, 2.25, 2.5, 2,73, 3.0, 3.5, 4.0, 4.5

YuacTHHKBT B TexHHYeckara cu opepra — OOpazen Nel2 e npejuioxuil CpoK 3a U3ITbJIHEHHE
Ha JIOCTABKHTE, CPOK 3a Pa3CPOYEHO MJAlaHe M OCTATBYEH CPOK HA TOJHOCT Ha odepupaHuTe
MEAMLIHHCKH U3MEJIMsl OTTOBAPSILIM HAa MHHUMATHUTE H3UCKBAHHS HA BH3JIOYKHTEIIS.

[IpeAcTaBEHOTO TEXHHYECKO MPENTIOKEHHE ChOTBETCTBA HA M3UCKBAHMATA HA TEXHHYECKATA
crienudUKalrs KbM JOKYMEHTALMATA 34 y4acTHe B [IPOLIEypaTa.

Y4acTHHKBT CE JIOTYCKa JI0 OlleHKa Ha TeXHHuecKkaTa odepra.



Qbocodena noysuyust No23 Bunoasipen neiicune kamemuvp 6e3 6anon 3a OAcHo cupije KpusKd
u 3a neicupane 6 kavepama. Cv3oaden Oa ocuypu HaoexNcHo Relcupane u YiassiHe Ha cuenaii 6
Kaaxepama upez 00Cmvh npe3 Q0NN 6eHA Kasd.

[peyusen xoumpon 6e3 npexomepna mevpoocm. Onmumaien KOnmpoi Hpu . bpmene.
Jwabouuna 10 eym. Ha mapkepume 3a nodcunéane npu nocmaganeno. ovaxcunda — 110 ey, pasmep
I, enekmpoono pazcmosnue — [ cm.

Y4yacTHUKBT B TeXHHYecKaTa cH odepra — Obpasen Nel2 e npeyiosuii CpoK 3a U3MIbIHEHHE
Ha JIOCTABKHTE, CPOK 3a Pa3CpPOYEHO MIA@HE M OCTAThYEH CPOK HA TOJHOCT Ha o(epupaHuTe
MEeIMLIMHCKH W3JIeJIHsI OTTOBapsIIM HA MUHHMAJTHUTE U3UCKBAHUS HA BB3JIOKHTESL.

[IpencraBeHOTO TEXHHUECKO MPEUIOKEHHE ChOTBETCTBA HA M3MCKBAHMATA HA TEXHHYECKATA
crieluKaMsa KbM JIOKYMEHTALMATA 34 y4acTHE B TPoLieypaTa.

YUacTHHKBT Ce IOTYCKa JI0 OLIEHKA HA TeXHH4eckara odepra.

"HOBE MEJUKBJ TPEU/L" OO/, Codus

Oobocobena noysuyus No9 Mamepuan: Carbon-lon  stainless  steel,  /lusaim:omeopena
knemra; Jebeauna na  cmpama 110 pv; Kpocune  npocpun:  111.05 mm; Jlexapemeso:
Panarunpun/Sirolimus’; I'xeusanenmua nexapemeena 0osa: 2,0 ug/mm, Juszaim: Rapid exchange,
Honumep: duopasepadus 3a nepuod om wecm ceornyu; MRI coemecmunocm — paramagnetic;
Jlebenuna na noxpumuemo.:npudausumenno 5 py, Cvomnoutenue Meman/Apmepus - 13%-15%;
Homunanno nanseane: 6 - 7 atm. Maxcumanno nanseane: 14 -16 atm (burst pressure); Bonuen
onamenep na wagpma: lpoxcumanen 2.1 F Jlucmanen 2,6 Iy Cveymecmusocm na kamenrepa: Sk.
Booau: 0.014°; Jlvancuna (mm):10, 14, 18, 24, 28, 34, 38. Jluamemsp (mm): 2.5, 2.75, 3.00, 3.25,
3.50, 4.00, 4.50, 5.00;

VyacTHUKDBT B TexHudeckara cu ofepra — OBpasen Nel2 e npeioskin Cpok 3a H3MbIHEHHE
HA JIOCTABKMTE, CPOK 3a Pa3CPOuEHO IUIALAHE M OCTAThYEH CPOK Ha FOAHOCT Ha o(epupaHnTe
MEIHIIMHCKH M3/eJIMs OTrOBAPAIIH HA MUHUMAJIHHTE H3UCKBAHMS HA BB3JIOMKUTEIS.

T[IpencTaBeHOTO TEXHUYECKO MPEIIONKEHHE ChOTBETCTBA HA M3HCKBAHMSTA HA TEXHHYECKATA
criequMKaLis KbM JOKYMEHTALUATA 3 y4acTHe B IIPOLCIypaTa.

YUacTHUKBT CE IOMNYCKa 0 OLEHKa Ha TeXHu4Yeckara odepra.

Odocodena noysuyust Nol10 Mamepuan: CoCr . Jledeauna na cmpama 0,065mn. [usain na
wuemiama - semi-open; MRI cvesecmumocm — paramagnetic; Coeaecmumocm na kamemopa: 17
Jlusaiin: Rapid exchange; banon:semi-compliant; loxesna owviicuna na sooava: 1415 ymm;Booau:
0.014";Boruten ouamemwp na wagpma: Ipoxcumanen 2,11 Jlucmanen 2,6 F;/[vincuna  npu
Quamvemvp 0o 3.00 (mm):8,12,16,19,24,28,34,38,/[vixncuna npu  ouamenvp nao 3.00 (mm) -
10,14,18,24,28,34,38; Jfuamemep (mm): 2.00;2.25;2.50,2.75,3.00,3.50,4.00

YuacTHHKBT B TexHuueckara cu odepra — Obpasen Nel2 e npenioxui Cpok 3a U3MbIHEHUE
Ha JOCTABKHUTE, CPOK 3a PA3CPOuEHO IUIALAHE M OCTAThueH CPOK HA TOJHOCT HA O(pepHpaHuTe
MEIULIMHCKH M3/eJIHsI OTTOBapsilii Ha MUHUMAJTHUTE U3MCKBAHHUsI HA BB3JIOKUTEJIA.

[TpescTaBeHOTO TEXHHMYECKO NPEJUIOKEHHE ChOTBETCTBA HA M3MCKBAHMATA HA TEXHHYECKATA
crienM(pUKaKs KbM IOKYMEHTAIHATA 34 y4aCTHE B MPOLEypaTa.

YYaCTHHUKBT C€ JOIYCKa 0 OLIEHKA Ha TeXHHueckaTa odepTa.

Obocovena noysuytiss Nol1 DBM - xeduranernmn - wreygany 0aion ¢ akmiGHo aoxXe3usHo
sewgecmeo Paclitaxel u excyunuenm BTHC (n - aymun - mpu n - xexcun yumpam). Cvomuoutente
Paclitaxel kvv BTHC - 90/10. Omoensme na Paclitaxel 2,5 pgrmm?. P1CA Kamenrvp Rapid
Fxchange, cooay 0,014'. Xudpoguano nokpumue na uacmma RX. Yecmoma na noxkpumue na
Ganona ¢ meoukavenm: 99,0 %. Homunanno nanseane 6 bar - 16 bar. Paduousomonnu u susyaini
sapxepu (Pt - Ir). Juavemvp (mm): 1,50; 2,00; 2,25; 2,50; 2,75; 3,00; 3,25; 3,50; 4,00; /[vixcuna
(mm): 10, 15, 20, 25, 30, 35, 40;



YyacTHUKBT B Texuudeckara cu odepra — Obpaszery Nel2 e npe/uiokuin Cpok 3a H3IbJIHEHHE
Ha JIOCTABKMTE, CPOK 3a Pa3CPOHEHO MJAlIAHE W OCTaThYEH CPOK HA TOAHOCT Ha O(epupaHuTe
MEeULIMHCKH U3AEIHs OTroBapsaiii Ha MMHMMATHHTE H3HCKBAHHS HA BL3JIOKHTEIS.

[TpencTaBeHOTO TEXHHYECKO MPEIJIOKeHHEe ChbOTBETCTBA HA M3MCKBAHMATA HA TEXHHYECKATa
crienu(puKanus KbM TOKYMEHTALUATA 32 Y4aCTHE B NPOLIEAypaTa.

Y4acTHUKBT €€ JOTMYCKa /10 OLIEHKA Ha TeXHUUYecKaTa ofepra.

"EKOC MEJAUKA'" OO/, rp.Codus

Obocodena noysuyust Nel5 Mamepuan na cmenma, J[usain na giemikama — 3ameopend
Kiemka ¢ 060HNO cevpisamya cucmemd. [llecm krenvuen cmpoedic. /ledenuna na cmpamosema 80
unm. Penmeenonoeuyna suoumocm - ymepena. Ipogun na npesunasane 0.038"". Bxooen npoghii -
0.017". Xuopoghuano noxpumue “M Coat” na ewpxa u oucmannus wagm. Monmupan 6vpxy
noceuya cucmema cwxe creonama xapakmepucmuxa: Hypotube mexnono2ust na RPOKCUMAINUA Kpdit.
Jluemaana  vacm om  noauamuo.  Juavemsp na  oucmamama  wacm 2.6 I J{uavempu:
2.0,2.25,2.5/3.0/3.5/4.0.

YuyacTHUKBLT B TexHuueckata cu odepra — Odpasen Nel2 € npeanoskuii CPoK 3a U3IMbJIHEHHE
Ha HOCTABKHTE, CPOK 3a Pa3CPOYEHO IUIAlAHE H OCTaTh4eH CPOK HA TOAHOCT Ha odepupanute
MEIMLIMHCKH H3/1e1s OTroBapsilid Ha MUHUMAJIHUTE H3MCKBAHHSI HA BBH3JIOKHTEIA,

ITpecTaBeHOTO TEXHUYECKO NPEJUIoKEeHHe ChOTBETCTBA HAa M3UCKBAHMATA HA TEXHHUYECKATa
crienu(UKais KbM AOKYMEHTAIHATA 38 y4acTHe B NPOLEypaTa.

Y4acTHUKBT Ce J0MyCKa J0 OLIEHKA Ha TeXHUYecKaTa oepTa.

Obocobena noysuyuss Ne16 S-cmenm om nepuicoaema cmomMand ~-Keaopamuyen IHK-Ou3aii
mun "omeopena Kiemxa",ROKpUN  AGIYMUNAINO ¢ Pe30poupyeM  OUOROIUMEP-NOMUIAKRMUIC
kucenuna/PLA/ ¢ aexapemeen azenm-buonumye A9 monmupan e/xy — Nagare® naamdpopma’3
naacmos  oaion  om  uaiion/, nokpuma ¢ xuopoghunen  M-xoym,curtkonoeéa  HpoKcumMainda i
xuopohunna oucmanna vacm,uznonzeaema Oviicund - 145 cyu. Cmenm ouamenvp - 2.25-2.5-2.75-
3.0-3.5-4.0,0vancunu 8-14-18-24-18, npohun-0,042" /0,044"

VyacTHHKBT B Texiudeckara cu opepra — OOpazen Nel2 e npeanoxui CpoK 3a U3NbJIHEHHE
Ha JOCTABKMTE, CPOK 3a Pa3CPOUEHO JIALIAHE M OCTAThUEH CPOK HA TOAHOCT Ha O(epHpaHuTe
MEIMLIMHCKH U3JIENTHST OTTOBapsLIY HA MUHUMAJTHUTE H3UCKBAHUS HA BB3JIOKHUTEIA.

T[TpencTaBeHoOTO TEXHHYECKO NPEUIOKEHNE ChOTBETCTBA HA M3HCKBAHMATA HA TEXHHYECKATa
crienUKALIHA KbM JIOKYMEHTALUATA 33 y4acTHe B PpoLeypaTa.

YUaCTHHKBT C€ JI0NyCKa JI0 OlIeHKa Ha TexHuueckaTa odepra.

Odocodena noysuyus Nel7 Jlexapemeo usivusdiy koponapen cmenm ,HOKPUm aoyMunaino
¢ epaduenmen pezopoupyem Konouumep-noaiakmuyna kucemma/ PLLA/, ouopasmpaous do 120
onu, ¢ nexapemeen azenm-Cuponumyc , 6asupan ¢/xy Kanave cmenm om CoCr 605, xomozenna
ceomempust mun "open cell”, 80u dedemina na cmpamoseme, yoooen 3a Ouyprayuonn aeu,
Kkaven 6/'xy niamgpopya Ryujeen shaft , RX nopm na 25¢m om 6vpxa, ¢ xuopoguano nokpumue M-
coat 11 u pasmepu  9-12-15-18-24-28-30-33cm , duavempu 2.3-2,75-3,0-3,5-4,0 ,cvemecmin ¢ 6@
cooeny kamemvp npu "kuccune” mexuura

VyacTHUKBT B TexHuueckata cu odepra — Odpazerr Nel2 e npeayioxuil CPoK 3a H3IMbJIHEHUE

HA JOCTABKHTE, CPOK 3a Pa3CPOYEHO MIAllaHe M OCTAThYEH CPOK Ha IOJHOCT Ha obepupaHuTe
'MEAMLUHCKH M3Je/IHs OTroBapsid HAa MHHUMAJIHUTE H3HCKBAHNS Ha BB3JIOKHTENS.

[IpescTaBeHOTO TEXHHYECKO MPE/IOKEHNE CHOTBETCTBA HA M3HCKBAHMSTA HA TEXHHIECKATA
criennUKaLKs KbM JOKYMEHTAIMATA 38 yJaCTHe B IPOLIEaypaTa.

Y4QCTHUKBT C€ J0MYyCKa JI0 OLEHKa Ha TexHH4eckaTa odepra.

Obocobena noysuyus Nel8 Mamepuan - CoCr 605 om noso noxoiemue, XoMO2eHHd
ceomempusn mun"open cell” 80u oedeauna na cmpamosenme, yooben 3a Ouyprayuonnu aesu,
kaven ¢/xy maampopma Ryujeen shaft , ¢ noso noxonenue xuopoguno noxpumue M-coat 11 u
pasmepu 9-12-15-18-24-28 ouanempu 2,5-2,75-3,0-3,5-4,0



Y4acTHUKBT B TexHH4eckaTa cu oepra — Obpasent Nel2 € npeiosxus Cpok 3a U3MbJIHEHHE
Ha J0CTABKMTE, CPOK 32 Pa3CPOMEHO MIALIAHE W OCTAThYeH CPOK HA TOJHOCT Ha O(epupaHute
MEIMLIHHCKH M3/1eJIMs OTIOBapsLlM HA MUHMMAJIHUTE W3HCKBAHUS HA BB3JIOKHUTEIIA.

[IpencraBeHOTO TEXHMYECKO TPEUIOKeHHEe ChOTBETCTBA HA M3MCKBAHHUSITA HA TEXHHYECKATa
Cl'!eU,H(bH KalHsa KbM JOKYMEHTALMATA 38 yHacTHe B ripouenypartd.

Y4acTHUKBT Ce JI0MyCKa /10 OLeHKa Ha TexHHueckaTta odepra.

"Mapumnekc - 7" EOO/L, rp.Codus

Obocobena noysuyus Nell DBM - meduxamenm - uzivyeauy 0aion ¢ akmueHo aoxe3usHo
sewgecmeo Paclitaxel u excyunuenm BTHC (n - 6ymun - mpu n - xexcin yumpam). Cwvomuouienie
Paclitaxel kvm BTHC - 90/10. Omoensne na Paclitaxel 2,5 pg/mm?®. PTCA Kamemvp Rapid
Fxchange, sooau 0,014'. Xudpouino nokpumue na vacmma RX. Yecmoma na noxpumue na
banona ¢ meouxamenm: 99,0 %. Homunanno naisieane 6 bar - 16 bar. Paduousomonnu u usyainu
maprepu (Pt - Ir). Jluamemwp (mm): 1,50; 2,00; 2,25; 2,50; 2,75; 3,00; 3,25; 3,50; 4,00; /lvaicuna
i) 20, 15, 20, 25, 3G, .35, 40;

YuacTHUKBLT B TexHudeckara cu odepra — Obpazen Nel2 e npeaoxKus Cpok 3a H3ITbJIHEHHE
Ha JOCTABKHTE, CPOK 3a Pa3CPOUYEHO IUIAll[AHE M OCTATbYEH CPOK HA TOJAHOCT Ha odepupanure
MEIMLIMHCKH H3eNHs OTTOBapsIiM HA MUHUMAJIHUTE H3UCKBAHUS HA BbH3JIOJKHUTEIS.

[To oTHOLIEHHE HA OLIEHKA Ha ChOTBETCTBUETO HA MPEACTABEHOTO TEXHHYECKO MPEIJIOKEHHE

€ KOHCTATHPAHH HECHOTBETCTBHS C TEXHUYECKATa CrelH(HKAIMA HA BH3JIOKHUTEIS H3pa3sBaLlH Ce B!
e Excuunuent BTHC (n - OyTus - Tpu n - XeKCHII LWTPAT);
e (CnotHomenue Paclitaxel koM BTHC - 90/10;

o  Xuapo(uiHo MokpuTHE Ha YacTTa RX;
e UYecrora Ha MOKpuUTHE Ha OanoHa ¢ Meaukament: 99,0 %:
KoMucHsaTa e u3ncksaia ¢ nucMo ¢ M3x. Ne3662 ot 03.09.2015r. Ha ocHoBaHue 4. 68, an.
11, 1. 2, 6yksa ,,6“ ot 3011 nombinuTenHa HHPOPMALIMA U JIOKA3ATENCTBA OTHOCHO TEXHUYECKUTE

XaPaKTEPUCTHKI HA NPEUIAraHOTO MEAMLIMHCKO U3/IETHE.
B onpeneneHusi OT KOMHUCHMSTAa CPOK YYaCTHMKBT HE € [MpPEACTBHJ HeoOXoaumara

UH(opMaLHs 1 J10Ka3aTelICTBa.

[Mopagu nuncata Ha vHQOPMALMSA M JOKA3aTENICTBA OTHOCHO TEXHHYECKHUTE MapaMerpu
KOMMCHSITa KOHCTaTHpa, 4e 1o Obocodena mouuumsa Nell npeuiosKeHOTo MEHMIIMHCKO H3/eHe He
oTrosaps Ha HM3UCKBAHUATA Ha BBINOKHUTEN A, TMOCOYCHH B TEXHHYCCKATA cneund)mcaum{ KbM
JIOKYMEHTAlMATa 33 yd4acTHE B MpOLEAypara # Tpejuiara y4aCTHUKLT na Oble OTCTPaHeH Ha
ocHosanue .69, an. 1, 7.3 or 3011,

Komucusara npeMHHa KbM OLICHKA Ha TEXHUYCKHTE NpeJIoKeHHA Ha JONYCHATHUTE
YYaCTHHLH 110 obocobeHu MO3ULHH KaKTO CJICABA.

"MAKME/J" OO, rp.Codus — OIl NeNel, 2,3, 4,5, 6,7, 8,12, 13, 14 u 23;
"HOBE MEJUKBJI TPEIT" O0/I, Codusi — OI NeNe9, 10 1 11;

—————————“EKOEC-MEAHKA"- OO/ —OH NeNe15;16; 171185

OleHkara Ha TexHu4deckara od)epTa Ce M3BLPIIH ChINIACHO METO/IHMKATA 3a OLCHKaA OoINicaHa
B TOKYMEHTAaLMATA 3a yUaCcTHE B nipoueaypara, a HMEHHO:!

MoxazareasnT ..CUrypHOCT HA JocTaBkara’”
Y4acTHULUTE, KOMTO €4 MPEACTABMII OTOPH3OLMOHHH MHCMA FapaHTHPAT CHTYPHOCTTA Ha

JOCTABKUTE M MOJydyaBaT MakcumajiaeH Opoil Touku — 10, a Te3n y4aCTHHLH, KOMTO HE ca
NPEACTaBHIIN OTOPH3OLIMOHHH MHCMa NoJyyaBat 1 Touka.




OneHkara Ha TEXHHYECKUTE MPEIJIOKEHUS 0 KPUTEPUAT ,,CHIYPHOCT Ha jlocTaBkaTa’ Oele
H3BBPLIEHA N0 000COOEHH MO3UIMH H YYACTHULIM, Pe3yaraTute W KIAaCHMPaHETO HA YHACTHUIIMTE Ca

orpazenn roapoduo B Ilpunoxense Ne2 kbM HACTOSIIMS TPOTOKOJL.
B choTBEeTCTBUE ¢ M3UCKBAHMITA Ha B'I:SHO}KHTGIIE, MOCOYEHH B JOKYMEHTALHATA 3a YyUacTHe

B npouenypata W usucksanuaTa Ha 3011, HacToAwMsT POTOKON Oelle ¢hbCTaBeH M MOANHCAH OT

4jIeHOBETE HA KoMHcusTa Ha 10.09.2015r,
3acenanneTo 3a pasrieKAAHE HA LIEHOBUTE MPEIOXKEHHs € HacpoueHo 3a 12,00 waca Ha

16.09.2015r.
Cbe cheTaBsHe U MOAMMCBAHE HA HACTOSILUMS IPOTOKOJI KOMHCHATA NPUK/TIOUM BTOPHS €Tan OT

cosita pabora.
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IMpuaokenie Nel kKnM npoToro 1 Ne2 o1 ieiiHacTra Ha KOMHCHSITA Ha3Ha4YeHa cbe 3anopeq Ne 297 o1 29.06.20151. na Msnbiannreanus
JIHPEKTOP 3a Pasriiek/iane, olleHKa 1 KJIacHpane Ha nocTbinminTe odepru B oTkpuTa npoieaypa ¢ npeaver: " locraswa na cueundnunn
METHIITHCKT I3/ 32 HHBA3BHA Kapanoiors 3a nyaanre na MBAJL " I-p Aranac ladosexn™ AJL rp. Knpokaan' - Iposepra na
CHOTBETCTBIETO HA YUACTHIITE ¢ KPHTEPHITE 33 11000P B CLOTBETCTBHE ¢ H3HCKBAHISATA 1A BLATOGKATEIS, ocoueni B obssara i

AOKYMEHTAIHATa 3a yuacTie B lpolejaypara

Kanpwiath/ yuacTHHIG 110 pea Ha mogaBane na ogeprure
I1
KaAAaT/yaactin 111 v
Ne r "HOBE RAHAMAAT/YIACTHIR | RAAIAT/VYACTHHR
1o I KanuAaT/y4ac TR MEJIHKB. "EKOC MEJITKA" | Mapusnexc - 7"
pei IpecTanen 0KyMenTit "MAKME/[" 00/ TPEIT/" 00/ 00J1 £00]1
1 2 3 4 -] 6
I |[TEXHHYECKH Bb3MOMKHOCTH
1 | Munnyaiaumn u3ncKBanms
YuacTHHITUTE /Ia MMAaT W3ITHIHeHH MUHUMYM 10/teceT/ jlocTaBku
Ipe3 HoCHeHHTE TPH I'OJIMHHM, CHHTAHO OT JaTaTta Ha I1o/aBare 1a
1.1 |odeprara; Jla Ja Ja Jla
YUacTHHIMTE Jla UMAT paspelleHHe 3a THProBH: Ha eJIpo ¢
1.2 | MEJIMITHHCKT H3/1eTTHSL, Ja Jla Jla Jla
YyvactHuruTe Jla MMAT BHeJpeHa CHCTEMa 3a  yIpaBlelue Ha
Ka4ecTBOTO CBITIACHO MEK/yHapo i cranjgaptu ISO 9001:2008
WIH JIa MMa BLBCJICHH JIPYTH CKBHBAICHTHH MEPKH 3a OCHI'ypsiBaHe
Ha KayecTBOTO ¢ 0OXBAT, OTroBapsil Ha IipejiMeTa Ha HacTosara
1.3 |HOPBUKA, Jla Jla Jla Jla
IlpH M3MLIHEHHE Ha [OPBUKATa KaJaTHTe/yyacTHHIMTE ce
jajbiKaBaT  jla cuaspar o JieicrBalliMre HAUMOHWIHH M
1.4 |MeIVHapo/HH cTaljiapTi B Ta3u oOlIacT; Jla Jla Jla Jla
OCTaTHLUHMAT CPOK Ha TOJHOCT Ha MEMIIMHCKHTE M3/ICIHS KbM
Jarata Ha jocraska He TpsOBa ja Objle no-Manpk or 60 % ot
1.5 |o0sBeHHs BBLPXY OIAKOBKATA CPOK MHa IPOM3BOIHTEN, Jla Jla Jla Jla
Hasume Ha TpancriopTHH Cpe/icTBa, M3IPajicHa arredHa MpeKa
1.6 |ckiajiosa Gasa; Jla Jla Jla Jla
1.7 {JlMra oTroRapAIHM 3a KOHTPOIA HA KAYCCTBOTO. A Jla Ja Jla Jla
/
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