NPOTOKO.J
no wi.54, an.7 or III3011
Ne 1/09.10.2017 r.

Ha 09.10.2017r. B 08:00 yaca kOMHCHsATA 3a TIPOBEXJAHE HA OTKPHTAa MpOLEIypa 3a
Bb3/laraHe Ha OOLIECTBEHa NOpBYKa C mpeaMer “JlocTaBKAa HA MEIHIHMHCKH H3JEJIMs 32
HHBA3WBHA Kapauojorus 3a Hykaare Ha ,MBAJI MA3BAP/UKHUK” AJl”, orkpura c
Pemenne Ne 444/30.08.2017r., ny6simkyBaHo obsBienue B ,,OdnunaneH BecTHHK” na EC
2017/S 167-343341- 01.09.2017, B POIT Ne na mopwsukara: Ne 00027-2017-0006, Ha3HaueHa
cbe 3anose Ne 499/06.10.2017 r., B cleQHAS CHCTaB:

Ilpeacenaren: : ans. l'eopru Xpucroe ITomnos - npaBocnocoGeH FOpPHCT
Ynenose: H-p Huxomait AHIpeeB — jiekap ¢be CIENHATHOCT kapauonorus- Hawamnuk KO
Anxa Bancka — Mex. cectpa B Auruorpagcka naboparopus ra KO

Otxpu mybiMunO 3aceqianue, B IBJIEH CHCTAB OT PENOBHH WIEHOBE, Ha OCHOBAHHE Wi, 54 . an.2

IIT30I1 32 oTeapsie Ha nomyYeHnTe OdepTr B IPOLEAYpaTa, KaTo He MPHCHCTBAXA BHHIIHHA JIHIA
HIIH YIaCTHHIIH.

L. TIpencenarensr Ha KOMHCHsTa OOSBU 3alOBE/(Ta 32 HA3HAYABAHE HA KOMUCHSTA H IPOTOKOIA 110
. 48, an.6 [I130I1.

B cpoka ca mocremmm 17/cenemuamecer/ odepru, moapobHO omucaHu B ,,CHUCHK ¢
opeptu.

Cren obsiBsiBaHE Ha IPOTOKOJNA MPEACENATENAT M WICHOBETe Ha KOMHCHATA MONHCAXA
Iexnapanus o wi. 103, an.2 3011

KomHcHsTa OTBOpY MO pela HAa TAXHOTO MOCTHIBAHE 3alleYaTAaHHTE HEMPO3PAUHH
OIIAKOBKH H ONOBECTH TAXHOTO CHIBPIKAHUE KAKTO CIICIRA

1. Y4acTHHKBT C OPELTOKEHHE ¢ BX. Ne7665/28,09,2017r. Ha JnarnocTik UMuKHHT
OOJ1 e mpexncrasun odeprara cH B 3aneyaTana HEIPO3paYHa ONAKOBKA, CHIBPXKAITA IOKYMEHTHTE
mo wi. 39, an.2 4 an.3,t.1 ot IMIT30II, onxc Ha IpeCTaBeHATE JOKYMEHTH, KAKTO U OTIENEH
3arevdaTaH HENpO3padeH IUMHK C Haauwuc ,, [Ipeurarany nieHoBr nmapameTpr* 3a mosuims Ne V1.
[IpeacenatensaT Ha KOMHCHATA OMOBECTH ChABPKAHAETO HA OMIAKOBKATA.

YieHoBeTe Ha KOMHCHATZ TONNMMCAXa TEXHMYECKOTO MNPELIOKEHHE W IUIHKA C HAINHC .,
[Ipennaranu nenopn mapamerpu”. Thit KaTo He MPHCHCTBAXA YYACTHUIM, JIOKYMEHTHTE OCTaBaT
IIOJIIHCAaHH CaMO OT KOMHCHSTA.

Py V4acTHHKBT ¢ nipeiokenne ¢ Bx. Ne 7713/29,09,201 7r. Ha "PCP"EOO[ e
TIPEJICTABHII OepTara CH B 3aneyaTana HEMpPO3pavHa ONAKOBKA, ChIBPKAIIA JTOKYMEHTATE 10 9.
39, an.2 wan.3,1.1 ot II130I1, onuc Ha npescTaBeHHTE JOKYMEHTH, KaKTO M OT/IElIeH 3alle4aTan
HENPO3payeH MK ¢ Haanuc ,, [Ipesnaranu nenosu mapamerpu™ 3a nosuwus Ne 1. Ilpencenarenst
Ha KOMHCHSITa OIIOBECTH CBhABLPKAHHETO HA OIIAKOBKATA.

UneHOBETE HA KOMHCHSTA IOAIMCAXa TEXHHYECKOTO IPEUIOKEHHE M IUTHKA ¢ HAIIHC
IIpennaranm eHOBH mapameTpu®.

3. Y4acTHEKET ¢ npeanoxenue ¢ Bx. Ne 7718/02,10,2017r. ua "Hudomen” EOO]] e
IIPEJICTaBHIT O)epTaTa CH B 3aNeyaTaHa HeIIPO3pavHa ONaKOBKa, ChIBPXKAINA JOKYMEHTHTE IO L.
39, an.2 wan.3,1.1 or INI30IL, onuc Ha peacTaBeHUTE JOKYMEHTH, KAKTO ¥ OTHENEH 3areuaran
HETIPO3pa4eH IUIMK ¢ HaamuC ,, [Ipe/iarany neHoBy napaMeTpu™ 3a mosuus Ne VI. UneHoeTe Ha
KOMHUCHATA MOANHKCaXa TEXHHIECKOTO MPEJIOKEHUE U ILTHKA C HAAINAC ,, [Ipeaiarany eHoBu
napamerpu”. IIpeacenarensT Ha KOMHCHSATA ONIOBECTH ChIBPKAHKETO HA OMAKOBKATA.

4. V4YacTHHKBT C npenmoxenue ¢ Bx. Ne 7719/02,10,2017r. Ha XEJIME]J] BBJII APUA
EOOJ e mpencrasun oeprara cu B 3aneyatana Hempo3padHa ONAKOBKE, ChbPKAIIA
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JOKYMEHTHTE 110 4. 39 , an.2 m an.3,1.1 ot [II130I1, onuc Ha npeACTaBeHUTE JOKYMEHTH , KAKTO
H OTJEJICH 3anevyaTaH HeMpo3padeH IUIMK ¢ Haamuc ,, [Ipeanarann neHoOBH napaMeTpr* 3a MO3UIHs
Ne V. [Ipencenarensar Ha KOMHCHATA OTIOBECTH ChABPKAHHETO HA OIIaKOBKaTa. YeHOBeTe Ha
KOMMCHSATA MOANACaXa TEXHUYECKOTO NIPEANIOKEHUE U IUTHKA C HAIIHKC ,, [Ipeimarany ieHOBH
nmapaMeTpH‘.

5. Y9acTHHKBT ¢ NpeanoKeHue ¢ BX. Ne7827/04,10,2017r. na "IIpoxent” EOOJI e
IpecTaBUIl oepTaTa CH B 3alie4aTaHa HENPO3padHa OaKOBKa, ChIbpKaIla JOKYMEHTHTE O 4L
39, an.2 man.3,1.1 ot III130II, onuc Ha peaCTaBEHATE JOKYMEHTH , KAKTO H [[Ba OTAEIHH
3aneyaTaHd HeMpO3payHy IUIMKa ¢ HaammKcC ,, [Ipennarany neHoBu napamerpu™ 3a mosunmst Ne II n
VI. [IpencenarenaT Ha KOMHCHATA OIIOBECTH ChABPYKAHHETO HA ONAaKOBKaTa. UJIeHOBETE HA
KOMHCHSTA NOJIHACAXA TEXHHIECKHUTE PeUIOKEeHHS H IUTHKOBE ¢ HAANHUC ,, [Ipeanarana eHOBH
napameTpu‘‘.

6.  Y4acTHHMKBT ¢ npezaoxenue ¢ BX. Ne 7830/04,10,2017r. na "Bera Meaukan" EOOJI e
npescTaBui oeprara CH B 3alieyaTaHa HeIPO3payHa OIIAKOBKA, ChAbPKAlla JOKYMEHTHTE O 9.
39, an.2 man.3,1.1 ot IINI30I1, onuc Ha MpeCTABEHUTE JOKYMEHTH, KaKTO H IET OT/IETHH
3arieyaTaHy HeMPO3padHM IUIMKA ¢ HaIMC ,, [Ipeanaranyu neHoBH napamerpr™ 3a mo3umu Ne I,
NoIl, Ne ITI, NeIV u NoV. TIpefcenaTensT Ha KOMHCHATA OTIOBECTH ChABPKAHAETO HA ONIAKOBKATA.
YneHOBETE Ha KOMUCHATA MOAIMCAXA TEXHAYECKHTE TIPE/NIOKEHHUS M TITMKOBE C HAJIINC ,,
[Ipennarany NEHOBHU mapameTpr’.

7. Y4acTHHKBT C NpeasoxeHue ¢ BX. Ne 7844/04,10,2017r. ua "Bb. Bpayn Memukan"
EOO/I e npenctasun odeprara cH B 3alieyaTaHa HEMpO3pavHa ONaKOBKa, ChIbpiKalla
AOKyMeHTHTE 10 WI. 39 , an.2 m an.3,1.1 ot IMII30I1, omuc Ha NpeaCTaBEHUTE JOKYMEHTH, KAKTO H
TPH OTACTHH 3alicyaTaHy HEMPO3PaYHH IUIMKa C Haamuc ,, [Ipe/iiarany MeHoBH apaMeTpH’ 3a
nosuimn Nel, Ne I1I u NeVI. Ipencenatenst Ha KOMHCHSTA OTIOBECTH ChIBPKAHUETO HA
omaxkoBkaTa. YseHOBETE Ha KOMHCHATA MONICAXa TEXHHYECKATE IPETIONKEHHUS | TITMKOBE C
Haamuc ,, [Ipeanarann neHoBu napamerpu™.

8. YuacTHHKET ¢ mpesiokenue ¢ Bx. Ne 7845/04,10,2017r. va Hosumen Kapmmo
EOOJ e mpeacrasun odepTara CH B 3anedaTaHa HeMpo3padyHa OMaKOBKa, ChIbLpKaIa
nokymenTute 1o wi. 39 , an.2 u an.3,t.1 ot IIM30I1, onrc Ha mpecTaBEeHHTE JOKYMEHTH, KAKTO H
YETHPHU OTICITHYU 3aMeYaTaHd HeMPO3payHy IJIMKa C HaAIHC ,, [Ipeqmarann nenoBu napaMmeTpu* 3a
nosuir Nell, Ne IT1, NoV u NeVI. IIpencenarenst Ha KOMUCHSTA OMOBECTH ChABPXKAHUETO HA
OTIaKOBKaTa. YjieHOBEeTE Ha KOMHCHATA IOIIHACAXA TEXHUYECKHUTE IIPEIJIOKEHHS U IUTHKOBE C
Haauc ,, [Ipennarann nenoBu napameTpu®.

9. Y4acTHHKGBT c npensoxenue ¢ Bx. No 7858/04,10,2017r. 5a " BYJIOAPMA" OOJ]
€ TIpeicTaBuI odepTaTa CH B 3amedaTaHa HEMPO3PAUHA ONAKOBKA, ChABPXKAIIA JOKYMEHTHUTE 110
wi. 39, an.2 u an.3,1.1 ot [IIT30II, onuc Ha mpeICcTaBeHATE JOKYMEHTH, KAKTO M OTAelIeH
3amedaTaH HEMpo3padeH UMK C HaJnuc ,, [Ipeanarany neHosu napaMeTpu’ 3a mo3umus Ne V,
I[IpeacenarenaT Ha KOMHCHATA OIIOBECTH ChIBPKAHHETO Ha OIIAKOBKATA.

UneHoBeTe Ha KOMHCHATA TOINMCAXa TEXHHYECKOTO IIPEUIOKEHHE M IUIMKA C HAJIIHC
[Npennaranu neHOBH mapamMeTpu™.

10.  VYygacTHHKSBT ¢ npeanoxkenue ¢ BX. No 7861/05,10,2017-08,50u. Ha "Meguxem"
EOO/I e mpencrasun odeprara cH B 3ancyaTana Hempo3payHa OMAaKOBKa, ChAbpIKAIIA
noxkymertute 1o wi. 39 , an.2 m an.3,1.1 ot IMII30I1, onuc Ha npecTaBEHATE JOKYMEHTH, KAKTO H
ZiBa OTJICTHY 3arevaTaHy HeNpOo3pavHH IUIHKa ¢ Hanmuc ,, [Ipeanaranu neHoBu mapaMeTpu™ 3a
nosunum Ne IIT u NeV. IIpencenarensT Ha KOMHCHSATA OTIOBECTH CHLALPKAHMETO HA ONAKOBKATA.
UsieHOBETE HA KOMMCHATA MOANUCAXA TEXHUUECKATE MPETOKEHUS U TUIMKOBE C HAMIIHNC ,,
IIpennaranu neHoBU nmapamMeTpH®.

11, VYuacteuKsT ¢ npeioxenne ¢ BX. Ne 7862/05,10,2017-08,554, na ,,{>bOHHKC
®apma“ EOOJ] e npencrasun odepraTa ci B 3aleyaTana HEMPO3pavyHa ONAKOBKA, ChIbPIKAIla
JDOKyMEeHTHTE N0 Wi. 39 , an.2 v an.3,1.1 ot IIII30I1, onmc Ha mpeicTaBeHUTe TOKYMEHTH, KAKTO K
JiBa OTIIC/IHU 3areyaTaHW HEIPO3payHH IUIMKA ¢ HaAmuc ,, [Ipeanaranu neHOBH mapaMeTpu™ 3a
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nosunuk Ne III u NeVI. IlpencenarensiT Ha KOMHCHSATA ONIOBECTH ChABPKAHUETO HA OIIAKOBKATA.
UneHoBeTe Ha KOMHUCHATA NIOANKCAXa TEXHHUECKUTE MIPEUIOKEHHS H IIIMKOBE C HAJIIHC ,,
IIpeutarany IeHOBH apaMeTpH .

12.  Y4yacTHHKBT ¢ Ipeaoxenue ¢ Bx. Ne 7865/05,10,2017-09,104.5a "ATAPTA - IIM "
EOO/] e npeacrasui oeprara cu B 3anie4araHa HeNpPO3pavHa OIIAKOBKA, ChIbPiKala
JOKyMeHTHTE 110 4. 39 , an.2 u an.3,1.1 ot [MI130I1, onuc Ha npeACTaBEHHTE JOKYMEHTH, KAKTO H
OT/EJICH 3aleyaraH HENpo3padeH IUIKK C HAfIuC ,, [Ipejyiarany HEHOBH apaMeTpy’* 3a MO3HIMs
Ne VI. [Ipeacenatenar Ha KOMHCHATA OLIOBECTH ChABPKAHMETO HA OMAKOBKATa.

UneHoBeTe Ha KOMMCHSATA IOANHCAXa TEXHHYECKOTO NPEMTOKEHHE W IUIMKA C HaAImHC ,,
IIpennarany nieHoBH napamMeTpu®.

13.  YugacTHHKBT ¢ nmpenoxenue ¢ Bx. No 7866/05,10,2017-10,004. na "EKOC MEJIUKA"
OO/ e mpeacTaBu oepTaTa CH B 3aleyarana HEMPO3PayHa ONAKOBKA, CHABPIHKAIIA JOKYMEHTHTE
no wi. 39, an.2 u an.3,1.1 ot I1[130I1, onuc Ha npeacTaBeHHTe JOKYMEHTH, KAKTO H IIECT
OTJCNHM 3ameYyaTaHy HeMPO3padHH IUIMKA ¢ HaJIHKC ,, [Ipeanaranu neHoBH mapaMeTpu™ 3a
mo3uiEuNel, Nell, Ne III, NeIV, NeV u NeVI. [Ipeacenarenst Ha KOMUCHSTA OIIOBECTH
CBIBPKAHHETO Ha OMaKOBKaTa. UneHoBeTe Ha KOMHCHATA MONMUCAXa TEXHUYECKUTE
MpPENI0KEHHs U IIIMKOBE ¢ Haamuc ,, [Ipeanaranu neHOBH mapaMeTpu*.

14, V4acTHHKBT ¢ Hpeioxenue ¢ Bx. Ne 7867/05,10,2017-10,054. ra Anekc 01 EOOJ] e
npejcTaBun o)epTaTa CH B 3anevaTaHa HEMPO3payHa OINaKOBKA, ChABPKAIIA JOKYMEHTHTE TI0 YT
39, an.2 u an.3,1.1 ot II130I1, onHc Ha npeacTaBEHATE JOKYMEHTH, KaKTO M IIECT OTAETHH
3anevyaTraHy HEMPO3payHH IUIMKA C HAAMUC ,, [ [peqiarany ieHOBH mapaMeTpu’ 3a mo3uuuNel,
NeIl, NelIIl, NeIV, NeV 1 NeVI. Ilpencenarenst Ha KOMHCHSATA OLIOBECTH ChIbPXKAHHETO HA
OIaKoBKara. YicHOBETE Ha KOMHCHATA NOAACAXA TEXHUYECKHTE IPEJIOKEHHS M ILTHKOBE C
Hajmuc ,, [Ipeanaraiu HeHOBH mapaMeTpu'.

15, YyacTuk®sT ¢ mpennoxenue ¢ Bx. Ne 7868/05,10,2017-10,104. na Hespo Koporapu
Ilepadepan [Jusaticnc OOJ] e mpencrasun odeprara cu B 3anedaTana HeMpo3padHa ONaKoBKa,
CHAbpPKALIA TOKYMEHTHTE 110 WI. 39 , an.2 m an.3,1.1 ot IIII30I1, onuc Ha mpeacTaBEHUTE
TOKYMEHTH, KAKTO M JBa OTAEJIHM 3alledaTaHd Helpo3pavHy IUTHKA ¢ Haamuc ,, [Ipeanaranu
1eHoBH napaMeTpH 3a nosuuud Nell u NeVI. IIpencenarensr Ha KOMHCHATA OTIOBECTH
ChIBPKAHKUETO Ha ONaKoBKaTa. YleHOBeTe Ha KOMHCHATA IOANHMCAXa TEXHUYECKUTE
IPEeIIOKEHNs U IUIMKOBE ¢ HAIMC ,, [Ipeanarany neHoRu napameTpu’.

16.  VyacTHHKBT ¢ npefuioxkeHne ¢ BX. Ne 7869/05,10,2017-10,154. na "Memumar” EQO]T
e Mpe/ICTaBu odepTara CH B 3aneyaTaHa HEMPO3payHa OIIAKOBKA, ChIBPKAIIA JOKYMEHTHTE II0
91 39, an.2 w an.3,1.1 ot IINI30I1, onuc Ha NpenCcTaABEHATE JOKYMEHTH, KAKTO U JIBA OTAETHH
3areqyaTaHy HENPO3pavyHH ILUIMKA ¢ HAMIKC ,, [Ipeanaranu neHoBrn nmapaMeTpu™ 3a mo3uruu Nel u
NelII. ITpeacenarensT Ha KOMUCHSTA ONIOBECTH CHABPKAHMETO HA ONAKOBKara. UneHoBeTe Ha
KOMHCHATA MO/IIACAXA TEXHUIECKHTE MPEUIOKEHAS ¥ IUIMKOBE C HAIMITHC ,, [Ipe/iarand eHOBH
napaMeTpu®, :

17. Y4acTHEKBT ¢ npeoxenne ¢ BX. Ne 7902/05,10,2017-13,004. va "Cobapma
Tperinuur” AJl e npeacrasun odeprara CH B 3aleyaTaHa HENPO3pavHa OMaKOBKa, ChIbpiKallla
JAOKyMEHTUTE 110 wI. 39 , an.2 u an.3,t1.1 or I[TIT30I1, onuc Ha nmpeACTaBeHKUTE JOKYMEHTH, KaKTO H
YeTHPH OT/ICIHH 3alleUaTaHH HEMPO3payHH IUIHKA C HAAIHKC ,, [[peyiaraiy IeHOBH MapaMeTpu® 3a
no3uiuy Nel, Nell, NeIll 1 NeVI. TIpencenaTensT Ha KOMHCHSTA OTIOBECTH CHABPKAHMETO HA
ormakoBkara. UneHoBeTe Ha KOMHCHATA MOANACAXA TEXHAYCCKHUTE MPCIONKEHHA U IUTHKOBE C
Hajmuc ,, [Ipeanaranu neHoBH mapamerpu’.

CJ’IB,I[ U3BLPLUIBAHETO HA TE3H NIelcTRHS IpeacenaTeisiT Ha KOMHCHATA 3aKpH nyﬁnntn{a'ra HJacT Ha
3aCCIaHHETO.

II. KomrcusTa mpos/xu paboTarta CH B 3aKPHTO 3ace/IaHKe, KATO pasriie/ia JOKyMEHTHTE 0 Wl
39, an.2 IIIT30I1 3a ¢HOTBETCTBHE ¢ H3UCKBAHMATA KBM JIMYHOTO CHCTOSHHE M KPHTEPHHTE 3a



1oa60p, MOCTABEHH OT BB3JIOKHUTENIS, H KOHCTATHPA CIIeAHOTO : JIpedcmasenu ca BCHIKH
He00X0AHMH JOKYMEHTH H BCHYKH YYACTHHIH OTrOBAPHAT HA H3ACKBAHHATA 33 JIMIHO
CbCTOAHHE H CHOTBETCTBHE C KpHTEpHHUTE 3a noabop. lananTe, nocodenn B Exnnen
€BPONEHCKH T0KyMeHT 3a odmecTBenn nopbiku (EEJOII) ca B choTBeTCTBHE ¢
H3HCKBAHHATA HA 3AKOHA H YCJIOBHATA HA BBIOKHATEISA H OKPHBAT MOCTABEHHTE
KPHTEPHH 32 NOA0O0P 32 BCHYKH YYACTHHIIH;

Benukn npensioxkends eJHHOIYIIHO ce JOIMYCKAT [0 PA3IJIeKIaHe HA TeXHHYECKHTE
NpeIIoKeHH .

Tii kaTo He ce Hajara MpHIaraHeTo Ha 4. 54, an. 8 or ITIT30I1, koMHCHSTA 3aKPH 3aceJaHHETO
M HacpoyM creaBainoTo 3a 19.10.2017r. 3a pasriexjaHne Ha TEXHHYECKHTE TNpEUIOXEHHS Ha
YYaCTHHIUTE. /.

Ipencenaren: : axs. I'eopru Xpucros [Tomos - npaBocnocobeH 10pHc
Ynerose: J-p Huxomna#t AHzIpees — Jiekap CbC CIIEMHATHOCT KapAueo!
Anka bancka —Mex. cectpa B Anruorpadcka 1aboparopus n. -




NPOTOKOJ
Ne2/19.10.2017r.

32 pasrjIcKIaHe HA TEXHHYECKHTE NMpeN10KeHH

Ha 19.10.2017r. B 08:00 yaca xoMHCHsITa 32 IPOBEXKAAaHE Ha OTKPHTA TPOIEypa 3a Bh3/IaraHe Ha
obiecTBeHa TophUKa ¢ npeamMer “/locTaBka HA MEAHIMHCKH H3/Ae/HS 32 HHBA3HBHA KapAHOJIOTHS 34
HyxauTe Ha , MBAJI ITASAP/VKHK” AJ1”, orkpura ¢ Pemenne Ne 444/30.08.2017r., my6amxyBano
obspiende B ,Odpnonanes secruuk” Ha EC 2017/S 167-343341- 01.09.2017, B POII Ne ma
nopbukarta: Ne 00027-2017-0006, raznauena cre 3amosen Ne 499/06.10.2017 r., B ClI€AHHS CHCTAB:

IIpencenaren: : ans. ['eopru Xpucrop Ilomnos - npaBocnocoGen 1OpUCT
Ynenose: Anka bancka — Mex. cectpa B AHruorpagceka naboparopus na KO
Pesepser wien: JI-p Ilersp Jlazor — nekap ¢bC CIELHATHOCT MHBA3KBHA Kapuo/orus B KO

[. KomucusTa OTKpH 3aceNaHMETO CH B IBJICH ChCTAB, KAaTO PENOBHHAT uwieH A-p Hukomait
Aunnpees Geme 3amecTen ¢ pesepBeH wieH A-p Ilernp Jlazos, nomMeHHO mocodeH B 3amosen Ne
499/06.10.2017 r., ceraacuo wi.51, an.l III30I1. IlpencenatensT Ha KOMHCHATA OGSBH 3alOBeITa 3a
Ha3HAUaBaHE Ha KOMHCHATA H poTokosia mo =i 48, an.6 III30I1, kakto u ,,Cnucek ¢ obeptr”, ciex
koero a-p Ilersp JlazoB noanuca aexnapaius no uin. 103, ar.2 30I1.

II. Komucusita NpucTEIM KbM — pasriieXIaHe HA TEXHHYECKH NpPEIIOKEEHMA IO pefa Ha TAXHOTO
BXO/TUPaHE 3a CHIIOCTaBIHETO MM ¢ TexHuueckara cnenquUKaus ¥ H3NCKBAHKUS Ha BB310KHUTE N, KaKTO
cleqBa:

1. YuacTHHKEBT ¢ npenoxenue ¢ BX. No7665/28,09,2017r. va Jluarsoctux Umumxuar O0]T e
IPEeICTaBHIL:
- IPEATIOKEHUE 33 H3IB/IHEHHE Ha MOphUKaTa — obpasen mo mo3unus NeVI— BKIIIOYBAIIO U CPOK 32
JIocTaBKa- 1o 24 daca,
3a HOMEHKJIATYPHHU €IMHAIM — 15,16 1 17, OPHAPYKEHO OT H3BAJKA OT MPOCHEKT, A0KA3BAIIH
CbOTBETCTBHETO C TEXHHIECKHTE XaPAKTEPHCTHKH, € I0COYCHH CTPAHHIH OT MpeCTABEHHTE
NOKYMEHTH, KbJI€TO C€ HAMHPAT JAHHH 32 O(EPUPAHUTE METHIIAHCKH H3IeIH .
- A€KIIapainus 3a ChIVlacHe C KJIay3uTe Ha IIPUJIOXKEHHS IPOEKT Ha A0roROp (IIpunodcenue Ne3);
- JIeKJIapallMs 3a CpoKa Ha BalMIHOCT Ha obeprara(llpunoscenue Nod);
- Mexnapanuu no obpasen (Ilpuaooscenue Ne5)
KomucHaTa ycTaHOBH, IPE/IOKECHHETO OTIOBaps HATBIHO HA BCHIKM 3aJI05KEHH W3HCKBAHMS, MMa TTHIHO
CBOTBETCTBHE MEXKY MOCOYEHHTE B TEXHUYECKATa CEIM(DUKALNA XapaKTEPUCTHKHA Ha MEIUIIMHCKATE
u3/ieNus ¢ odpepupaHnTe NpoayKTH. [IpecTaBenuTe IOKYMEHTH ChIBPKAT JAHHH 33 CHOTBETCTBHE ChC
3JI0)KEHUTE XapaKTEPUCTHKH.

KomwucusTa emuuHoaymHo pems: gomycka ydacTHHKBT [{narnocrux Umumkanr OO/ 1o pasriexnane
Ha [[EHOBH IIPEII0KECHHUS.

2. Y4acTHHKBT ¢ npeioxkenre ¢ Bx. Ne 7713/29,09,2017r. ua " PCP" EOO/] e npeacTaBun

- IpE/INOXKEeHHE 32 H3MTBLITHEHHE Ha IIOphUKaTa — oOpazern mo mo3unus Nel— BKITIOYBAINO U CPOK 3a
JIocTaBKa- 1o 24 Jaca,

3a HOMeHKIATypHM eMHAIH — 8,9,10,11,12,13,14 1 15, npuapy»KeHO OT KATAJIO03H, JOKA3BAIIH
CbOTBETCTBHETO ¢ TEXHHYECKHTE XapAKTEPHCTHKM, € IOCOYEHH CTPAHHIIH OT NpeACTaBeHHTE
JNOKYMEHTH, Kb/IETO C€ HAMHMPAT JAHHH 32 opepUpaHUTEe METHIIHHCKH H31e/IH1.

- IeK/1apalys 3a CbrilacHe C KIay3HTe Ha IIPHII0KEHHA IIPOEKT Ha 10rorop (IIpuioscenue Ne3),

- JIeKNapaius 3a Cpoka Ha BaIMIHOCT Ha obeprara(lIpunocenue Ned),

- lleknaparuu no obpasen (Tlpuiosicenue Ne5)

KomucHATa yCTaHOBH, MPEIOKEHHAETO OTrOBaps HAITBJIHO HA BCHIKH 3a/10)KEHA H3HCKBAHHS, MMa IThJIHO
CBOTBETCTBHE MEKY [IOCOYCHHTE B TEXHUYECKATa CIEITMUKALMA XapaKTEPUCTHKHA Ha MEIUIIMHCKUTE



u3nenus ¢ oeprupanuTe NpomykTy. IIpecTaBeHuTe IOKYMEHTH ChABPXKAT NAHHH 32 CHOTBETCTBHE ChC
3aII0KCHUTE XapPAaKTEPHUCTHKH.

Komucusra eaunonymHo pemm: nomycka ysactukst " PCP" EOO/JI no pasriexzmane Ha IIEHOBH
IPeATOXEHHMS.

3. Y4acTHHKBT ¢ npemiokeHue ¢ BX. No 7718/ 02,10,2017r. Ha "Uadomen” EOOJT e NpeICTaBHII

- IIPE/JIOKEHHC 32 H3MBIHCHAC Ha NOpbYKaTa — 00pasen o no3uimsa NeVI- BKIIKYBAIIO | CPOK 3a
JlocTaBKa- 1o 24 daca,

3a HOMEHKJIATYPHH eMHALK — 6,7 B 8- IPHAPYKEHO OT HIBAAKH OT KATAJI03H, J0Ka3BaIH
CROTBETCTBHETO ¢ TEXHHYECKHTE XapaKTePHCTHKH, ¢ IIOCOMEHH CTPAHHUIIH OT NPEJCTABEHATE
AOKYMEHTH, KB/IETO ¢¢ HAMHPAT AAHHH 32 OQepHPaHHTE METHIMHCKH H3/e/ M.

- AICKJIapalis 3a ChIylacue ¢ Kilay3uTe Ha HPHIIOXKEHHs IPOEKT Ha Jorosop (IIpunoicenue Ne3),

- JIeKJIapanus 3a Cpoka Ha BAMUAHOCT Ha odeprata(llpuioocerue Ned);

- llexnapauuu no obpasen; (Tlpunoocenue Ne3)

- OnMc Ha Npe/icTaBEHUTE MOCTPH

KomucusTa ycTaHOBH, MPeIIokeHHETO OTroOBaps HAINBIIHO HA BCHUKH 3a10KCHH M3HCKBaHMs, HMa ITBJIHO
CHOTBETCTBHC MEXK Y TIOCOYCHUTE B TCXHUYECKATA CHEIH(UKALAS XapaKTEPACTHKH Ha MCIHIIHHCKHATE
u3zieus ¢ odepupannte npoxykTy. [IpecraBennTe JOKYMEHTH CBABPXKAT JaHHH 33 CHOTBETCTBHE ChC
3aI0KCHATE XapaKTepUCTHKU. MocTtpuTe 6sixa M3mom3Basd 0T KOMHCHSTa MoCTpHTe 65Xa H3MO/3BaHH 3a
ONPEAC/IAHE ChOTBETCTBUETO Ha NIPE/UTAraHUTE IPOIYKTH C H3UCKBaHUSTA Ha B30k HTeIs, KaTO aKo
OCTaHaT HEpasONaKOBaHHU T€ CE BPBINAT HAa YYaCTHHKA, KO MM C€ HAPYIIHM OPUIMHATHHAT BAA i€ 6BIaT
3amnareHy ot Beanoxurens, ceriaacHo @wi. 32 ot 13011, Yeranosu Ce, Y& MOCTPUTE CHOTBETCTBAT HA
H3HCKBAHHUATA H Ca MPEJCTABEHH 110 YKAa3aHHA HaYMH.

KomucusTa €IMHONYIIHO pely: AOMyCKa Y4aCTHHKHT "Hapomen" EOO/L no pasriexnane Ha NeHOBH
IpeIOKEHHS.

4. Y4acTHUKBT ¢ IIpe[yIoxkeHue ¢ Bx. Ne 7719/02,10,2017r. Ha XEJIMEJ] BBJITAPHUS EOOJ] e
IpeICTaBUII

- MPEJIIOXKCHHE 33 M3I'BIIHEHHE HA IOPBUKaTa — o6pasen mo no3unus NeV— BKIIOYBAIIO H CPOK 3a
JlocTaBKa- 1o 24 yaca,

3a HOMEHKIATYpHY eNUHAIN — 1,2 ¥ 3- IPHAPYXEHO OT M3BAJKA OT KATATO3H, C IIOCOYCHH CTPaHMIH OT
NPEICTABEHATE IOKYMEHTH, KBIETO Ce HAMHPAT JaHHH 33 OepUpaHATE MEUIIHHCKH H3ICIIHS.

- ICKIapanys 32 ChIIIACKE C KIIay3UTe Ha IPHUIIOKEHHS TIPOeKT Ha 1oroBop (Ipunodicenue Ne3);

- JIeKJapaims 3a Cpoka Ha BATMAHOCT Ha obeprarta(llpunosicenue Nod);

- llexnapamuu o o6pazen (Tlpurosicenue NoS)

KoMHCHAITa yCTAHOBH CJI€IHHTE HEChOTBETCTBHSA:

* nosunmA V - Koponapuu crenrose- Nol- Koponapen crent : Marepuar: KobaNT-XpoM; AH3aiin:
ABOCH XEIIMOKOMIAJIEH, CbOTHOLIIEHHE METANI:CBOOOAHO TIpocTpancTBo: 16/13% 1
12/11%,ne6enmna Ha cTparosete:0,0024”, npeMIHABALY npo¢ur:0,037” ppmxuaa Ha madra: 140cm
mapkepw:platinum iridium ,sa6uTy nokpuTHe: PROBIO /cHmikoHOB Kap6uzy/ Juamerpu: 2.0-5.0
IbLKHEH: 9-13-15-18-20-22-26-30-35-40- mpemioXeHneTo He OTIOBApS HA CIEAHUTE TEXHHUECKH
XapaKTCPUCTHKH: JuncBa [lnamersp 5.0 MM — Ha CTp. 35 OT IIpeIOKEHHETO € 10 4.5 MM:;
Jluncpar npinkann 9, 13, 15, 18, 22, 26, 30 1 35 MM — BHIHO OT crp. 35; JIlnmcBa npeMHHABA N
npopri:0,037”- ma crp. 33 or npemnoxkenuero € 0,039 MUNCBAT ASHHH 33 JBOEH
XCIHOKOH/IAJIeH TU3aHiH; JIHIICBAT IaHHH 3a nokpuTHe: PROBIO /cninkoH0B Kapou.

* mosunus V - Koponapau crentoBe — Ne2- MeukamMenT HambyBan crenT: MemmkamenT: Sirolimus
MarepHai: kobant-xpom, L-605 nu3aiiH: qBOEH XeIHOKOHIAIEH [TACHBHO noxputue: PROBIO
/cnnuKonOB KapGHyy/ akTuBHO nokpuTre: BIOlute- Gropesyp6upyem moaumep, nedenvHa Ha
crparosere:0,0024” nosa: 50-250ug B 3aBHCHMOCT OT pasMepa AbDKHHA Ha wadra:140cm
MapkepH:platinum iridium, Ha6utn  guamerpm: 2.25-2.5-2.75-3.0-3.5-4.0 ", Ibmxusm: 9-13-15-
18-22-26-30-35-40"- npeanoxenneTo He OTroBaps Ha CIEJHUTE TEXHHUECKH XaPAKTEPHCTHKH!
Jlancear apmknan 9, 13, 15, 18, 22, 26, 30 u 35 MM — BHIHO OT cTp. 44; NHNCBAT JaHHH 3a



ABOEH X&IHOKOHJAJICH IH3AHH; JIMICBAT JaHHM 3a mokpuTHe: PROBIO /cuinkonoB
KapOm1/; IMICBaT JaHHHM 32 1032 HA AKTHBHOTO BeIIECTBO: 50-250pg B 3aBECHMOCT OT
pa3mepa.

e nosunus V - Koponapau creHToBe — Ne3- MeIuKkaMeHT W3ThuBall] CTEHT: Marepuan Ha cTeHTa:
KobanT- xpoM L.605. Jlebemna-65um wm 0,0026“. quzaitn Ha cTenTa-XHOpHIHA
KJICTKA IH3aliH ChC CMECHIA OT TECHH KJIETKH B KpaHINaTa H OTBOpEHa KJIETKa B CpeaTa Ha
cermenTa; Hangec Ha 6anoHa-KpaTko CKOCEeHa HaBHCHAN GalloH ¢ 1m0- MaKo ot 0,5MM.
JlexapcTBo- Cuponumyc 1,25ugm/mm?, ®apMakokuHeTHKa-75% OTHENSHE HA JeKapcTBo 3a 15
nad 41 100% oTaendne na nexaperso 3a 30 guu; [omuMep-IIony MileYHa KHCEIHHA U TIOJH
TJIKOJI0BA KUCENWHA; pasrpakJane Ha noiumepa-40-50 IHH; COTHOLICHHE MEXK/TY METAI 1
apTepusi-14% cpezien pasMep Ha OTBOpEHa KileTKa-8MM?; HaMeTsp Ha crerTa-2,00;2,25;
2,50;2,75;3,00;3,50;4,00;4,50; xpJDKAHA HA CTEHTA B MM-8.13.16,19,24,29.32,37,40,44.,48;
Hansgrane-9 arm.RBP-16 atm; 3a 2,50 no 4,00mMm Juamersp ¥ 14 at™. 3a 4,50MM quamersp;
Makcumanen Bojay-0,014“(0,36mm).ceBMecTHMOCT Ha ynoTpeGa Ha KareThp -5F; npecryar
npodun 3a 3,00MM muamersp-0,039%, otknoneHne- <3%:; npeaHo ckbesiBane-0,29% -
TPEIOEHHETO He OTTOBAPHA HA C/Ie/IHATE TEXHHIECKH Xapakrepacruxkn: JIuncsar
AbJ/LKHHA Ha cTeHTa B MM-13,19,29 u 37— BuaHO oT cTp. 44; THNCBAT JaHHM 33 JAnzaiin Ha
CTEHTa-XHOPHIHA KJIETKA AH3aHH ChC CMECHIA OT TECHH KJICTKH B KPAHIIATA H OTBOpEHa
KJIETKA B CPE/IaTa HA CerMeHTa; JIHncBaT 1anaH 3a Hagsec na 6ajiona-kpatko cxocena
HaJBHCHAJI 0aJI0H ¢ No- MaJIKo oT 0,5MM.; TMIICBAT JaHHHM 32 103aTa HA JlekapcTBO-
Capoanmyc 1,25pgm/mm? n GapMakoKnuHETAKA-75% OT/JeNsIHE HA JIEKAPCTEO 33 15 1AM u
100% oTaensiHe Ha JexkapcTBO 3a 30 HM; JIMNCBAT JAHHH 33 CHLOTHOIIEHHE MEXKIy METAJ H
aprepusi-14% cpegen pazmep Ha 0TBOpeHA KJeTKa-8MM?; HaiArane-9 aTMm.; npeIHo
ckbeapane-0,29%.

Ilpu cna3sane Ha pasnopenbuTe ua wi. 104, an.5, nspeuenne Tpero or 3011 komucHaTA
€HHOXYIIHO NpHe, Ye He € IPHJIOKHMO 12 61LIAT H3HCKBAHHA PA3sICHEHHS 32 YCTAHOBEHHTE
HECHLOTBETCTBHSA, ThH KaTO TOBA 0H 10BEJI0 10 MPOMSHA B TEXHHIECKOTO NPeEII0KeHHe HA
YY4CTHHIHTE.

Taxa ycranoBeHuTE HECHOTBETCTBHS, ONMCAHH IO TOPE, MEX]IY TOCOUEHATE B TEXHUUECKATA
crienQHKalys XapakTEPUCTHKH Ha MEMIMHCKH H3AENHAS A of)epHpaHATe IPOLYKTH, KOMHUCHATA
KaTCrOPHYHO CYMTA, 9€ NPABAT MPEJIOKEHHETO HEMOXO/AIIO i YIaCTHUKBT HE CE JIOMyCcKa 10
OLICHABAHE H KIIaCHpaHe.

5. Y4acTHHKBT C NpeuIokenHe ¢ BX. Ne7827/04,10,2017r. ma "Ipoxent” EOO/I e npeacTasui

- IPE/INIOKEHME 33 H3NBbIIHCHHE HA MOPbYKaTa — obOpasell 0 no3uuus Nell- BKJIIOYBAIIO M CPOK 32
aoctaBka- 10 20 gaca,

3a HOMEHKJIaTypHH €IMHUIH — 2 U7 - IPAAPYKEHO OT H3BAJKH OT KATAJ03H, JOKA3BAIIH
ChOTBETCTBHETO C TEXHHYECKHTE XapaAKTEPHCTHKH, C OCOYEHH CTPAHHIM OT NpPeICTABEHHTE
MAOKYMEHTH, KB1€TO ce HAMMPAT JaHHH 33 ohepUpaHHTe METHIHHCKH H31e M.

- IKJIApAIKs 34 ChITIACHE ¢ KIIay3UTe Ha IPUIIOXKEHHs IIPOEKT Ha AoroBop (IIpunosicenue Ne3);

- JIeKJIapanus 3a CpoKa Ha BAMAHOCT Ha odeprara(llpuioorcenue Ned),

- llexnapanuu o obpazen (Tlpunosicenue Ne5)

KoMmucHATa yCTaHOBH, IPEI0KEHUETO OTTOBAPS HAMBJIHO HA BCHYKH 3a/10XEHN H3UCKBAHHS, UMA IThIHO
CBOTBETCTBHE MEKY IOCOYEHHTE B TEXHUYECKATA CIIENU(HKALHNA XapaKTEPUCTUKH HA METHLIAHCKHUTE
H3/eNUs ¢ O(hepUpaHuTe NPOXYKTH. [IpecTaBeHATe NOKYMEHTH ChIbPXKAT JAHHH 32 CHOTBETCTBHE ChC
3aJI0KEHUTE XapaKTEPHUCTHKH,

- IPC/TIOKCHUE 33 M3IIbJIHCHUE Ha MOPhYKaTa — o6pasell o mo3uust NeVI- BIIFOYBAMIO U CPOK 3a
nmoctaBka- no 20 gaca,



3a HOMEHKJIATYPHH SHHUIM —8 U 9 - IPUIPYKEHO OT H3BAAKH OT KATAJIO3H, J0KA3BAINHU
ChOTBETCTBHETO C TEXHHYECKHTE XaPAKTEPHCTHKH, C IIOCOYEHH CTPAHHIIH OT NpeJCTABEHHTE
AOKYMEHTH, Kb/I€TO C¢ HAMHPAT JaHHH 3a opepHpaHUTE MeTHIHHCKHA H3/1e/IHH.

- Onuc Ha MpeJICTaBeHUTe MOCTPH

Komucusita yCTaHOBH, IPEUIOKEHHETO OTTOBAPS. HAITBITHO Ha BCHYKH 3aJI0KEHH M3HCKBAHUS, HMA II'BIIHO
CHOTBETCTBHE MEXIY TIOCOYEHUTE B TEXHAYECKATA CIIEIA(GHKAMA XapaKTEPUCTUKH HA MEIHIIMHCKHATE
u3zienus ¢ odeprupaHuTe NpoayKTH. [IpefcTaBeHnTe JOKYMEHTH ChABPAKAT JaHHH 3a CbOTBETCTBHE CbC
3aJI0KEHUTE XapaKTEPHCTUKH.

KomMucusiTa eIMHOAYIIHO pemn: Jomycka yaacTHHKBT "[Ipoxent" EOO/] no pa3raexnane Ha
HEHOBH NMPEAJIOKEHH 32 BCHYKH HETOBH MPE/1I0KEHU.

6. YYacTHHKET ¢ npeanoxenue ¢ BX. Ne 7830/04,10,2017r. na "Bera Mequxan" EOO/] e npencrasui: -
JIOKYMEHT 32 YIIbJIHOMOIIABAHE, KOTaTO JIMIIECTO, KOCTO NoiaBa oepTaTa, He € 3aKOHHHAT
NpeACTABHTE] HA YIACTHHKA;

- IpeIJIoJKeHWe 32 U3ITbJIHEHHE Ha TTophuKara — oOpasel mo mo3uius Nel— BKIIFOUBAILO U CPOK 34
JocTaBka- a0 24 gaca,

3a HOMCHKJIATYPHU eMHMIHM — 3,4, 7, 16 u 17 - npuapyXeHo OT H3BaIKH OT KaTalo3H, C IIOCOYEHH
CTPaHHUIH OT [Ipe/ICTAaBeHHTE JOKYMEHTH, KBETO e HaMUPAT JaHHH 3a o(eprpaHuTe MEIUITMHCKA
W3eIus.

- JIeKJIapaIys 3a ChIIIAaCHe ¢ KIIay3uTe Ha NPIIOKEeHHs poeKT Ha norosop (IIpunoxenne Ne3);

- JeKJiapanus 3a cpoka Ha BanuaHocT Ha ofeprara(lIpuiokenue Ned);

- Neknapamun mo obpasen (IIpunoxerne NeS)

KomucuaTa ycTaHOBH CIE€IHATE HECHOTBETCTBHUA:

e nosuuus Nel - Ne3- Bomau -PTCA, 0,014"; J u npae BpbX, AMCTaIHa chpleBuHa-Duraseel,
TIOJTAMEPHO TIOKPHTHE MO Iiara AbDKMHA:XuApopuaHo nokpurue Hydrocoat, Haiuue Ha
CIMPAJIOBHIEH CEIMEHT,core-to-tip au3aiilH Ha  BBpXa; IObJDKAHA Ha JUCTATHUSA
PEHITEHOBOIIO3MTHBEH OILIETeH cerMeHT-30MM, Momuduiupana napabolmyHa TEXHOJOIMs Ha
IpexoAa 3a YJAeCHEH JOCTBHN W IMoJ00EH KOHTPOJ Ha BbPTEHE-TESpONSease TEXHOIOTHA, TPH
pa3iuYHA CTEHEHH Ha ONopa- MpeAIoAKeHHETO He OTroBaps Ha CIeJHHTe TEXHHYECKH
XapaKTepPHCTHKHA: HAMAa [JaHHH Ha cTp. 44-45 3a: moJHMMEpHO NOKPHTHE N0 OsjiaTa
AbJuKHHA; XuApoduaHo nokpurHe Hydrocoat; cniupanoBHaeH cerMeHT, core-to-tip mmsaiin
HAa BBpPXa; /Ab/UKHMHA HA JHCTAJHHSA pPEHITEHOBONO3MTHBEH OIUIeTeH cermMeHT-30MMm;
MoaupHIHEpana Napa0oJIHYHA TEXHOMOrHSA HA NpexoJa 3a YJeCHEH AOCTBI H NOoAodeH
KOHTPOJI Ha BbPTeHe-responsease TeXHOJIOI'HS;

o mosunug Nel - Ned- Bomau -PTCA, 0,014';190/300cm J u mpaB BpbX, AMCTaIHA CHPLEBHHA-
Durasteel mojMMepHO NOKpHTHE IO Ijara IBIDKMHA, XuapodwnHo nokputHe Hydrocoat,
HAIMYHE HA CIHPAIOBHICH CETMEHT, core-to-tip AuM3aiiH Ha BBpXa;AB/DKMHA HA JUCTATHHS
PEHTIeHONO3UTHBEH  OIUIeTeH  cerMeHT-30MM;  HaqWdWe Ha  JIOUBJIHHUTENEH MM
Mapkep;MoauduIupana napabolddHa TEXHOIOTHS Ha MPexoja 3a YIEeCHEH JOCTHII M MoJ00peH
KOHTPOJI Ha BBPTEHE -TeSponsease TEXHOJOTHS, Pa3lIMYHA CTENEHH Ha TBBPIOCT Ha BbpXa-
TPeII0JKeHHETO He OTrOBaps HA C/JeIHHTE TeXHHYECKH XapaKTepHCTHKH: HAMA JaHHH Ha
cTp. 46-47 3a: MOJIHMEpPHO NOKPHTHE N0 NWJIATA Jb/KHHA; XHAPOPHIHO MOKPHTHE
Hydrocoat; cnapa/jioOBHAeH CerMeHT,core-to-tip Au3aiiH HA BbpPXa; AbL/UKHHA HA JHCTAIHHASA
PEHTTEHOBONO3NTHBEH OILIeTeH cerMeHT-30MM; MoaHHIHEpaHa NapadoIMYHA TEXHOJIOIHs
Ha MpexoJa 3a yJeCHEH J0CTHI U MoA00eH KOHTPOJ Ha BBPTEHE-responsease TeXHOJIOTHI;
HaJIMYHE HA I0TLIHATE/IeH 2MM MapKep;

e mo3amus Nel - Ne 7 - PTCA Bomau 0,014" Koponapen awiataildOHEH BoZad 3a KOMILICKCHA
aHaromMuss, DUO-CORE TexH0JIOrds B KOHCTPYKIJMCTa-CHIMKOHOBO IIOKPDHUTHE BBPXY BpB3Kara
MEXy CTOMaHEeHa JpbKKa ¥ HUTHHOJIOB AUCTANCH Kpai, fucTajieH shape-HMTHHOJIOBA CIIMpala ¢
IUIaTHHEHA BEpXoBa YacT, 40cM M-coat guctanHo XuapoduimHo nmokpuTHe, J[bDKUHA HA BoJaYa-
180uM, Texect-Floppy-1,0g, Intermediate-3,6g, Hypercoat-1,0g, Extra Floppy-0,6g. -
NpeJIoKEeHHETO He 0TroBapA HA CIeJHHTE TEXHHYCCKH XAPAKTEPHCTHKH: HAMA JaHHH HA
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crp. 48-49 3a: DUO-CORE TexHO/I0THSE B KOHCTPYKIHATA-CHIHKOHOBO NOKPHTHE BbpPXY
BPB3KATA MEKIAY CTOMAHEHA NAPbAKKA H HHTHHO/IOB JHCTajJeH Kpaii; amcraneH shape-
HHTHHOJIOBA CHHPAJIA ¢ IVIATHHEHA BLPXoBa 4act; 40cm M-coat aucTanaHo xmapodmino
noxputhe; Texecr-Floppy-1,0g, Intermediate-3,6g, Hypercoat-1,0g, Extra Floppy-0,6g.
no3umus Nel - Ne 16 - [luarnocTuden Bojad, XubpyiHa OIIeTKa OT HepbKIacMa CTOMaHa, Opaiit
THII, HAHNOHOBO nokpuTHe, PTFE BBLTpEmHO MOKPHTHE, PEHTIeHO TNO3HTHBEH BPBX, NET-
CerMeHTeH mu3iH; J-mamet, muamersp 0.035", memxmna ot 150 mo 260 oM, J Tun u IpaBH. -
OpeNT0kKeHHETO HE OTrOBAps HA CJIEHUTE TEXHHYECKH XAPAKTEPHCTHKH: HAMA JaHHH Ha
crp. S50-51 3a: XuOpuaHa oOmJeTKa OT HepbkIaeMa CTOMaHA, OpaiiT THI; PeHTreHo
NO3HTHBEH BPBX; NeT-CerMeHTeH u3in; J-namer.

nosunus Nel - Ne 17 - Jlwarsoctuden Bojay, XWGpHaHA OIUIETKA OT HEPHXKIAeMa CTOMAHa,
PCHITCHO TIO3HTHBEH BPBX, HainoHOBO moxputme, PTFE (polytetrafluoroethylene) swrpemmso
NIOKpUTHE, JIECHO OQOpMSHE C NMPBLCTH W J-TlaMer, TBBpJI/€KCTpa-TREpA/yiTpa-Tespa, 0,035",
AbmkuEa 0T 150 cM 10 260 cM, J-THI M IpaB - NPeI0KEHHETO He OTTOBAPH HA CJAEIHHTE
TEXHHYECKH XAPAKTEPHCTHKH: HAMA JaHHH Ha crp. 50-51 3a: xubpuaHa omierka ot
HEPbKAaeMa CTOMAHA; PEHTI¢HO NO3MTHBEH BPBX; J-namer.

- IPE/UIOKCHHC 32 H3ITBIHCHAC HA MOpBUKaTa — oOpasel no mo3umus Nell- BKIIIOUBAIIO H CPOK 3a
JlocTaBKa- A0 24 yaca,
3a HOMEHKJIATYPHH €MHULME — 1, 2, 3, 6 1 7 - IPUAPYKEHO OT M3BAIKH OT KATAI03H, C IOCOYCHH

CTPaHHIH OT MPEICTABEHUTE JOKYMEHTH, KBJETO CC HAMHUPAT JAHHH 33 O()epHPAHHTE MeIHIIHHCKH
U3JIeNHUs.

Komucusara YCTaHOBH CJICIHUTE HECHEOTBETCTBHA:

[ ]

mosuius Nell - Ne 1- Jluarmoctuynm xarerpm 4,5,6F cvec SUS-brade/ ycunenw/ u M-
XHIPOGHIHO NOKPHTHE /BKIIOYHTENHO ClENMaTHH pamuamhu katerpu Tiger LII - ymoben 3a
AMAarHOCTHKA HAa JBETe KOopoHapHH aprepud npu OMMHM, ElGamal-2, AL type NTR/ -
OpeNJIoKeHHeTO He O0TroBaps HA CJeJHATE TEXHHYECKH XxapakrepHcTuxu: Jlumcsar
KaTersp 4F — BHAHO oT crp. 76-77; AMICBAT JAaHHHE 33 M-xngpodniano noxpurue; SUS-
brade/ ycunenw/; pammanam karerpu Tiger LII - ymoben 3a nmarnocTHka Ha aBeTe
KopoHapHH apTepud npu OMMU ,ElGamal-2, AL type NTR

nosunus Nell - Ne 2- Bonemu karetpu 3a PTCA - npeasnoxkennero He 0TroBapsi Ha 0CHOBHA
TeXHHYECKa XapakTepucTaka: Boaemu karerpu, kato BHAHO oT c1p. 79-80 e mpeano:keHo
BOJENIH e3HIeTa.

no3unus NIl - Ne 3- Boneuw karetpn 3a PTCA - mpeioskeHHeTo He 0TrOBapsi HA OCHOBHA
TeXHHYECKa XapaKTepHcTHka: Bonxemu karerpn, kato BHaHO oT crp. 81-82 e mpeaaokeHo
HHTPaJIOCEepH.

no3HHs Nell - Ne 6- 6 Fr, 7 Fr, 8 Fr ceBMecTM - TpoMGaciupanyoHen KaTeTsp 3a KOpPOHapHH
U rHepuQepHr apTepHalHM CHIOBE, IB/DKMHA HA 3a00EHHS W aTpaBMaTHYeH BPBEX 6 MM,
mactanio M-coat xunpodunHo mokputue - 40 cM; 1 MM Ro mapkep Ha 4 MM oT BBpxa, 10 cm
obI0o4YnHEH Mapkep Ha 90 cM ot BbpXa, 140 cM gemxuHa, chBMecTHM ¢ 0,014" Bonmau, BxoneH
npodun - 0,019", excrpakupoHHa IOBBPXHOCT 3a 6 Fr - 0.95 MM 1 1.32 MM 3a 7 Fr, Jlnametsp Ha
madTa BbHITEH: AucTaeH - 5,1 Fr3a 6 Fr - 5,9 Fr 3a 7 Fr, chc IpeMOHTHpaH CTUIIET 3a no-nobpa
0mopa u MpOXOAMMOCT, RX CerMeHT - 23 cM - mpelioKeHHEeTO He OTroBaps Ha CJEeIHHTe
TeXHHYeCKH XapakTepucruku: Jlancsatr 8F — Buamo ot crp. 83-86; amcraamo M-coat
xuapoduiHO mokpuTHe - 40 cm; Juamernp Ha madgra peHmen: 5,9 Fr 3a 7 Fr ; anncear
naunm 3a: 1 Mmm Ro mapkep ma 4 Mm or Bbpxa, 10 cm gba6oannen mapkep Ha 90 cm oT
Bbpxa ; BXoJeH mpopua - 0,019", excTpaknHOHHA MOBBLPXHOCT; NPEMOHTHPAH CTHJET 3a
no-106pa onopa u mpoxoaumoct, RX cerment - 23 cm.

nozanas Nell - Ne 7- Tpombacnupaisonen kateTbp Mek, Kb, CKOCEH, TEPMHYHO 06paboTeH
Bppx Full-Wall TexHonorns Ha MeranHa ometka 3a mo-1065p KOHTPON IpPH BBpTCHE JlBa
AWaMeThpa Ha KAaTeThpa, CHBMECTHMH ¢ 6 M 7F BLBeKmalH KaTeTpH, ¥ ¢ Bogad 0.014 Ckopoct
Ha acmivpanus 45mMi/mMud 3a 6Fu 92mn/mun 3a 7F  [Ibimkuna npu 6F - 140 cm; ipu 7F - 145 om-
NPENIOKEHHETO He OTroBapsi Ha CJIeJHHTe TeXHHYeCKH XxapaxtepHeruku: Jluncear
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Avxnna npu 7F - 145 cM., BHAHO oT cTp. 86; AMncBAT JaHHH 3a: TepMHYHO 00paboTeH

BpbX; Full-Wall Texnojorns Ha meranna omierka; Ckopoer Ha acnupanus 45vi/MuH 3a
6Fn 92ma/mun 3a 7F;

- IPE/UIOJKEHHE 3a H3IIBJIHEHUE Ha MophYKarTa — oOpasen nmo mo3unus Nelll- BKIIOYBAIIO M CPOK 3a
JocTaBKa- 10 24 Jaca,
3a HOMEHKJIATYPHH eIMHHAIM — 2, 3, 4, 5 1 6 - NpUIPYKEHO OT H3BA/IKH OT KAaTaI03H, C IOCOYEHH

CTPaHHMIK OT NPE/ICTABCHHATE TOKYMEHTH, KbJIETO C€ HAMUPAT JaHHH 32 OQEpHUPAHUTE MEAMLIMHCKA
H3OEIHA.

Komucusita YCTaHOBH CIICAHHTE HECHOTBETCTBHA:

mo3auus NelIl - Ne 2- Banon-karersp 3a PTCA, npe-aunarauus; ceemectum ¢ 0,014' Bogaw; SF
BOJZICI] KaTeThp; MoHOpern cucrema mwimd OTW; 3- segmenten;pasmepun-1,2-5,0; mpeMuHaBain
npodun-0,021'; mpodun ma BHpxa-0,017'; mommyperan Slim seal TexHONMOrHA W BPBX THI
transitionless; marepuan Ha Gamoma XCELON-S (Pebax); mapkepu- Tungsten ¢iekcHOHIHE
HOMHHANHO Haisrade- 8bar/ATM; RBP-14bar/ATM./ - mpemiioxkeHHeTro He OTroBaps Ha
CJIeHHTE TeXHHYeCKH XapakrepucTuku: Jlancear pasvepn-1,2 u 5,0 MM — BHAHO OT CTp.
99-104; momMuHaaHO Hanarame- 8bar/ATM; .mmncBar ganHM 3a NpeMHAHABAI NMPOgHT;
npo¢ua Ha Bpxa-0,017'; nosmyperan Slim seal Texnonoras 1 BpLX THN transitionless;
no3unust Nelll - Ne 3- Non-Compliant xopoHapeH GalloH 3a akypaTHO BHCOKO HalsraHe, npe u
TOCTAUIIATAIMS ¢ 2 PEHTIeH HEMPO3padHH U 2 ThI00YMHHA MapKepa; HHOBATHBHA TpHILIACTOBRA
/EIE/ TexHoNOrWs 3a mO-TONSMA TBBPAOCT Ha GanoHa, M-coat XHAPO(HIHO NOKPHTHE Ha
Oanona-neokEHa - 145 cM; Huckk BxomeH mpogun — 0,43 MM, ynoben 3a 'kissing balloon"
TexXHWKa mpe3 6 Fr sonem karersp, IIpokcumanen madr — 1,9 Fr or Hepbxaaema cTomana,
Hucranen madrt — 2,6 Fr, Homunanno Hamsrame — 12 atm, RBP — 22 amm, IaMeTpH
2.0/2.25/2.50/2.75/3.00/3.25/3.50/3.75/4.00/4.50/5.00; awmxuam  6/8/12/15/20/25/30 MM -
NpeAT0KEHHETO HE OTroBapH Ha CJeJHHTE TeXHHYeCKH Xxapakrtepucruku: He e¢ Non-
Compliant xoponapen 6ajoH 3a aKypaTHO BHCOKO Hajsrane; JIumeBar pasmepn 3a
ABJKHHH W JHAMETPH — BHAHO OT crp. 99-104; HomuHanHO Haasrame- 12 arm,;
Tpunnacrosa /EIIE/ Texnosorns 3a no-rojsmMa TBLPAOCT Ha 6ajloHa.

mo3uuus Nelll - Ne 4- Koponapen Ganon 3a Bucoko Hajsrane Marepuan Ha G6anona SCP( semi
cristalline cf-polimer)/lu3aiin Ha madra:Hypotube EFT(Enhanced Force Transmission) ITpodun
Ha Bbpxa:0,018" Jlmamersp Ha muctammsa magt:2.6F(2.0-3.5mm),2.7F(4.0-5.0mm) mapkepu
:Iridium,sabuti—(mo 2 3a Bewukm pasmepu) [lokpuTtde: XHAPOQHIHO Ha AMCTANHHA Imadr,
OanoHa M BBpXa:CleNHaTHA TEXHOIOIUs HAa HAHACAHE HA NMOKPHTHETO CaMO BBPXY BBHIIHATA
NOBBPXHOCT HAa IumKkHTe Ha  Oanona(Patchwork)  NP:14atm;RBP:20atm(18atm-4.0-
5.0mm)Pazmepu :2,0-2,25-2,5-2,75-3,0-3,25-3,5-3,75-4,0-4,5-5,0mm/8-12-15-20-30mm
Paborema memxuna :145¢cM Bogem xarersp:SF- mpensioskenHeTo He OTroBapsi Ha CJIeIHHTE
TexHuueckn xapaxrtepucTuku: He e Koponapen 6ajson 3a Bucoko manasarane; Jlanmcsar
pasMepH 3a Ib/HKHHH H THAMETPH — BHAHO oT cTp. 99-104; NP:14atm; RBP:20atm(18atm-
4.0-5.0mm); gmEnceaT gapHE 3a: [m3aiin ma madra:Hypotube EFT(Enhanced Force
Transmission) Ilpogua nHa Bepxa:0,018"; cmemmaJHA TEXHOJOrMs HA HAHACHHEe HA
MOKPHTHETO ¢aMO BLPXY BHHITHATA MOBHLPXHOCT HA ILTHKHTe Ha fasioHa(Patchwork);
nmozuuAA Nelll - Ne 5- Banon nokpur ¢ memukameHT IIpodun Ha Bepxa:0,017" duzaiin uHa
ma¢ra:HypotubeEFT(Enhanced  Force Transmission)/luamMersp  Ha  madpt:2,5F(2,0-
3.,5mm),2,6F(4,0mm)Mapkepu:iBa IatuHa- wpuauid  Pa6otHa gbmkuea:140cM  Bomem
kareTep:SF Ilokpurue: Menukament: [laximrakcen(Paclitaxel)/lo3a Ha MeaukamenTa:3,0pg/mm?
Marpuna:.Ilakmirakcen u ByTupun-Tpu-xekcun murpar Iloxkpura nospxHOCT [MmmEApHYHEY U
KOHYCOBUJIHM pasjieny Ha 6anoHa;HaJMHHABAIIA MPOKCHMMAJIHHUSA M AWCTAIHHA Mapkep Bpeme 3a
H3IbYBaHE HA MeauKaMeHTa: 30ceK.- MPesIoKeHHETO He 0TroBaps Ha CJIECIHHTE TEXHHYECKH
XapaKTePHCTHKH: JIANCBAT AaHHH Ha cTp. 105-111 3a: Matpuua:Ilaxiauraxcen u Byrupuai-

TPH-XEKCHJI HHTPAT, Hoxpm"a MOBBPXHOCT HHJIHH)]DH‘IHII H KOHYCOBHIOHH pa3je]H Ha



0asiona; HaAMHHABAINH NPOKCHMAIHMA H JHCTANHHSA MapKep; Juamernp Ha madr:2,5F(2,0-
3,5mm),2,6F(4,0mm)

e mosunms NeIIl - Ne 6 - Tlaxnutakcen uambupam PTCA GanoH KareTsp ¢ MATPHYHO NOKPHTHE OT
Paclitaxel u Lopromide ¢ npoxcumanen madt — 1,9F, qucranen madr - 2.5F, neinkuana — 145 oM,
OpaxuaneH u (emopaner mapkep — 100 cM u 110 cM , cbBMeCTHM ¢ Bozem KarteTsp SF,
cbBMecTHM ¢ Bonad 0.014”, npojun Ha pbpxa — 0,016", mpodun Ha npemunagane: 0,031"- 0,033",
HOMMHAITHO HaJisTaHe: 6 aTM., MaKCHMAJIHO HajraHe: 14 atM., pasMepH: nuamerpd 2.0MM, 2.5Mm,
2.75mm, 3.0MmMm, 3.5MM, 4.0MM ¢ gemkuEa 10 MM, 15mm, 20 / 17MM, 25MM, 30MM, 35MM, 40MM -
NpeIJIOKEeHHETO He 0TrOBaps HA CJICJHATE TEXHHYECKH XapPaKTepHCTHKH: JIMncBAT pazMepH
3a Tb/UKHHA HA MadT — 145 cm; gpoxuHEa Ha 6aoHa 35MM, 40MM; JTHICBAT JAHHH HA CTP.
105-111 3a: npokxcumanen madt — 1,9F, nucranen madr - 2.5F ; MaTpHYHO MOKPHTHE OT
Paclitaxel u Lopromide; 6paxnanen u gpemopanen mapkep — 100 cm 1 110 ¢cm; npodua na

npemunasade: 0,031"- 0,033"; soMuBaaHO HAJAAraHe: 6 aT™M., MAKCHMAJIHO Hajsrane: 14
aTM.;

- IPCJUIOMKCHAC 3a H3IIBJIHEHHE Ha IOpbYKaTa — obpasen nmo mo3mmusa NelV— BKIoYBaImo u Cpok 3a
JocTaBka- 10 24 gaca,

3a HOMCHKJIATYPHA CAHMHHIA — 3- IIPHAPYHCHO OT U3BAOKH OT KAaTaIO3H, C IMOCOYCHH CTPaHHIH OT
TIIPEACTABCHHUTE JOKYMEHTH, KBIETO CE€ HAMHpPAT JaHHH 38 0tpepnpaHH're MCIHIIHHCKH H31CTHA.
Komucugara YCTaHOBH CIICOHHUTE HECHOTBCTCTBHA.

e mosunua NelV- Ne 3-Mntpomocep cer ¢ xuapoduiiHO moKpATHE-M-KOYT A€pHBAT H CKOCEH BPBX
Ha junaratopa; pasmep 4.5,6,7 F; memkuna 70mm,100MM, 160mMm "cross cut' cHIMKOHOBa
XeMocTaTH4Ha Kiana,"snap-on-click of-dilator lock" cucTeMa, IBETOBH KOJOBE 3a Pa3IMYHHTE
pasMepu, ceBmectiME ¢ 0,018", 0,021",0,025" Bozmad mnpeaIoKeHHeTO HE OTroBaps Ha
C/lIeTHHTE TeXHHYECKH XapakrepucTHKH: JIunceaT Ha crp. 131 pa3mepn 3a: abiexunHa 100mm,
160mMM; nTuncBaT JaHHHU 3a: XHAPO(HIHO MoKpHTHe-M-KOYT; CKOCEH BPbX Ha AHJIATATOPA;
"cross cut" CH/IIMKOHOBR XeMOCTATHYHA KJjana,''snap-on-click of-dilator lock" cmcrema;
cexBMecTHMH ¢ 0,021",0,025" Bogay.

- IPEIOXKEHHE 3a H3IThIHEHUE Ha OphUKaTa — obpasen mo mo3umus NeV— BKIIIOYBAINO U CPOK 3a
JocTaBka- 10 24 yaca,

3a HOMCHKATYPHH euHUE — 1, 2, 4, 6 1 7 - IpUApYKEHO OT M3BAJIKK OT KaTalo3H, C MOCOYCHH

CTPaHHIIH OT NMPEACTABEHUTE JOKYMEHTH, KBJICTO CC HAMHPAT JaHHHM 3a OepHpaHHTE MCIHUIIMHCKH
H3EITHSL.

KomucusTa ycTaHOBH ClleIHUTE HECHOTBETCTBHS: -

e pnosumHa NeV- Ne 1- Koponapen cteHT @ Marepuain: KoOanT-xpoM; [AH3alH: JBOCH
XEIHOKOUaIeH, ChOTHOIIEHHE MeTal:cBoOoAHO mpocTpaHcTBo: 16/13% u 12/11%,1e6enuna Ha
crparosere:(,0024” nmpemunasam npodpun:0,037”npmkuaa Ha madTa:140cm Mapkepu:platinum
iridium ,Habutu nokpute: PROBIO /cunukonoB xapbun/ duamerpu: 2.0-5.0 ppmokusm: 9-13-15-
18-20-22-26-30-35-40- mpeayioXKeHHETO He OTroBaps Ha  CJIeIHATE TeXHHYECKH
xapakrepacTukH: I[Ipepnoxenmar Ha crp. 160-168 creHT € Ccbhe cHCTeMa H3AbLYBAMIO

JIEKAPCTBO, KOETO He ChOTBETCTBA HA cHeNM(HKANHKATA 32 Ko6aAT-XpoM, 03 JeKapCTBEHO
MOKPHTHE.

o  mosumus NeV- Ne 2- MeaukaMeHT u3ip4Bain creHT: MemukamenT: Sirolimus mMarepuai: kKoOair-
xpom, L-605 mu3aiin: MBoeH XenuokouaaneH, macuBHo nokputue: PROBIO /cunmmkonoB kapbun/
akTuBHO ToOKpuTHe: BlOlute- Guopesypbupyem, "momumep aeGemuna Ha crparosere:(,0024”
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no3a: 50-250ug B 3aBHCHMOCT OT pa3Mepa XBDKUHA Ha madrta:140cm mapkepm:platinum iridium,
HaOUTH muamerpu: 2.25-2.5-2.75-3.0-3.5-4.0 ", IIemkemm: 9-13-15-18-22-26-30-35-40-
TPEATOKEHHETO HE 0TIOBAPH HA CJEAHHTE TEXHHIECKH XapaKTepucruku: JlumepaT Ha cTp.
160-169: Meaukamenrt: Sirolimus; JIe/oxunn: 13-15-18-22-26-30-35-40; auncBaT JaHHH 3a:
AM3aliH: JBOEH XeJHOKOHIANEH; NACHBHO noxkparue: PROBIO /cunmkonos xap6mn/;
aebenmHa Ha  crpatoBere:0,0024”; no3a: 50-250pg B 3aBucEMOCT oOT pa3mep;
Mapkepu:platinum iridium, na6uTn.

* mnosunus NeV- No 4- BudypkanmoHHa CTEHT-CHCTEMA. Marepuan: Kobanr-xpom; Mapkepu:
ITnaruna/Mpunnit; Jlebenmna Ha crparoee: 0.0033"; IMwmkuHa: 19 / 18 mm. Jnamersp
(SideBranch — Main Branch): 2.5-2.5/2.5-3.0/2.5-3.5/3.0-3.5/3.5-4.0 mm; Karetsp: 5F; Nominal
Pressure: 8/10 atm; RBP: 14 atm.OcHoBen KioH: 8 mm; IIpexon: 4,5 mm; Crpanuyen KioH: 6.5
M- NPENT0KEHHET0 He OTroBapsi HA CJEIHHTE TEXHHYECKH XapaKTepPHCTHKH:
Ipennoxennnar ua crp. 170-175 crenTt He e badypkanmonna crenT-cmcTemMa, Koero He
ChOTBETCTBA Ha cNeHHPHKANHNATA.

* mosHnus NeV- Ne 6- Cucrema ¢ m3mpuBamo CHPOIIMMYC pe30pOHpyeMO KOPOHApPHO MAarHe3WeBo
ckesle Marepuan Ha CKeNeTO:NaTeHTOBaHA MAarHe3WeBa CIUIaB Mapkepu:1Ba TaHTAIHMEBH BLB
BCCKH KpaH AKTHBHO NOKpHTHE:GHOpPe3ypOHpyeMm monmuMep(PPLA) u cupomumyc Jloza Ha
nekapcTBoro:1,4ug/mm? IlpenopeunTenes Bojermm kateTep:6F(Mun.l.D. 0.070")[Tpemunaramn
npogun:l.5Smm Jkmkuna Ha madra:140cm Marepuan Ha Ganona:SCR(semi cristalline co-
polymer) mmamerpu:3.0 u 3.5mm abmxuEE:15-20-25mm- NpeNIOKEHHETO He OTroBaps Ha
CICAHHTE TEXHHIECKH XapakTepucTuku: Ilpennoxkenust ma crp. 170-175 crent He e
Cucrema ¢ wu3abuYBamo CHPOTHMYC Ppe3op0HpyeMO KODOHADHO MArHE3HEBO CKeJe;
MaTepnan Ha CKeleTo:maTeHTOBAHA MarHe3meBa CILIaB, KOETO0 HE ChLOTBETCTBA HA
cnenMpuKanUaTa.

* mosumas NeV- Ne 7- JlekapcTBeHo m3mbuBama cxocera SIROLIMUS KOpOHapHa CTEHT
cucreMa. Marepuan-ko6anr-xpomL605, rebenvna  na cTparoseTe-6SMuKpoMeTpa/0,065MM  miH
0,0026 HHYa/ Huamerpn Ha cTeHTa:2,7S-2,25;3,00-2,50;3,50-3,OOMM.I[LM(HHH-
30,40,50,60mm.Cpenen OTCTBII-3%.Cpenen pakypc-0,29%, JlexapcTBo-
SIROLIMUS.ExBuBaneHTHa 103a Ha MenukamenTa-1,25muKkporpama  Ha  kB.MM.Ilommmep-
bropasrpamuM M 6uockBMecTHM.J[ocTaBsma cacreMa-6bp3  o6men.Homunamno Hansrane-9
atMochepu. HomuHanno Hanarane Ha ckbcBane-max 14 atM.Hansec Ha Ganona-< 0,5MM.BrHmen
AHAMETBp Ha KateTbpa-npokcuManeH 2,13F,aucranen-2,7F. PeRTreHo-KOHTpacTHH MapKepH-2-
IaTHHa/upumid. U3nomBacMa  ThIDKMHA HA KareTbpa-142cM.CbBMECTHMOCT Ha  BOZeIIHs
KareTep-SF.Makcumanen  Boxau-0,014umaa/0,36Mm/- NPENI0KEHHETO HE OTroBaps Ha
CICHATE TEXHH1eCKH XapaKTepucTuky: IIpennoxenunt Ha crp. 170-175 cTeHT He e cKoceHa
SIROLIMUS koponapua cTeHT cucTeMa, Karto HPEI0KEHHETO € CaMoO C €IHH H ChII
AHAMETHD NPOKCHMAIEH H  [HCTAJIeH, HSMA CKOCSBaHe, KOETO He ChOTBETCTBA Ha
cnenApUKANUATA.

Taka ycranosennre HECHOTBETCTBHS, ONHCAHH M0 rope, MexIy MOCOYCHATE B TEXHHIECKATA
CHeHH(pHKANHSA XaAPAKTEPHCTHKH HA MeIHIHHCKH H3/1eJ1HH H ohepHpaHHTE NPOAYKTH, KOMHCHATA
KaTEropuIHO CHTA, 9¢ NPABAT npeoxenuero Ha ''Bera Mexukan" EOO/I nenmoaxoasimo u
YYACTHHKBT He e J0ITyCKa 10 OlieHABaHe M KJACHPaHe.



7. YuacTHHKBT ¢ mpeanoxende ¢ Bx. No 7844/04,10,2017r. ma "b. bpayn Memmxan" EOO]] e
NpECTaBHIL

- IpeNIoKEHHeE 3a H3BIHEHAE Ha MOophiKaTa — obpasen; mo mosunus Nel- BKmouBalno u Cpok 3a
ocTaBKa- 1o 24 gaca,

- IeKJIapaIlus 3a ChIIacHe C KJIAy3HTe Ha NPHIIOXKeHHs npoekT Ha aoroeop (IIpuioxenue Ne3);

- JieKJIapamus 3a cpoka Ha BamuaHocT Ha odeprara([lpunoxenue Ned);

- Nexnapanuu mo obpazen (IIpunoxernune NoS)

3a HOMEHKJIATYpHH equHAIM — 1,2, 4, 16 1 17 - npuapy)eHo OT NpUAPYXKEHO OT M3BAJIKHA OT KaTano3u, C
IIOCOYEHH CTPAHMIIA OT MPeCTABEHUTE JIOKYMEHTH, KBJIETO e HaMMpaT JaHHH 3a oepHUpaHuTe
MEIMITMHCKY W3/IeNusl.

KoMmucusTa yCTaHOBH CIIEAHATE HECHOTBETCTBHA:

nozunusa I- Ne 1 w 2- JlWarHocTHYHHM Bojaud - xuapopuiaHo moxkpurme "M coat'-
NpeIoKeHUEeTo He 0TroBapsl HA CJIeIHATE TeXHHYEeCKH XaPaKTePHCTHKH: JIHNCBAT XaHHH
Ha cTp. 39 3a xuapodpuaHo noxpurue "'M coat'.

nosunusa  I- Ne 4- Bomau -PTCA, 0,014':190/300cM ] ¥ mpaB BpbX, AUCTaJHA CHPIECBHHA-
Durasteel TONMAMEpHO TNOKPHTHE MO MsiaTa ABDKHHA, Xxuapoduino noxpuree Hydrocoat,
HaIMYAEe HAa CIHPAIOBHIEH CETMEHT, core-to-tip AW3aliH Ha BbpPXa;AbJDKMHA Ha MCTAIHHS
PEHTICHONO3UTHBEH  OIUIeTeH  cerMeHT-30MM;  HajlMyde Ha  JONBJIHHMTENCH  2MM
Mapkep;MoiduIpaHa napabonudaa TEXHOMOTHA Ha MPEXoja 3a YJIECHEH JOCTBII K 1oJ00peH
KOHTPOJI Ha BBPTEHE -IESPONscase TEXHOJOTHA, Pa3jIM4HH CTENEHM Ha TBBPAOCT Ha BbpXa-
NpeNT0KEHHETO HE OTrOBapd HA CIeAHHTe TeXHHYeCKH XapaktepucTHku: Jlumcsar Ha
crp.40-41 gpioxuaa 300cM.; THNCBAT JaHHHM 3a: AHCTAAHA chpuesHHa-Durasteel; core-to-tip
Au3aiiH HA BbPXa; HAJIM9HEe Ha JONbJIHHTENEH 2MM MapKep;MoaudHIHEpaHa napadonnina
TEXHOJIOTHSI HA MPeXo/ia 3a YJeCHeH J0CTHI H NMoJ00peH KOHTPOJ Ha BLPTEHE -responsease
TeXHOJIOTHS.

nosanas I- Ne 16 - JluarHocTden Bogad, XuOpHIHa OIUIETKA OT HepbxkaeMa CTOMaHa, OpaiT
THII, Ha#WIoHOBO mMOKpuTHe, PTFE BBTpEIIHO MOKPUTHE, PEHTICHO IO3MTHBEH BpPBX, IIET-
cerMeHTeH Ju3iiH; J-mamer, muamersp 0.035", npmkuna ot 150 mo 260 cM, J TEn W mpaeu.-
NpeIoKEeHHETO He OTrOBaps Ha CJIeHHTE TeXHHYECKH XaPAKTEPHCTHKH: JIHICBAT HA CTP.
39 naHHM 3a: MeT-cerMeHTeH JU3HH; PEeHTIeHO MO3HTHBEH BPbX; HAMJIOHOBO NOKPHTHE.
mosuua  I- Ne 17 - JluarHocTuueH Bojiau, XHOpHUIHA OIUIETKa OT HEpPBXKJacMa CTOMaHa,
PEHTTEHO MO3WTHBEH BpbX, HaitnmoHoBO mokputme, PTFE (polytetrafluoroethylene) swrpemnso
TNOKPHTHE, JIeCHO o(opMsHe ¢ TPBCTH M J-mameT, TRBPJ/eKCTpa-TRBpH/ynTpa-TBepa, 0,035",
JemkuEHA OT 150 cM mo 260 cM, J-THn ¥ IpaB.- NpeAJIoKEeHHETO HE OTroBaps Ha CJeHHTE
TEXHHYECKH XapaKTePHCTHKH: JHICBAT Ha cTp. 39 JaHHH 3a: PEHTIEHO NO3HTHBEH BPbHX;
HAJI0HOBO MOKPHTHE.

- TIpeTOKEHKE 32 M3MBIIHEHUE Ha MOphyUKaTa — oOpasen no mo3unus Nelll- BkirouBalio v Cpok 3a
JIOCTaBKa- 10 24 Jaca, .

3a HOMEHKJIATYpHHU eAMHULHK — 6, 7 ¥ 11 - IpUApYKEeHO OT U3BaAKH OT KaTajlo3H, J0Ka3BallH
CHOTBETCTBUETO C TEXHUYECKUTE XapaKTePHCTUKH, C IOCOYEHH CTPAaHHULIM OT IPEICTABCHATE NOKYMCHTH,
KBJCTO CC HAMHUpAT JaHHHU 33 O)epHPAHATE MEAUIIMHCKH H3/ICIIHA.

KoMurcHATA yCTaHOBH, IPSAIOKEHHETO OTTOBAaps HAIBJIHO Ha BCHYKH 3AJI0KEHH H3HCKBAHHSA, HMa ITEIIHO
CHOTBETCTBHE MEXIY IOCOYCHHUTE B TEXHHYECKATa ClieH(HKAIHA XapaKTePHCTHKH HA MEIHUIIMHCKHUTE
u3zenus ¢ odepupaHuTe MpoayKTH. [IpeacraBeHHTe JOKYMEHTH ChABPXKAT JAHHH 324 CHOTBETCTBHE ChC
3aJI0/KCHHTE XapaKTePHCTHKH.

- IpeINIOKEHHE 3a U3II'bJIHEHHE Ha ophUKaTa — obpazen mo mosuuus NeVI- BKoUBaio 4 Cpok 3a
ocTaBka- 1o 24 dJaca,

3a HOMEHKJIATYPHHU eJUHUIM —1, 3 1 28 - NpUAPYKEHO OT H3BAJKH OT KATAJI03H, MOCTPA, 10KA3BAIIH
CHOTBETCTBHETO ¢ TEXHHYECKHTE XAPAKTEPHCTHKH, ¢ NIOCOYEHH CTPAHHMIIH OT NPEACTABEHHTE
MOKYMEHTH, KbA€T0 ce HaMHPAT JaHHM 32 0epHpaHUTE MeTHIIHHCKH H3AEJIHS.

- Onrc Ha NpeACTaBEeHUTE MOCTPH



KomucusiTa ycTaHOBH, IPEUIOKEHUETO OTIOBAPS HAIBJIHO Ha BCHYKH 3AJI0XKEHU M3MCKBAHUA, MMa ITHJIHO
CHOTBETCTBHC MEKAY MOCOYEHUTE B TEXHHYECKATa CICHM(UKAINA XapaKTEPHCTHKH Ha MEIUIIMHCKATE
u3zenus ¢ ofepupanuTe mpoayKTH. [IpecTaBeHnTE JOKYMEHTH ChABPKAT JAHHH 33 ChOTBETCTBHE ChC
3aJI0KCHUTE XapPaKTEPUCTHKH.

Komucusita equnonymno pemu: gomycka yqacTHHKST "'B. Bpayn Memukan' EQOJI 1o pasriexnaHe
Ha HEHOBH MPEJJIOKEHHS 32 BCHIKH HETOBH NPEUIOKEHHS C M3KIIOYEHHE Ha:

nosuuus I- Ne 1, 2, 4, 16 u 17 - mopagn ycraHOBeHHTE HECHOTBETCTBHS, ONIHCAHH 110 TOpe,
MeRIy TMOCOYEHHTE B TEXHMYECKaTa cnenHQHKANNa XapaKTePHCTHKH HA MEXHIHHCKH
H3/leIHA H 0epHPAHATE NPOXYKTH, KOMHCHATA KATErOPHYHO CYHTA, Y€ ca HEeNOAXOASIH H
YVYACTHHKBT He Ce JOIyCKa 3a THAX /10 OLeHsABAaHe H KJIAaCHpaHe.

8. Y4acTHUKBT ¢ peanoxkenne ¢ BX. Ne 7845/04,10,2017r. m.a  Hosumen Kapmuo EOO/] e
TIPEeICTABHL:

- AOKYMEHT 32 YIIbJIHOMOIIaBaHe, KOTaTo JIHIETO, KOeTO MoJAaBa odepTara, He € 3AKOHHHIAT
IpeJCTABHTE HA YYACTHHKA;

- IpeJNIoXKEeHHE 33 H3IBIHEHHE Ha MOophYKaTa — obpaser; no mo3unus Nell- BkirouBaimo u cpok 3a
JocTaBKa- no 24 gaca,

- IEKJIapalus 3a ChIlaCHe ¢ KIay3uTe Ha NPHIIOKEHUs NpoeKT Ha aorosop (IIpunoxenne Ne3);

- JleKIapaius 3a cpoka Ha BamuaHoCT Ha odeprara(lIpunoxenne Ned);

- Hexnapaiuu no obpazen ([Ipunoxenue Ne3)

3a HOMEHKIATyPHH EIUMHUINA — 2, 3, 7 ¥ 8 - IPUAPYKEHO OT IPUAPYKEHO OT H3BAKH OT KaTalo3d, C
MOCOYCHH CTPAHMIK OT IPEICTABEHHUTE NOKYMEHTH, KbIETO C& HAMHPAT JaHHH 33 O)epUpaHHUTE
MEIULIUHCKH H3IETHs.

Komucusara YCTaHOBH CIICTHHTEC HCCHOTBETCTBHA:

mo3pums II- Ne 2- Bopemm xarerpu 3a PTCAmpu 5F-0,058", 6F-0,071'7F-0,081":8F-
0,090";Full-Wall TexHONIOrHA Ha MeTaTHa OIUIETKA 3a 1M0-A00Bp KOHTPOI TIpH BhpTeHe. Brpanena
TJIaka METajHa oIeTka, MeK BpbX;Vest-Tech Nylon TexHoOJOrHs 3a NOBHIIEHa PEHTIEHOBA
BugumocT. ITlossomssam meron Kissing Balloon Cranpaprtha abmkuna 100 cM, Haludde IpH
HAKOM Ha 55 ¢M, 90 cm Crpannynu oTBopH- o uW360p (SH)- mpenioxkeHHETO HE OTrOBaps HA
CJIEIHATE TEXHHYECKH XaPAKTePHCTHKH: JIMICBAT JaHHH Ha cTp. 34-35: 6F-0,071'; Full-
Wall Texnosiorus Ha MeTaiaHa omierka; Brpagena riaaka merajana onjerka; ab/okaHa 100
cM.

nosuumasa II- Ne 3- Bopemm xarerpu ¢ ID 5 Fr = 0.058”; 6 Fr = 0.071”, 7 Fr = 0.082”,8 Fr
=0.091", Zone TexHONOTHA, BBTIPEIIHA OIUICTKA OT CTOMAHCHM HHMIIKHM /TEXHOJIOTHS 3a
YCTOMYHMBOCT NMPH YCYKBaHE /MEK aTpaBMaTH4eH BpPbX, CHCHHAIHH DajWalHu NPOPUIHM THII
Bypas, Tiger, 100 cM, 125 cm, 6 Fr MPA, ¢ XuapoQuIHO NOKpPHUTHE C H3KIIOYECHHE Ha
JUCTAIHATE 7 CM H IPOKCHMATHHTE 25 cM, 6e3 U ChC CTPAaHHYHH YNKH.- NPEAJI0KEHHETO He
OTroBapsi Ha CJIEJHHTE TEXHHYECKH XapaKTePHCTHKH: JHICBAT JaHHH Ha cTp. 34-35: 6F-
0,071'; ¢ xmapoduaHo mMokpHTHE ; Zone TEXHOJOIHs; CHCNHAIHA PATHATHA NPoGHIH THI
Bypas, Tiger; qb/kana.

nosunus II- Ne 7- Tpombacniuparmonen kareTsp Mek, KbC, CKOCEH, TEPMHUHO 06paboTeH BPBX
Full-Wall TexsHonorus Ha MeTaHa OILIeTKa 3a mO-A00BP KOHTPOI Npy BepTeHe J[Ba auameTspa
Ha KareTbpa, chBMecTHMHM ¢ 6 u 7F BBBexaamm karetpu, u ¢ Bogad 0.014 Ckopocr Ha
acrupanusg 45mi/mMuH 3a 6Fu 92m/mun 3a 7F dwmkuna npu 6F - 140 cm; mpu 7F - 145 cm.-
NpeIJIOKEHHETO He 0TroBaps HAa CJIeJHHTEe TeXHHYECKH XapPaKTePHCTUKH: JHICBAT JAHHH
Ha crp. 39-40: Mek, Kbe, CKOCEH, TEpMHYHO 00paboreH Bpbx Full-Wall TexHonorns Ha
MeTajIHa omieTka; Cxopocrt Ha acnHpanusa 45mi/MuH 3a 6Fu 92ma/mun 3a 7F.

nosunus I1- Ne 8- KopoHapeHn MHKpo-BOZENI KaTeThp 3a XPOHWYHH OKIY3MH H MaKCHMATHO
JTHCTATHM JIe3uH. SS braid TeXHOIOTHS OCHTYpSBaINa M3KIIIOYHTENHA YCTOMYHBOCT, XHAPODHIEH
M-coat /6e3 npokcumanHuTe 60 cM/, TBIDkUHA 130 W 150 oM, yaTpa HECHK JUCTAIEH MPoduI
1,8 Fr, npokcumanen npodun - 2.6 Fr, 3naren mapkep Ha 0,7MM OT BbpXa.- NPENJIOKEHHETO He
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OTroBapsl Ha CJeJHHTe TeXHHYECKH XapaKTePHCTHKH: JIHIICBAT JaHHH Ha cTp. 45-47: SS
braid TexHo0rMs ocHrypsiBama H3KJIIOYHTENHA YCTOi4HBOCT; Xuapodpmien M-coat /Ge3
npoxcumaanure 60 ¢cM; yarpa aachk aacraned npogma 1,8 Fr;. 3naten mapkep Ha 0,7MM

0T BBpXa.

- IpeIJIOKEHHUE 34 U3ITBITHCHHUEC Ha ITIOPHYKATa — 06pa3eu IO ITO3HITHA NelIl- pxmrouBaino # CpOK 3a

JOoCcTaBKa- no 24 gaca,

3a HOMEHKJIATYPHHA equHAIM — 4, 6, 10 1 11 - mpuApyk€eHO OT MPHIPYKEHO OT H3BAIKH OT KaTalo3u, C

[IOCOYEHH CTPaHHUIM OT IPEe/ICTABEHUTE NOKYMEHTH, KBJIETO Ce HAMUPAT NaHHM 3a oepupanuTe
MEIMLIHHCKA W3IEIHs.

Komucusara YCTaHOBH CICIHHTE HECBOTBETCTBHA:

nosumus ITI- Ne 4- Koponapen GanoH 3a BHCOKO Hamarane Marepuan Ha Oanora SCP( semi
cristalline cf-polimer)/{n3aitn sa madra:Hypotube EFT(Enhanced Force Transmission) ITpodun
Ha Bbpxa:0,018" Jluamerbp Ha mucranaus madt:2.6F(2.0-3.5mm),2.7F(4.0-5.0mm) mapkepu
:Iridium,Habuti—o 2 3a BeWuku pa3Mepu) [lokpuTHe: XUAPOQHWIHO HA JUCTATHHA ImadT,
GanoHa ¥ BBpXa;CHELMA]HA TEXHONOTHA HAa HAHACSHE Ha MOKPUTHETO CaMO BBbpPXY BBHHINHATa
TOBBPXHOCT Ha IuMKHTe Ha  Oanona(Patchwork)  NP:14atm;RBP:20atm(18atm-4.0-
5.0mm)Pasmepu :2,0-2,25-2,5-2,75-3,0-3,25-3,5-3,75-4,0-4,5-5,0mm/8-12-15-20-30mm
Paborema apmxuna :145cm Bogem katersp:5F- mpeasoeHHeTo He OTroBaps Ha CJEAHHTE
TeXHHYECKH XapaKTePHCTHKH: JIMNCBAT AaHHH Ha cTp. 56: Pasmepn 20-30mm; PaGorema
ankaaa :145cm; NP:14atm; Marepuan ma 6anoma SCP( semi cristalline cf-polimer);
Juzafin  ma madra:Hypotube EFT(Enhanced Force Transmission) IIpopua mna
Bbpxa:0,018"; IlokpurHe: xuapoduIHO HA AMcTANHAA MAadT, 6aI0HA H BbpXa;CHeNHAIHA
TeXHOJIOTHSl HA HAHACAHE HA MOKPHTHETO CaMO BLPXY BLHIIHATA MOBBLPXHOCT HA IJIMKHTE
Ha 6anona(Patchwork).

no3auasa III- Ne 6- Ilakiuraxcen mznpupam PTCA Ganon xareTsp ¢ MAaTPUYHO ITOKPUTHE OT
Paclitaxel m Lopromide ¢ mpoxcumanen madt — 1,9F, mucraner madt - 2.5F, npmkuna — 145 cM,
opaxuaneH u ¢emopanen mapkep — 100 cm u 110 cM , ceBMecTHM c Bojem KareTsp SF,
ceBMecTHM ¢ Bonad-0.014”, mpodun Ha BBpxa — 0,016", mpodun na npemunasane: 0,031"-
0,033", HOMHHAIHO HamAraHe: 6 aTM., MAKCHMANHO HausraHe: 14 aTM., pa3MepH: OHAMETpPH
2.0MM, 2.9MM, 2.75MM, 3.0MM, 3.5MM, 4.0MM ¢ apmxuHa 10 MM, 15MM, 20 / 17MM, 25MM, 30MM,
35mMM, 40MM - HpeNIOKEHHETO HEe OTroBaps HA CJEAHHTE TEXHHYECKH XapaKTEPHCTHKH:
JIMIICBAT JAaHHM Ha cTp. 60-61: nb/okuHa 10 MM, 17MM, 35MM, 40MM; ¢ MATPHYHO IOKPHTHE
or Paclitaxel m Lopromide; gucrasen madr - 2.5F; gpokuna — 145 cm; Opaxuanen u
t¢emopasien mapxep — 100 ¢cm m 110 cm; mpopun ma Bepxa — 0,016", mpopua =Ha
npemunasasne: (0,031"- 0,033"

no3unus III- Ne 10- Cuting ballon-Bogau :0,014" karersp RX,Scoring element:HuTHIOB TpH
cnupany, HuchK npodmia~2,7f,6anona:PEBAX, semicompliant.magt:-5F;6F Bomemr xateTsp;
paboTHa abivkHHA-137BM;MapKkepd Ha OanmoHa: 2HaOHTH;THaMeThbp Ha OanoHa2-3,5MM;IBIKHHA
Ha Gaona -10 - npeaIokeHHETO HE OTIOBAPH HA CJEIHATE TEXHHYECKH XapPaKTEPHCTHKM:
JHIICBAT JAaHHH HA cTP. 65-66: HUTHIOBH TPH CHPAJIH;

no3umua III- Ne 11-  Scoring - banon ¢ 3 cKOpHHT eneMeHTa OT HAWIOH 3a €(EeKTHBHA
MOArOTOBKA Ha Je3usTa, nmpokcuMmaneH madt 2,1F, aucranen madt 2,7F, cbBMecTHM ¢ BoAad
0,014", HOMHHAIIHO HaJIAraHe 6 aTM., IBIDKHHA 13 MM,IHAMETPH
2MM,2,25MM2,5MM,3MM, 3, 5MM,4,0MM- TIpeJioKEeHHETO He 0TroBaps HA CJIeIHHTE TEXHHYECKH
XapaKTEePHCTHKH: JIMIICBAT JAHHH Ha cTp. 65-66: ¢ 3 ckOopMHr ejeMeHTa OT HaHJI0H 3a
edexTHBHA NOATroTOBKA Ha Je3unaTa; He e Scoring - bajyon;

- IpeIOKEeHHE 3a M3NMBbJIHEHAE Ha OphUKaTa — obpasel] mo mo3unusa NeV— BKIIIOYBAIIO U CPOK 3a
JMocTaBKa- 10 24 yaca,

3a HOMEHKJIaTYpHH eIMHULHN — 4 1 7 - NPHAPYKEHO OT MPHAPYKEHO OT H3BAAKH OT KaTalo3H, C
MOCOYEHH CTPAHUIIH OT NpeCTABeHHUTE JOKYMEHTH, KbIETO C€ HAMHUPAT JAaHHM 3a oeprupaHHTe
MEJMIIMHCKH H3CIUs.
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3a HOMEHK/IATYPHA eMHHUIA — 4 - KOMHCHSTA YCTAHOBH, IIPEIOKEHHETO OTrOBapsd HAIIBIIHO HAa BCHYKH
3aJI0CHN M3MCKBAHHA, AMa IIBJIHO CHOTBETCTBHE MEXIY IIOCOYEHHTE B TEXHUYECKATA CHIEIADHKAIIHST

XapaKTCPUCTHKA Ha MEIMIHHCKOTO H3/IeHe C odeprpaHus npoxykT. [IpeaicTaBeHuTE JOKYMEHTH
CBABPKAT JJAHHH 332 CHOTBETCTBHE ChC 3aJI0XKEHATE XaPAKTEPHCTHKH.
KoMmmucusaTa ycTaHOBH CIEAHUTE HECHOTBETCTBHS:

e mosmmusi V- Ne 7-  Jlekapcrseno m3mbuBama ckoceHa SIROLIMUS kopoHapHa creHT
cucreMa. Marepuan-ko6anT-xpoML605, niebenuna Ba  cTpatomeTe-65Muxpomerpa/0,065MM  mtH
0,0026 HHYa/ Huamerpu Ha crenra:2,75-2,25;3,00-2,50;3,50-3,00MMm. [ bIoKHHY-
30,40,50,60mm.Cpenen orcThi-3%.Cpenen paxypc-0,29%. JlexapctBO-
SIROLIMUS .ExBuBanenTHa m03a Ha MeaukamenTa-1,25Mukporpama  Ha KB.MM.ITommmep-
OuopasrpaguM ® GuockBMecTHM.JlocTapsma cucTeMa-6bp3  o6Men. HomuHamHo Hansrame-9
atMochepu. HoMrHaTHO Hansrane Ha ckbeBaHe-Max 14 arm.Hamsec Ha 6amona-< 0,5MMm.BoHInen
AUaMETBp Ha KaTeThpa-npokcuManeH 2,13F,mucraneH-2,7F PeHTreHo-KOHTPaCTHH MapKepH-2-
InaTHHa/Mpuui UsnomsBacMa  IeikMHAa Ha  KaTeThpa-142cm.CHBMECTHMOCT HA  BOJEIIHS
kareTpp-SF.Makcumanen Bogau-0,014uH4a/0,36MM/- NpeNIOKEHHETO He OTroBapsi Ha
CJICIHATE TEXHHYECKH XaPAaKTePHCTHKH: JIMICBAT JaHHH Ha crp. 77-79: 3a JlekaperBeno
ureuBama ckocena SIROLIMUS xoponapHa cTeHT cHeTeMa, KaTo NPEI0KEHHETO € CaMo

C €lHH H CBII JHAMETLDP NPOKCHMAJICH H THCTANIEH, HAMA CKOCHBAHE, KOETO HE ChOTBETCTBA
Ha cHelUpHKANHATA.

- IIPE/VIOKEHHE 3a M3IIBIIHEHHE HA MOpBuKaTa — obpaser mo mosuius NeVI- BKiousamo u CpPOK 3a
IocTaBKa- 1o 24 4aca,

3a HOMEHK/IaTypHH eTUHALE — 4, 5, 18 | 22 - npupyKeHo oT IPHIPYKEHO OT H3BAJIKH OT KaTalo3H, C
TIOCOYCHHU CTPAHHIM OT TIPEJCTABEHUTE JOKYMEHTH, KBJETO C& HAMHPAT JaHHH 3a oeprpanuTe
MEIULMHCKH U3JeITHS.

- Omuc Ha npeIcTaBeHUTE MOCTPH

3a HOMCHKJIATYDHA €JIUHHIA — 4 - KOMHCHSATA yCTAHORM, TIPE/IIOKEHHETO OTTOBAPS HAIIBIHO HA BCHYKH
3I0CHHM W3UCKBAHKS, MMA ITBJIHO CHOTBETCTBHE MEXTY NOCOYEHATE B TEXHHYECKATA CIIEU KA
XapaKTCPUCTHKH Ha MEJMIMHCKOTO H3/IeNIHe ¢ odepupanus NpoaykT. [IpescTareHnTe TOKyMEHTH
CHIABPIKAT TaHHH 33 ChOTBETCTBHE ChC 3AJI0KEHUTE XapaKTEPHCTHKH.

KomucusTa ycTaHOBH CIIEIHHTE HECHOTBETCTBHSL

e mo3umus VI- Ne 5- Kommiextn xeMocTaTHyHa Kiiana ¢ npy)KMHEH MEXaHM3bM 4pe3 HATHCK. Ts
ChIABpKa: XeMOCTaTHYHA KJamna- MPYKUHEH MEXaHW3bM Upe3 HATHCK +POTaTOP+HHTPOIIOCED;-
NPEIOKEHHETO He OTTOBapH HAa CJIEAHHTE TEXHHYCCKH XapaKTePHCTHKH: NpPEICTABEHHTE
AaHHH Ha cTP. 91-92, KaKTo B OT MOCTpaTa € BHIHO, 4€ JHINCBA NPYKHHEH MeXaHU3bM 4ype3
HATHCK, KOETO HEe CbOTBETCTBA HA cemUPHKAIMATA,

3a HOMeHKITaTypHa eZMAANA — 8 - KOMHCHSTA yCTaHOBH, TIPe/IOKEHHETO OTTOBApS HAITB/IHO HA BCHYKH
3aJI0)KCHU H3UCKBAHUA, HMA IIBJIHO CHOTBETCTBHE MEX]ly MOCOYCHHTE B TEXHAYECKATA Criel(pAKAIM
XapaKTEPUCTUKA HA METHIIMHCKOTO H3/lelie ¢ oQepupaHus mpoIyKT. [IpeacTaBeHnTe JOKYMEHTH
CBIBPKAT JaHHH 32 CHOTBETCTBHE CHC 3a/I0KECHUTE XapPAKTEPUCTHKH.

KoMucHsTa yCTaHOBH ClIEIHHTE HECHOTBETCTBHA:

e mosumua VI- Ne 22 - KommpecuBHO yCTpONCTBO 3a KOHTpOJMpaHa XeMocTasa Cilel paluaiHa
Hpoueaypa,ChC camo3anensaiia ce Ipo3pavyHa IPUBHA H 3€JICH NPHIICICH MapKep, KOHTPOJIHPAHO
pasaysaHe ¢ BB3Ayx ¢ obem 13mi/18mn nBe nbmkuHE 21cM M 26CM- NpeNJo:KEHHETO He
0TIOBapH HA CJEJIHHTE TEXHHYCCKH XAPAKTEPHCTHKH: NMpeACTABeHHTE NaHHH Ha cTp. 96-97,
KaKTO0 H OT MOCTPaTa ¢ BH/IHO, Ye He € ChC CaMO03a/IeNBala ce NPo3pavyHa IPHBHA H 3ejeH
NpHIeIeH MAapKep, KOHTPOJHPAHO pa3AyBaHe ¢ BB3AYX ¢ obem 13ma/18mMa, Koero He
CHOTBETCTBA HA cnenH(pHKAIMATA.
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* Komucusra exmmonymmno pemm: nomycka ydactHuknsT HoBHMen Kapmno EOO/ no
PAIVICKAAHE HA ICHOBH HPE/JIOKEHHA 32 BCHYKH HerOBH NPEIJI0KEHHS ¢ H3K/TIOYeHHE HA:
nosauus II- Ne2,3,7u 8

nosunus I1- Ne 4,6, 10 n 11

mo3unusa V- Ne 7

no3umus VI- Ne 5y 22

- Mopaj| yCTAHOBEHHTe HECHOTBETCTBUH, ONHCAHH 110 TOpe, MEX/TY MOCOYEHHTEe B TEXHHYECKATA
creHpUKAHNA XaPAKTEPHCTHKH HA MeMIMHCKH H3/e/IHs H odepHpaHHTEe NPOAYKTH, KOMHCHATA
KaTEropHHO CYMTA, Y€ ca HeNmoIXOJAIH H YYACTHHKLT He C¢ JONMYyCKA 3a TAX [0 ONEHABAHE H
KJacHpaHe.

9. Y4acTHHKBT ¢ Ipeuioxenue ¢ Bx. No 7858/04,10,2017r. 5a "BYJIGAPMA" OO/1 e npeacrasu:

- IIPEILIOXKCHAE 32 H3NBIIHEHAE HA OPBUKaTa — 00pasen 1o no3uius NeV— BKIIOBAIIO K CPOK 32
JOCTaBKa- 10 2 4aca,

3a HOMEHKJIATYDHY €HHHIH — 3 U 7- IPHAPY)KEHO OT HIBATKH OT KATaJI103H, I0KA3BAIMH
CHOTBETCTBHETO € TEXHU1ECKHTE XaPAKTEPHCTHKH, ¢ NOCOYCHH CTPAHAINA OT NPEICTABEHHATE
AOKYMEHTH, Kb/ETO C¢ HAMHPAT JaHHH 32 OQEePHPAHUTE MEAHIHHCKH H31e/IHY.

- ACKIapalys 3a ChIIIaCKHe C KTay3UTe Ha IPHIOXKEHHS IPOEKT Ha 1oroBop (Tlpunosicerue Ne3),

- AeKnapalus 3a CpoKa Ha BaMIHOCT Ha odeprarallpunooicenue No);

- Hexunapaimu no obpasen (Tlpunoscenue Ne3)

Komucusra ycranosH, npeioxkeHHETo 0TroBaps HAITBIHO HA BCHUKH 3a/10KeHHU M3HACKBaHHS, HMa ITBIHO
CROTBETCTBHE MK IOCOYCHHTE B TEXHHICCKATA CICMbHKAIUS XapaKTEPUCTHKH Ha MEIHUIAHCKHATE

H3CTHA C O(bCpHpaHHTe IIPOAYKTH. HpeJ]CTaBeHHTC JOKYMEHTH ChABPKAT JaHHHU 3a CBOTBETCTBUE ChLC
34JI0KCHUTE XapaKTCPHCTHKH.

Komucusita enuronymHo pemm: momycka ygacTHHKET "BYJI®APMA'" OO no pasrnexnane Ha
[ICHOBH TIPEJUIOKEHHUSI.

10. Y4acTHUKBT ¢ mpemmoxkenue ¢ Bx. No 7861/05,10,2017-08,504. na "Menmxenm" EOO/l e
TIpEeCTaBHII

- IPCAIOMKCHUE 32 M3NBIHCHHE HA IOPBYKaTa — 0bpasen o nosuuus Nelll- BkirouBanio u cpok 3a
JocTaBKa- 10 24 yaca,

3a HOMEHKJIATYpHH eAUHAIHE — 1, 4, 51 10- NPUAPYKEHO OT H3IBAJKH OT KATAJIO3H, JOKA3ZBAINH
CBOTBETCTBHETO C TEXHHYECKHTE XapAKTePHCTHKH, ¢ IOCOUEHH CTPAHHIIH OT MpPeJCTABEHHTE
AOKYMEHTH, KbJETO ¢€ HAMHPAT AaHHH 32 OPepUPaHUTE MEIHIMHCKH H3/IeTHS.

- AICKJIapals 3a ChIVIACHC C KJIay3UTE Ha HPUIIOKEHHS IIPOEKT Ha NoroBop (IIpunosicenue Ne3);

- ZICKJIapallus 3a CpoKa Ha BaMAHOCT Ha opeprara(lIpunoocenue Ned);

- Hexnapaumuu no obpasew (Hpunoscenue Ne3)

- IPSITIOMEHHE 32 M3MBIHCHHE HA IOphYKaTa — o0pasenl o no3urus NoV— BKIIOYBAIIO ¥ CPOK 32
JOCTaBKa- 10 24 gaca,

3a HOMEHKJIATYPHM €IMHAIH — 1, 2, 5 ¥ 6 - OPHAPYKESHO OT H3BATKHA OT KaTaJI034, J0Ka3BaIH
CHOTBETCTBHETO C TEXHHIECKHTE XAPAKTEPHCTHKH, ¢ HOCOYCHH CTPAHALH OT NPEICTABEHHTE
AOKYMEHTH, Kb/IeTO ce HAMHDPAT JaHHH 3a 0pepHPaHUTE METHIHHCKH H3Ie/MS.

Komucnsta ycranosu, mmpe/iioskeHHETO 0TroBaps HAINBIHO Ha BCHYKH 3a003KEHH M3HCKBaHHUS, UMa ITbJIHO
CROTBETCTBHE MEX/y IIOCOYCHHTEC B TEXHHYECKAaTa CHeNH(HKAIMS XapaKTEPHCTUKH HA MEIMULHHCKUTE
u3/ienus ¢ oepupanute mpoaykTh. IIpescrasenure qOKyMeHTH CBABPKAT JaHHH 3@ CHOTBETCTBHE ChHC
310)KEHHTE XapaKTePUCTHKH.

Komucnsra enaaoMyIMHO pemmn: nomycka y9acTHEKET "' Mequxean” EOOJ 1o pasrniexiane Ha EHOBH
LPEJIOKEHHS.

11. YaacTHHKBT ¢ npeanoxkenne ¢ BX. Ne 7862/05,10,2017-08,554. Ha ,OpoHHKC @apma™ EOOJ] e
IpeACTaBHII
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- AOKYMEHT 32 yIIbJIHOMOINABAHE, KOTATO JIHIETO, KOETO NMoaBa oeprara, He e 3aKOHHHUAT
NPeJCTABHTE] HA YYACTHHKA;

- IPEJUIOKCHHE 32 W3IBJIHEHHE Ha MOpbyKaTa — oOpasen no mosuius Nelll- BKIHOYBAIIO H CpoK 3a
JocTaBKa- 1o 24 yaca,

3a HOMEHKJIATypHA €/IMHHIIA 8- IPHUAPYKEHO OT H3IBALKH OT KATAJIO3H, I0KA3BAIIH ChOTBETCTBHETO ¢
TEXHHIECKHTE XaPaKTEPHCTHKH, ¢ I0COYEHA CTPAHMIM 0T NPEICTABEHATE J0KYMEHTH, KbAETO ce
HAMHUPAT JaHHH 33 odepupannTe MeTHIIMHECKH H3AEIHN.

- ACKTIapallisl 33 ChITIACHe C KIIay3uTe Ha MPUIIOKEHHMS IPOEKT Ha AoroBop (Ilpunoicenue Ne3),

- JIeKiIapalins 3a Cpoka Ha BAIMIHOCT Ha odeprara(llpunosicenue Ne4),

- lexnapaumu no obpaserr (Ilpuroocenue Ne5)

KomucusiTa ycTaHOBH, IPeIoxKeHHETO OTroBaps HAI'BIHO HA BCHUKH 3a/I0KEHH H3HCKBAHHSA, MM [THIHO
CBOTBETCTBUC MEXTY IOCOYECHUTE B TEXHUYECKATA CTICHGbHKAIAS XaPAKTEPHCTHKH Ha MEAHIHHCKHTE
H3/IeNuA ¢ obepupanuTe poaykTH. [IpencTaBeHATE JOKYMEHTH ChIBPKAT JAHHH 3@ CHOTBETCTBHE ChC
3a/I0JKEHUTE XaPaKTEPUCTHKH.

- IPEAI0XKCHHE 33 U3MBIHEHKHE HAa MOpbyKara — obpasen o nosuiwms NeVI- BKIOUBAIIO B CPoK 3a
JocraBka- 10 24 4gaca,

3a HOMEHKJIATYPHHU €AMHALHE — 13 1 14- IPHAPYKEHO OT H3BAJAKH OT KATAJI03H, JOKA3BALIH
CHOTBCTCTBHETO € TEXHHIECKHTE XapaKTEPHCTHKH, ¢ IIOCOUEHH CTPAHHIIM OT HPeJCTABEHHTE
AOKYMEHTH, KbJETO C€ HAMHPAT JAHHH 32 OPepHpaHiTE MeAHIMHCKH H3/TeTHS.

- Ommc Ha npeAcTaBeHHTE MOCTPH

KomrcrsTa ycTaHOBH, MPEIONEHHETO OTrOBaPs HAITBITHO HA BCHUKH 3a/103KEHH H3HCKBAHHS, MA IThIHO
CBOTBETCTBHE MEKy IIOCOYCHHTE B TEXHHYECKATa CHENH(DUKALMA XapaKTEPHCTHKY Ha MeIUIMHCKHTE
H3JIeNHsA ¢ ObepHpanuTe NPOAYKTH. [IpencTaBeHNTE JOKYMEHTH ChABPKAT JAHHH 38 CHOTBETCTBHE ChC
3QJI0JKE€HUTE XapaKTCPUCTHKH. Y CTAHOBH C€, 9¢ MOCTPHUTE CHOTBETCTBAT Ha H3MCKBAHUATA H Ca
IPEeACTaBeHU 0 YKa3aHWs HAYHH.

KomucHATa eMHOAYIIHO penry: Jomycka y4acTHHKET ®bonnke ®apma“ EOOJ o pasriexuaHe Ha
IICHOBH IIPE UIOKEHHUS.

12. Y9acTHUKBT ¢ mpenoxenne ¢ BX. Ne 7865/05,10,2017-09,10u.5a "ATAPTA - IIM " EOOQ/]] ¢
NpeICTaBHI

- PEIVIOKCHHE 3a U3I'BJIHEHHE Ha MOpBUkara — o6pasen mo mo3umms NoVI- BKII0YBaIo H Cpok 3a
JIOCTaBKa- 10 24 gaca,
3a HOMEHKJIAaTYPHH eIMHAIHA — 2, 4, 6, 8, 10, 11, 12, 13, 14, 19, 20 1 23- npuApPYKEHO OT HIBAJAKH OT
KaTajlo34, 10Ka3Balld ChbOTBETCTBHETO ¢ TEXHHYECKHTE XapPAKTePHCTHKH, ¢ HOCOYEHH CTPAHHIH OT
NpeaCTABEHATE I0KYMEHTH, KBb/IETO C¢ HAMHPAT JaHHH 3a OQepHpaHHTE METHIHHCKH H3Ie/IH.

- Omuc Ha npeicTaBeHUTE MOCTPH
- A€KJIapaliys 3a ChIrJIacHe C KJay3UTe Ha IPUIIOKEHHS IIPOEKT Ha 10T0BOD (IIpunoxcenue No3);

- JACKJapanms 3a CpoKa Ha BaIMAHOCT Ha odeprara(llpurooicenue Ned),
- Mexnapanmu no obpasen (Zlpunosicenue No5) :

Komucusra ycranosH, IpeanoKeHHETo OTTOBaps HAITBIHO HA BCHYKH 3QJI0KEHH H3UCKBAHMS, HMA IIBIIHO
CBOTBCTCTBHE MENKIY IOCOYCHUTE B TCXHHYECKATA CienMbHKalud XapaKTEPUCTUKHA Ha MEIUITAHCKHATE
H31eNHsA ¢ oepupanuTe MpoxykTH. [Ipe/cTaBeHATE TOKYMEHTH CHABPIKAT JAHHH 38 CHOTBETCTBHE ChC
3aI0)KCHHTE XapaKTEPUCTHKH. Y CTAHOBH Ce, Y€ MOCTPHUTE CHOTBETCTBAT HAa H3UCKBAHUATA H Ca
IpeJCTaBeHH 10 YKa3aHUs HaYHH.

Komucusta eHOAyIHO penmn: Tomycka yaacTHHKST "ATAPTA - IIM" EOO/I 1o pasriexmane Ha
IIEHOBH TIPEJUIOKEHHS.

13. Y4acTHHKBT ¢ npeioxerue ¢ Bx. Ne 7866/05,10,2017-10,009. na "EKOC MEJIUKA" OO]l e
IIpeICTaBIII

- IPE/UIOKCHHE 3a H3IIBJIHEHHE Ha [OpPbYKaTa — obpasel o mo3uius Nel— BKIIOUBAIIO U CPOK 32
JocTaBKa- 10 24 gaca,
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3a HOMEHKJIATYpHH eIUHUAIY — 1,2 u 7- IIPHAPYKEHO OT H3BAJAKH OT KATAJI0O3H, J0KA3BAIIH
CLOTBETCTBHETO C TEXHHYECKHTE XaPAKTEPUCTHKH, C II0COYeHH CTPAHHMIH OT NPEICTABEHHTE
AOKYMEHTH, Kb/I€TO C€ HAMHPAT JaHHH 32 ohepUpaHHuTe MeAMIHHCKH H3Ie/M.

- ICKJIapaIys 32 ChITIACHE C KIIay3UTe HA PHIIOXKEHHS IIPOEKT Ha A0TOBOD (IIpunooicenue No3);

- O€KJapanus 3a CpOKa Ha BAMHAHOCT Ha opeprata(llpunoscenue Ned),

- Mexnapauuu o obpazen (TIpunosicernue Ne5)

Komucusta ycTaHOBH, IIDEIIOXKEHHETO OTTOBAPS HAITBTHO HA BCHUKH 3AI0KEHH H3UCKBAHYS, MMA IThITHO
CBOTBETCTBHE MEXY IOCOYCHHUTE B TEXHHYECKATa CHICHU(DUAKAIINA XapaKTEPUCTUKH HA METULIMHCKUTE
3/IeNHA ¢ odeprupanuTe mpoayKTH. [Ipe/cTaBeHATE TOKYMEHTH ChIBPKAT JAHHH 38 CHOTBETCTRHE ChC
3aJI0KEHATE XapaKTePHCTHKH.

- NPSITIOKEHHC 33 H3NBIHCHUE Ha NIOPbYKaTa — o0pasen no mosumus Nell- BKIIFOYBAIIO H CPOK 3a
JocTaBKa- 0 24 yaca,

3a HOMEHKNIaTypHH equHAnH — 1, 3, 4, 5

» 6 ¥ 8- IPU/IPYIKEHO OT H3BAAKH OT KATAJI03H, JOKA3BAIIM ChOTBETCTBHETO € TEXHHYECKHTE
XapaKTePHCTHKH, ¢ NOCOYICHH CTPAHHIH OT NPEICTABEHHTE JOKYMEHTH, KbeT0 ¢ HAMHPAT JaHHH
3a o)epHpaHUTE MeTHIMHCKH H3/1eTHS.

KomucusTa ycTaHOBH, TIPETOXEHAETO OTrOBaps HAITBIHO Ha BCHUKH 3aJI03KCHH W3HCKBAHUS, HMA TIHIHO
CBOTBETCTBHE MEXTY TIOCOYEHHUTE B TEXHHYECKATA CIICIM(UKAINA XapaKTePUCTHKH Ha MEAHIHHCKHTE
HM3/IENHA C oepHpanuTe PoayKTH. [IpecTaBeHrTE TOKYMEHTH ChIBLPXKAT JAHHH 33 CLOTBETCTBHE ChC
3aJI0)KEHUTE XaPAKTEPUCTHKH.

- IPEAJIOACHHE 33 H3NBIHEHHE Ha IOpBYKaTta — obpasen no mosumms Nelll- xmousaio u cpok 3a
Joctaska- Ao 24 yaca,

3a HOMECHKJIATYPHHU CAMHHIM — 3 U 9 - MPHAPYKEHO OT H3BANKH OT KATAJIO3H, NOKAIBAIIH
ChOTBETCTBHETO C TEXHHIECKHTE XaPAKTEPHCTHKH, C IOCOYCHH CTPAHMIIH OT MpPEICTABEHUTE
AOKYMEHTH, Kb/I€TO C€ HAMHPAT J{AHHH 32 O(EPHPAHHTE MeIMIMHCKH H3IeJIHS.

Komucnsta ycTanoBH, Ipe/II0KEHAETO OTTOBAPA HAITBIIHO HA BCHUKH 3aJ10%EHH H3ACKBAHMUS, MM TTBITHO
CBOTBETCTBHC MEXKAY MIOCOICHHUTE B TEXHMYECKATa CIICM(PHKAIAA XapaKTEPUCTHKH Ha MEIMIIMHCKHTE
u3zienus ¢ opepupanuTe NponyKTH. IIpeAcTaBeRuTe TOKYMEHTH ChIBPIKAT JAHHH 33 CHOTBETCTBHE ChC
3aJI05KEHHTE XapaKTEPHCTHKH.

- IPCATIOKCHHE 34 M3MTbIHCHHE Ha OPbYKaTa — obpasen mo mo3uims NelV— BKIIOYBAIIO U CPOK 3a
JlocTaBKa- 10 24 yaca,

3a HOMEHKJIATYPHHU eTMHALE — 1, 2 # 3- IPHAPYKEHO OT H3BAXKH OT KATAI03H, J0KA3BAILH
CBHOTBETCTBHETO € TEXHHYECKHTE XapaKTePHCTHKH, ¢ IIOCOYeHH CTPAHHIM OT NPEICTABEHHTE
JIOKYMEHTH, Kb/€TO Ce HAMHPAT JaHHH 33 oepUpaHHuTe MeTHIHHCKH H31eTHS.

KomucusTa ycTaHOBH, IPEUTOKEHHETO OTrOBaps HAITBIHO Ha BCHUKH 3AJI0KEHH M3HCKBAHHS, HMA ITHIHO
CBOTBETCTBHE MEXY TIOCOUCHUTE B TEXHUYECKATA CIIENU(UKAIASA XapaKTEPUCTHKY HAa MEAUITHHCKHTE
H3JICTHsA C OQEePUpPaHUTE IIPOAYKTH. [IpE/ICTABEHUTE JOKYMEHTH ChIBPIKAT JAHHH 33 CHOTBETCTBHE ChC
3aJI0)KEHUTE XapaKTePUCTHKH.

- IPSUIOKEHHUE 3a H3ITBIHEHHE HA MOpBYKaTa — o6pasen mo mozunus NeV — BKITIOUBAIIO M CPOK 33
JlocTaBKa- 10 24 yaca,

3a HOMEHKJIATYPHA €IMHHNA — 7 - IPHADPYXKEHO OT IPHAPYXKEHO OT H3BAAKH OT KATAIO3H, C MOCOYEHH

CTpaHHUIIA OT ITPE/ICTABEHUTE JOKYMEHTH, KBAETO CE€ HAMHUPAT JaHHH 3a OPepHUpPaHUTE MEAUITMHCKH
H3/ICIIHA.

KomucuaTa ycTaHOBH CIEHATE HECHOTBETCTBHA:
* mo3unms V- Ne 7- Jlekapcreno usinbuBama ckocena SIROLIMUS kopoHapHa CTEHT

cucreMa. Marepuan-kobant-xpomL605, nebennna Ha cTpatosete-6SMukpoMeTpa/0,065MM HiH
0,0026 unua/ [luamerpu Ha crerTa:2,75-2,25;3,00-2,50;3,50-3,00MM. I bIKHHA-
30,40,50,60mm.Cpener orcrsn-3%.Cpenen pakype-0,29%. JlekapcTso-
SIROLIMUS .ExsuBanenTHa 103a Ha MeKameHTa- 1,2 5Mukporpama Ha kB.MM.ITomimep-
Ouopasrpasum 1 GrocsBMecTHM. JlocTapsima cucteMa-0bp3 obMer. HommrranHo Hansrane-9
arMocepn. Homunanuo Hansrane Ha ckbeBane-mMax 14 arv.Hangec na 6anona-< 0,5Mm. Beamen
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AHaMeThp Ha KaTeThpa-nmpokcumManeH 2,13F, mucranen-2,7F. PeHTreHo-KOHTPaCTHH MapKepH-2-
nnaTHHa/ MpHaHii. M3nomBaeMa apokuHa Ha KateThbpa-142cm. ChbBMECTHMOCT Ha BOJIEIIUSA
kareTbp-5F Makcumanen Bozgad-0,014uH4a/0,36MM: Npea/IoKeHAETO HE OTrOBAPH HA CJIEIHATE
TeXHHYECKH XaPAKTEePHCTHKH: JIHIICBAT JAHHH HA CTP. 206-207: 3a JlekapcTBeHO
u3nbuBama ckocena SIROLIMUS kopoHapHa CTEHT CHCTEMA, KATO NPEIJI0KEHHETO € CaMO
€ ¢lHH H CHII IHAMETHP NPOKCHMAJIEH H JHCTAJICH, HAMA CKOCHBAaHE, KOETO He ChOTBETCTBA
Ha cneunpuKanHiTa.

- IIpeNIOKEHHE 32 M3ITBIIHEHHE HA NIOphuKara — obpasen no noswuuus NeVI- Brimousaimmo u cpok 3a
JocTaBka- A0 24 yaca,

3a HOMEHKJIaTypHa €AUHALA — 22 - IPUAPYXKEHO OT H3BAJKH 0T KATAJI03H, JOKA3BAINM
CHOTBETCTBHETO ¢ TEXHHYECKHTE XaPAKTEPHCTHKH, ¢ MOCOYEHH CTPAHHIH OT MPeACTABEHHTE
JMOKYMEHTH, Kb/JIETO ¢€ HAMHPAT JaHHH 32 oepUpaHuTe MeTHIHHCKH H3/Je/THs.

- Onuc Ha pencTaBeHuTe MOCTPH

KomucusTa yCTaHOBH, IPEII0KEHHETO OTrOBaps HAITBJIHO HA BCHYKH 3a/I0KEHH W3UCKBAHWS, HMA ITHIHO
ChOTBETCTBHE MEIKTY TOCOYEHUTE B TEXHHYECKATA CeNM(DUKAIINS XapaKTEPUCTHKH HA MeTUI[HHCKUTE
U3/1eNKA ¢ 0pepHpaHnTe NPOAYKTH. IIpe/icTaBeHNTE JOKYMEHTH ChABPXKAT JaHHHA 33 CHOTBETCTBHE ChC
3QI0KEHUTE XapPaKTEPUCTUKH. Y CTAHOBH C€, Y€ MOCTPHTE CHOTBETCTBAT HA H3HCKBAHHUATA H Ca
IpeACTaBeHN MO YKa3aHUsl HAYHH.

Komucusta equnonymao pemn: aonycka ydactHuksT "EKOC MEJUKA" OO/I 1o pasriexinaHe Ha
IIEHOBH MPEUIOKEHKSA 38 BCHIKH HETOBH NPEATIOKEHHA ¢ H3KITIOUYCHHE Ha:

e mnosuuma V- Ne 7- mopagm ycTaHOBEHHTE HEChOTBETCIBHS, ONHCAHH 10 TOPE, MEKIY
MOCOYCHHTE B TEXHHYECKATA CleNHPHKANNA XaPAKTEPHCTHKH HA MEHIIHHCKOTO H3/Ie/IHE U
odepHpaHHS NPOAYKT, KOMHCHSAITA KATErOPHYHO CYHTA, Y€ € HemOIXOASII0 H YYACTHHKBT
He ce [I0[yCKa 32 Hero /10 OleHABaHe H KJIacCHpaHe.

14. Y4acTHHKBT ¢ mpe/sioxkenne ¢ BX. Ne 7867/05,10,2017-10,054. na Anekc 01 EOOJ e npencrapun
- OPEAJIOKEHHE 32 H3MBJIHEHHE Ha OpbhYKaTa — o0pazel o mo3uinus Nel- BKIFOYBAINO H CPOK 3a
JOCTaBKa- 10 22 4aca,

3a HOMEHKIATYPHH €IMHALH — 3 B 16 - IPHAPYIKEHO OT IPUAPYKEHO OT H3BAJKA OT KATaI03H, C
IIOCOYCHH CTPAHHIIM OT NPEJACTABEHHTE JOKYMEHTH, KbJIETO CE HAMMPAT JJAHHHK 3a O(epHpaHuTe
MEJIMIIAHCKH H3/EIHs.

- IIeKIapalis 3a ChrilacHe C KIay3uTe Ha IIPUII0KEHHS IPOEKT Ha 1oroBop (Ipunoscenue Ne3);

- JIeKIapaiis 3a Cpoka Ha BaHHOCT Ha opeprara(llpunoscerue Ned),

- llexnapauuu no obpasen (IIpunoxernue NoS5)

KoMucusTa ycTaHOBH ClIeIHUTE HECHOTBETCTBHA:

e mno3unmg I- Ne 3- Bogau -PTCA, 0,014"; J u mpaB BpbX, IMCTAIHA cbpueBnHa-Duraseel,
NOJUMEPHO [OKPHTHE MO LAIara AbDKHHaXuApodumHo moxputee Hydrocoat, Hamumuwme Ha
CIMPAJIOBHAECH  CErMeHT,core-to-tip fAW3afiH Ha BbpXa; IOb/DKAHA Ha  JUCTAIHHA
PEHTTCHOBOIIO3HTHBEH OIUIETeH cerMeHT-30MM, Moauduuupana mapabonddHa TEXHOJIOTHs Ha
Npexoia 3a YIECHEH JOCTBII M MOJOOEH KOHTPOJ Ha BBPTEHE-Tesponsease TEXHONOTHsSI, TPH
pa3sNUyYHU CTENECHH Ha ONOpa- NpPEAJIOKEeHHETO HE O0TroBaps Ha CJIeJHHTE TEXHHYeCKH
XapaKTePUCTHKH: JIHNCBAT JAHHH Ha cTP. 1-3: MoIMMepHO MOKPHTHE MO NAJIATA Ib/LKHHA;
AHCTAJHA chpueBuHa-Duraseel.

e mo3unus I- Ne 16- /luarnocTryen Bojau, XUOpU/IHA OIJIETKA OT HEPHKZAeMa CTOMaHa, OpaiT
THIL, HaWIOHOBO MokputHe, PTFE BBTpemHO NOKpUTHE, PEHTreHO NO3MTHBEH BPBX, IET-
CerMCHTeH Mu3#H; J-mamer, nuamersp 0.035", mpmkwHa ot 150 mo 260 cM, J TMn ¥ mpaBu:
NPEIJI0KEHHETO He 0TroBaps Ha CIeJHHTE TEXHHYECKH XapaKTEPHCTHKH: JIMICBAT AaHHH
Ha cTp. 4-5: XHOpHIHA oOmJeTKa OT HepbKIaeMa CTOMAaHa, OpailiT THN, HAWIOHOBO
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nokpuTHe, PTFE BbTpemno nokpuTHe, peHTreHO MO3ATHBEH BPbX, NET-CeTMEHTEH TH3IH;
J-mamer.

- IPEJIOKEHHE 3a U3IBIHEHHE Ha MOphYKaTa — oOpasel 1o mo3unus Nell- BKIIOYBAIIO W CPOK 3a
AocTaBKa- 1o 22 Jaca,
3a HOMEHKJIATYPHM €IMHUIM — | ¥ 2 - IPUIPYKEHO OT MPUAPYKEHO OT U3BAIKH OT KaTAI03H, C

NIOCOYCHH CTPAHUIIM OT NIPEACTaBEHUTE JOKYMEHTHU, KBJIETO C€ HAMHPAT JaHHHU 3a O()epHpaHHUTE
MENAITHCKHA W3JICIUA.

Komucusara YCTAHOBH CICAHATC HCCHOTBETCTBHA .

o nosunus II- Ne 1- InarHoctuunm xaterpu 4.5,6F c¢ceec SUS-brade/ ycunenn/ 1 M-xuapoduiano
MOKPUTHE /BKIIIOYMTENHO CeNHandy paguanHd karerpu Tiger LII - ynoGen 3a mmarHoctuka Ha
nsete kopoHapHu aprepun mpd OMMU, ElGamal-2, AL type NTR/- npeaio:xxenneTo He oTroBaps
HA CJICJHHTE TEXHHYECKH XapaKTEePHCTHKH: JHMICBAT JaAHu Ha crp. 6-8: SUS-brade/
yeuienn/ m M-xuapodniano nokpurue; nama 4F pasmep

e mnosuuma II- Ne 2 - Bopmemmu xarerpu 3a PTCA,mpu S5F-0,058", 6F-0,071',7F-0,081";8F-
0,090";Full-Wall Texnonorns Ha MeTalHa OIIETKa 3a I10-J00BpP KOHTPOJ IpH BhpTeHe.Brpanena
I7IajIKa MeTalHa OIUeTKa, MeK BpbX;Vest-Tech Nylon TexHomorus 3a moBHINEHa PEeHTICHOBA
suaumoct. [lo3onmsBam meron Kissing Balloon Crampapraa gomxmaa 100 oM, Hanmude mpu
Hsaxkou Ha 55 cM, 90 cMm, Crpannunu otBopH- no u36op (SH)- mpensio:keHHeTo He OTrOBaps Ha
ClIeJHHTEe TEXHHYECKH XApPaKTePHCTHKH: JHICBAT AaHHH Ha crp. 9-15: Full-Wall
TEXHOJIOTHS HA META/JHA OIUIeTKAa 3a Mo-300Lp KOHTPON HpH BbpTeHe;Brpagena riaagka
MeTAJIHA OILIeTKA, MeK BpbX; CTpaHAYHH O0TBOpH- 1o w3bop (SH).

- IpeJIoKEeH e 3a H3ITb/IHEHUE Ha NophYKaTa — oOpasen no mo3unus Nelll- BKIIIOYBAIIO W CPOK 3a
JlocTaBKa- 1o 22 Jaca,

3a HOMEHKJIATYPHH €UHALIY — 2 ¥ 3 - NPUAPYKEHO OT IPHAPYKEHO OT H3BAIAKH OT KAaTaJlO3H, C
[OCOYEHM CTPaHHIH OT IPEJCTABEHUTE JOKYMEHTH, KBJETO C€ HaMHpaT AaHHH 3a oepHpaHuTe
MEIHIMHCKHA U3IEIHA.

KomucHdATa ycTaHOBH ClIeJTHUTE HECHOTBETCTBUA:

e mnosunms III- Ne 2- Banon-karersp 3a PTCA, npe-munataius; ceBmectuM ¢ 0.014' Bomau; SF
BOZICL KaTeThbp; MoHOpein cucreMa mad OTW, 3- segmenten;pasmepu-1,2-5,0; nmpeMuHaBaI
npobun-0,021'; mpobun Ha BBpxa-0,017'; mommyperan Slim seal TeXHOTOTMA W BpPBX THI
transitionless; marepman Ha Gamona XCELON-S (Pebax); mapkepu- Tungsten ¢uekcHOWTHE
HoMHHanHO Hawirane- 8bar/ATM; RBP-14bar/ATM./- npemnoxenHero He OTroBaps Ha
CJIeIHHTE TEXHHYCCKH XapaKTCPHCTHKH: JIMNICBAT JAHHH Ha cTp. 16-21: 3a pasmepn-1,2 u
5,0; maTepuan na 6anona XCELON-S (Pebax); moimmyperan Slim seal TexHo/10rust 4 BpbX
THH transitionless; mapkepu- Tungsten.

e no3uuus III- Ne 3 - Non-Compliant xoporapen OanoH 3a akypaTHO BHCOKO HajlAraHe, Iipe H
NOCTAMIATAlHUS ¢ 2 PeHTITeH HEeNMpO3payHy H 2 IhI00YHHHHE MapKepa; HHOBATHBHA 1pHInacToBa
/ETIE/ TexHOnOrus 3a mO-TOJISIMAa TBBEPAOCT Ha OamoHa, M-coat XHAPOQMIHO IIOKPHTHE HA
Ganona-gemkuHa - 145 cM; Hucek Bxogen mpodmn — 0,43 MM, ymoGen 3a 'kissing balloon”
TeXHUKa npe3 6 Fr Bogeun xarersp, [Ipoxcumanen mapr — 1,9 Fr or Hepwkaaema croMana,
Jlucranen madpr — 2,6 Fr, Homupanso nansrane — 12 atM, RBP - 22 arm, guamerpu
2.0/2.25/2.50/2.75/3.00/3.25/3.50/3.75/4.00/4.50/5.00;  apmxuau  6/8/12/15/20/25/30  mwM-
NpelIoKeHHEeTO He 0TroBapsl HA C/JIeIHATe TeXHHYECKH XapaKTePHCTHKH: JIMICBAT JaHHH
Ha cTp. 22-27: 3a guaMeThp pasmep 5,0; 2 peHTreH HeNMpo3pavyHH MapKepH; HHOBATHBHA
Tpunnacrora /EIIE/ TexHoJioras 3a nmo-rojiaMa TBbpIoCT Ha 6ajona; M-coat xuapopuiano
NOKPHTHE Ha 0anoHa-IbJkHHA - 145 cm; Hacbk Bxogen npopuia — 0,43 mm; Ilpoxcamainen
madr — 1,9 Fr or Hepbkgaema cromana, JIucranen magpr — 2,6 Fr.

- IpeJIoKEHME 3a H3ITBIIHEHHE Ha ophUKara — oOpasen no no3unus Nel V- BkirodBaIio u Cpox 3a
JOCTaBKa- 10 22 4aca,
3a HOMEHKIATYPHH €MHHUIH — | ¥ 2- IPHIPYKEHO OT NPHAPYKEHO OT H3BAJIKH OT KaTalo3H, C IOCOYEHH

CTPaHHUIIM OT IPE/ICTABCHUTE JOKYMEHTH, KBAETO C¢ HAMHAPAT AAaHHH 38 oepUpaHHTe METHIIHHCKH
H3IETHS.
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Komucusra YCTaHOBH CJICIHATE HECHOTBETCTBHA:

o mo3uuus IV- Ne 1- UuTpomrocep cer ¢ xHApodHIHO MOKpUTHE-M-KOYT AEPHBAT M CKOCEH BPBX
Ha gaiuararopa; pasmep 4.5,6,7,8,9,10,11 F; ngemxuea 100MM  "cross-cut" CHIMKOHOBa
XeMocTaTiyHa kiana; "snap-on-click of-dilatator lock" cucrema, 1BETOBH KOIOBE 33 pasIH4HHTE
pasMepu, ceBmectumu ¢ 0,025"0,035" 0,038" - mpensioxkeHHeTo He OTroBaps HA CJIeIHHTE
TeXHHYeCKH XAPAKTEePHCTHKM: JIMNCBAT JaHHH Ha cTp. 28-29: 3a paimep 10,11 F; anikuna
100mMm "'; coBMecTMH ¢ 0,025"; xuaApodHIHO TOKPHTHE-M-KOYT A€PHBAT.
no3unus IV- Ne 2 - MluTpomrocep cer 3a pajuaieH JOCTBI ¢ BhHIIEH auamersp 4 Fr, 5 Fr /2.46
MM/ ¥ 6 Fr u BeTpemen auamersp 5 Fr, 6 Fr /2.22 mm/ m 7 Fr 3a MUEMManHa MHBa3HBHOCT B AD
Hock xoponapna amrmomuiactuka, XMApO(HIHO MOKpUTHE M-KOYT, CKOCEH BPHX Ha IMIATAaTOpA;
pasmep 6 Fr; gpmxuna 100 MM, 160 MM "cross-cut"CHIMKOHOBA XeMOCTaTHYHA KJana, "snap-on-click
of- dilator lock" cucrema, mBeToBH komOBe 3a pasnuyHMTE pasMepH, chBMmectEM c¢ 0.021",0.025"
Bojla4/iunaTarop ¢ MeTanHa win Cbpdio THN UIJIa. - NPENI0KEHHETO HE OTIOBAPH HA CJICIHHUTE
TEXHHYECKH XAPAKTEPHCTHKH: JHNCBAT AaHHH Ha crp. 30-31: ap/oxmaa 100 mm; 160 Mm ; ¢
BbHIIeH quameTsp 4 Fr, 5 Fr/2.46 MM/ u 6 Fr u BbTpemen auamersp 5 Fr, 6 Fr /2.22 mm/ n 7
Fr 3a MUHAMaIHa HHBA3HBHOCT- JIHICBA ChOTHOIEHHE BHHIIEH/ BbTpPeNEH;
- IPE/UIOKEHHE 38 H3MBIHEHHE Ha MOphYKaTa — obpasen mo no3uis NeV— BKIIFOYBAIIO U CPOK 32
JocTaBKa- o 22 daca,
3a HOMEHKJIATYDHH €JIMHUIH — | H 2- IPHAPYKEHO OT IPHAPYKEHO OT U3BAIKH OT KAaTAlO3H, C IIOCOYCHH
CTPaHHIH OT NPEICTABEHUTE JOKYMEHTH, KBJIETO C€ HaMHpAT JaHHH 3a oepHpaHuTe MeAHIHHCKH
H3/IeNus.
KomucusaTa ycTaHOBY ClE/IHMTE HECHOTBETCTRHSL:

* mno3uumus V- Ne 1- KopoHapeH CTEHT : MaTepHa:: KOOAIT-XpOM; JU3aiH: JBOCH XETHOKOHAAIIEH,
ChOTHOINIEHHE  MeTal:cBobogHo  mpoctpaHcTBo:  16/13% w®  12/11%.ne6enmuna Ha
crparosete:0,0024”, npemunasam npodun:0,037”remkuna Ha madra:140cm mapkepu:platinum
iridium ,na6ut mokputie: PROBIO /cannkonos kap6un/ Tuamerpu: 2.0-5.0 rpmkuan: 9-13-15-
18-20-22-26-30-35-40 - mpeNIOkKEHHETO HE OTroBaps HAa CJIEIHHTE TeXHHYECKH
XapaKTepHCTHKH: JIHIICBAT [JaHHH Ha cTp. 32-37: CHLOTHOMIEHHE MeTAaJI:CBODOXHO
npocrpascrso: 16/13% wu 12/11%; Jdnamerpu: 5.0; apaxman: 9-13-15-20-22-26-30-35;
AM3a#H: JBOEH XeJHOKOHJajdeH; JefeqmHa Ha crpartoBere:0,0024”; QbL/UKHHA Ha
ma¢Ta:140cm mapkepu:platinum iridium ,Haurm nokpurme: PROBIO /cmimkonoB
Kapoua/.

* mnosumma V- Ne 2- MenukamenT m3npuBam crenT: Memukament: Sirolimus matepuan: koGar-
xpom, L-605 mm3aiin: 1BoeH xenHoKouJaieH, nacueHo mokputre: PROBIO /cuinkoHOB kapOun/
akTuBHO nokputHe: BlOlute- Guopesypbupyem "mommmep"; neGenwna na crpartosere:0,0024”
noza: 50-250pg B 3aBHCHMOCT OT pa3Mepa Ab/DKMHA Ha madta: 140cm mapkepu:platinum iridium,
HaOHTH JaaMerpH: 2.25-2.5-2.75-3.0-3.5-4.0 ", Ivmxuam: 9-13-15-18-22-26-30-35-40 -
NpelIoKEHHETO He 0TroBaps HA CJAeHHTC TCXHHYCCKH XapPaKTePHCTHKH: JIMICBAT JaHHH
Ha cTp. 38-45; aniokaan: 9-13-15-22-26-30-35; 1BOCH XeJAHOKOHIAJEH, ACHBHO NOKPHTHE:
PROBIO /cniakonos kap6un/ akraBHo noxpurre: BIOlute- 6uopesyp6upyem "moaumep”;
nebennna Ha crparopere:0,0024”; maTepnai: kobanT-xpom, L-605;

- IPe/IIOKEHHME 32 U3MBIHEHHUE Ha MOphUKaTa — obpasern mo noswius NeVI- BKIIIOUYBAILIO M CPOK 3a
JocTaBKa- 10 22 yaca,

3a HOMEHKJIATYpPHHU €IMHANH — 1, 3,4, 5 1 16- TpHAPYXEHO OT U3BAJIKH OT KATAIO3H, C IIOCOYEHH
CTPAHHIIM OT NIPEICTABEHHTE JOKYMEHTH, KBIETO C€ HAMUPAT JaHHH 3a OepHpPaHUTE MeTUIIHHCKH
W3/ICIHSL.

- Onuc Ha peCTaBeHUTE MOCTPH

Komucusra ycranoBH, NIPEII0XEHHETO OTIOBaps HAITBJIHO HA BCHYKH 3QI0KEHHM H3MCKBAHHS, HMa IThJIHO
CBOTBETCTBHE MEK/Y IIOCOYCHHTE B TEXHUYECKaTa crelrrKanyi XapaKTEPUCTHKU Ha MEIHIIMHCKHTE
n3nenus ¢ opepupanute npoxykTy. [IpefcTaBeHuTe JOKYMEHTH ChABPKAT JAHHH 3@ CHOTBETCTBHE ChC
3aJI0KEHUTE XapaKTEPUCTUKK. Y CTAaHOBH ce, Ye MOCTPUTE CHOTBETCTBAT HAa H3UCKBAHMSATA H Ca
Ipe/ICTABCHH 10 YKa3aHHA HAYHH 334 HOMEHKJIATYpHHU elMHAIM — 1,3 u 4 .
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Komucusra YCTaHOBH CIICTHHTC HECHLOTBETCTBHA.:

e nosumms VI- Ne § - Kommiektr xemocraTriHa Kiiana ¢ npy»XHHEH MEXaHU3bM upe3 HaTuCK. Ts
ChabpKa: XeMOCTaTHYHA Kilala- NpyXKHHEH MEXaHH?bM 4Ype3 HATHCK +poTaTop+HHTPOIIOCED; -
NpeAJIOKEeHHETO He OTroBaps Ha C/IeJHHTE TeXHHYECKH XAPDAKTePHCTHKH: IOCOYEHHTE
AAHHH HA CTP. 48 ¥ MpeACTABEHATAa MOCTPA Ce PA3IHYABAT ChIIECTBEHO, KATO OT MOCTPATA €
BH/IHO, 9€ € ¢ YCYKBAII, 2 He IPYKAHEH MeXaHH3IbM.

e no3unus VI- Ne 16 - Asromarnuen Manuposnn: Mszompan maaudoi c BXOJOBe 32 KOHTPACTa H
¢usnonoruyEMAT paztBop. Tpamciaycep mox Hamsrawe. Tpn6a 3a (U3MOIOTMYHHMS PasTBOP.
OcTpre 3a mpoOuBaHe Ha (PU3MONOTMYHHMAT pa3TBOp.; - HPENJIOKEHHETO He OTroBaps Ha
CIeJHHTE TeXHHYECKH XaPAKTEPHCTHKH: NMOCOYEHMTE JAaHHM HA cTp. 49 W mpeacTaBeHaTa
MOCTpA ca 3a pb4€H, a He aBTOMAaTHYIeH MaHH(OJI.

KomucHsiTa €IMHOAYIIHO pemM: Jomycka ydacTHHKBT Ajeke 01 EOOJ no pasriexnase ua
IEHOBH IIPeJIOJKeHHS 32 BCHYKH HErOBH NPEJI0KeHHA ¢ H3KII0YeHHe Ha:

e mnosuums I- Ne3u 16
mosHuEs II- Ne1m 2
nosunms III- Ne2 w3
nozuoHsa IV- Ne1u?2
no3unusa V- Ne 1l m 2
mozuuudg VI- NeSu 16
NOpaid YCTAHOBEHHTE HECHOTBETCTBHS, OINHCAHH II0 Trope, MeXAY MNOCOYeHHTEe B
TeXHHYECKATa cnendpHKanHs XapaKTepHCTMKH HA MeJIMIHHCKH H3Jelus H odepHpaHHTe
NPOAYKTH, KOMHCHATA KATErOPHYHO CYHMTA, Y€ Ca HeMOAXOAAMH H YIACTHAKBHT He ce JOIycKa
3a TAX /10 OLICHABAHE M KJIaCHpaHe.

15. YyacTHHKBT ¢ npeioxenue ¢ BX. Ne 7868/05,10,2017-10,104. na Hepo Koponapu Ilepudepan
Husaiicuc OO/] e mpeacTaBui

- IpeIJIOKEHNE 3a M3MbIIHEHUE Ha MTopbYKaTa — oOpasen mo mo3umus Nell- BKTIOYBAIIO ¥ CPOK 3a
JocTaBKa- 1o 24 daca,

3a HOMEHKJIATypHH equunny — 9, 10, 11, 12, 13, 14, 15, 16, 17, 18, 19 u 20- npuapy,eHo OT H3BAJKH OT
KAaTaJI03H, I0KA3BAIH ChOTBETCTBHETO ¢ TEXHHYECKHTE XaPAKTEPHCTHKH, C IOCOMEHH CTPAHHIM OT
NpeACTABEHHTE JOKYMEHTH, KbAETO ¢¢ HAMHPAT JaHHH 32 O(QEePHPAHHTE MeTHIHHCKH H3AeTHs,

- ISKJIapallks 3a ChIJIaCHE ¢ KIay3HTe Ha IPHI0XKEHHS POeKT Ha oroBop (Ilpunooicenue Ne3),

- JIeKJapalus 3a CpoKa Ha BaIUAHOCT Ha odeprara(llpurosxcenue Ned),

- llexnapanun o obpazen (Tlpunoscenue Nes)

- IPEJINIOXKEHUE 3a U3IBIHEHHE Ha MOphUKaTa — obpasen mo nmoszuuus NeVI- BrmoyBamo u cpok 3a
JocTaBKa- 10 24 yaca,

3a HOMEHKJIATYPHH eTHHUIM — 24, 25, 26 1 27- IPUAPYKEHO OT H3BAAKH OT KATAJIO3H, JOKA3BAIIH
ChOTBETCTBHETO C TEXHHYECKHTE XaPaKTEPHCTHKH, ¢ IIOCOYeHH CTPAHMIH OT NpPeICcTABeHHTE
AOKYMEHTH, KbJ€TO0 ce HAMHPAT JaHHH 32 ohepUpaHHTE MeTHIHHCKH H3/Ie /IS

KomucusaTa ycTaHOBH, IPEUIOAKEHHETO OTrOBapsA HAITBIIHO HAa BCHYKH 3aJI0KEHH W3MCKBAHWUSA, HMA IThIIHO
ChOTBETCTBUE MEKIY MIOCOYEHHTE B TEXHUYECKATa ClieM(DHKaIMs XapaKTEPUCTHKA Ha MEAALUHCKATE
us3genus ¢ ohepupaHuTe NPOAYKTH. [IpeicTaBeHUTE TOKYMEHTH ChIBPXKAT JaHHU 3a CHOTBETCTBHE ChC
3a/103KEHUTE XapaKTEPUCTHKH.

KomucusaTa eamuoaymHo pemn: gomycka ydacTHEKST Hespo Koponapu Ilepudepan AuBaiicuc
OO/ 1o pasriexJaHe Ha HEHOBH NPEAJI0/KEHHA 33 BCHYKH HErOBH MPeEIJIOKEeHHsL.

16. Y9acTHHKBT ¢ nipeanoxenue ¢ Bx. Ne 7869/05,10,2017-10,154. ra "Memamar" EOO/] e npeacrasmn
- Ipe/JIOXKEeHHE 3a U3IIBIIHeHHE Ha IIophukara — oOpasel; mo mo3uiius Nel— BKIIIOUBAIIO U CPOK 3a
JocraBka- 1o 24 yaca,

3a HOMEHKJIATYPHH €IMHULH — 3, 4, 5 ¥ 6- IPUAPYKEHO OT H3BAJAKH OT KaTAJI03H, J0KA3BAIIH
CHOTBETCTBHETO C TEXHHYECKHTE XaPAKTEPHCTHKM, € IIOCOYEHH CTPAHHIH OT NPEACTABEeHHTE
JOKYMEHTH, KbJI€TO ce HAMHPAT JaHHH 32 opepHpaHUTEe MEXHIMHCKH H3JeTHS.
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- ACKJIapallis 3a ChITIACHE C KIay3uTe Ha IPUIIOKEHHS IPOEKT Ha 10roBop (Ipunoscenue Ne3);

- ACKIIapanus 3a CpoKa Ha BaMAHOCT Ha odeprata(llpunoscenue Ned);

- Mexnapanun o o6pasen (IIpurosicenue Ne5)

- HPCTIOIKCHUC 33 H3IBIIHCHUE HA MOPBYKaTa — obpasen o mo3umus Nelll- Brmousamo u cpok 3a
IocTaBKa- 1o 24 4aca,

3a HOMCHK/IATYPHH EIHHULM — 2- IPUAPYKEHO OT H3BAAKH OT KATaJI03H, J0Ka3BAIH CbOTBETCTBHETO
¢ TEXHUIECKHTE XapaKTePHCTHKH, C IOCOYCHH CTPAHMIIH OT NPEACTABEHATE JOKYMEHTH, KBIETO Ce
HAMHPAT JaHHH 32 OpEepHpPaHATE MEHIMHCKH H3/IC/IHS,

Komncusita ycTanoss, mpeaioxkeHneTo 0TroBaps HAIBJIHO Ha BCHUKH 3aJI0KEHHA M3WCKBAHHUS, UMA IIBIHO
CHOTBETCTBHE MEXTY [IOCOYCHHTE B TEXHAIECKATa Celu(UKalas XapakKTEPUCTHKA Ha MEIHIMHCKHUTE
H3/lest ¢ odepupanuTe IpoAyKTH. [IpecTaBeHnTE JOKYMEHTH ChABPKAT JaHHH 33 CbOTBETCTBHE ChC
3QJI0)KECHUTE XapaKTEPUCTHKH.

Komucusita enuaoxymuo pemu: gonycka yqacrHaksT "Meuvar” EOO/] ao pasraexnane Ha
HEHOBH NPe//IOKeHHd 34 BCHIKH HETOBH NPEII0KeHHS.

17. Y4acTHHK®BT ¢ npeuioxenue ¢ Bx. Ne 7902/05,10,201 7-13,004. a "Codapma Tpermuur" AJl e
IpeICTaBHIT

- AOKYMEHT 32 yIIbJIHOMOIaBaHe, KOraTo JHIETo, K0eTO NojaBa odepTaTa, He ¢ 3JAKOHHHAT
IpeICTABHTE/I HA YYACTHHKA;

- ACKJIapalyil 3a ChITIACHS C KJIay3UTe Ha NPUIIOXKEHHs IPOEKT Ha Jorosop (IIpunooicenue Ne3);

- JACKJIapalis 3a CpOKa Ha BANMIHOCT Ha odeprara(llpunoscenue Ned),

- lexnapanuu mo obpasen (Ipunooicenue Ne3)

- IPEVI0KCHHE 34 H3NIBJIHCHUE Ha NIOpBYKaTa — 00pasell Mo mno3unus Nel— BKIIOYBAIIO U CPOK 3a
JocTaBKa- 10 24 4aca,

3a HOMEHKJIATYpHH €JUHUIHN — 16 1 17 - NPHAPYIKEHO OT U3BA/IKH OT KATAJI03H, C [IOCOYEHH CTPaHHIH
OT IPEICTABEHUTE JOKYMEHTH, KBJICTO Ce HAMUPAT JaHHHU 3a O(epPUpaHUTEe MEIHIIMHCKH H3/IEIIHS.
KomurcusaTa ycTaHOBH ClEHATE HECHOTBETCTBHA:

e mo3unus I- Ne 16- Jlnarnoctiyen Boma4, Xubpuana omierka oT HEepBXIaeMa CTOMaHa, Opaiir
THII, HAHTOHOBO mnokpurhe, PTFE BBIpemHo mOKpHTHE, DEHITEHO NO3MTHBEH BpbX, IeT-
CerMeHTCH mu3iiH; J-mamer, muamersp 0.035", mpmxusa or 150 0 260 cm, J THO u HpaBu:
HPENI0KEHHETO HE 0TrOBapsi Ha CJICAHHTE TEXHHYECKH XaPAKTEPHCTHKH: JIMIICBAT JAHHH
Ha crp. 8-12: xubpmaHa omierka or HepbXKJaeMa cToMaHa, OpaHT THN, HaW/IOHOBO
nokpurre, PTFE BbTpemHo nokpuTHe, peHTreno mo3uraBen BPbX, eT-CErMEHTeH [H3iiH;
J-namer.

e mo3umma I- Ne 17 - Jluarsoctuuen Bojawy, XHOpuHA OIUIETKA OT HEpBKIaeMa CTOMAHa,
PEHTTEHO NMO3HTHBEH BPBX, HaHIOHOBO mokputhe, PTFE (polytetrafluoroethylene) Brrpemno
[IOKPHTHE, J€CHO O(opMsIHE ¢ NMpPBECTH H J-maMer, TBLPJI/eKCTpa-TBbpA/yatpa-TBbpa, 0,035",
AbILKHEHA OT 150 cM 1o 260 cM, J-THN U mpas.- mpemoxkeHHeTO He OTrOBaps Ha CJCIHHTE
TEXHH'1ECKH XapaKTePHCTHKH: JMICBAT HA cTP. 8-12 JaHHH 3a: PEHTTeHO NO3HTHBEH BPbX;
HAH/IOHOBO MOKPHTHE.

- HPCAJIOKCHHE 32 H3NBIHCHHE HA IOPhYKaTa — oOpasen no no3unus Nell- BrirouBaIo u cpox za
JocTaBKa- 10 24 gaca,

3a HOMCHKIATYpHU eMHALA — | ¥ 2 - IPUAPYKEHO OT M3BAIKH OT KATATO3M, C OCOYEHH CTPaHHUIH OT
IPENCTABCHUTE JOKYMEHTH, KBACTO C& HAMHMPAT JaHHH 3a O(EePUPAHUTE MEAUIIMHCKH H3/IETHS.
Komucuara ycraHOBH clie/THHTE HECBOTBETCTBHA:

e no3nuud II- Ne 1 - Jluarnocruanm karetpu 4.5.6F che SUS-brade/ yemmenn/ u M-xunpodunno
TMOKPHTHE /BKIIIOYMTENHO CIICHANIHM paguaisy katetpu Tiger LII - ynobeH 3a TUarHoCcTHKa Ha
ABeTe Koponapuu aprepud pu OMMY, ElGamal-2, AL type NTR/- npeasioxkeHneTo He 0TroBapst
Ha CJICIHHTE TEXHHYCCKH XaPaKTePHCTHKH: JIMIICBAT AaHHM HA CTp. 8-16: 3a SUS-brade/
yeunenn/ m M-xuapoduiano nokpuTue .

* mnozuums II- Ne 2 - Bomemm kxaretpm 3a PTCA,npu 5F-0,058", 6F-0,071';7F-0.081";8F-
0,090";Full-Wall TexsHonorua Ha MeTanHa oruIeTKa 3a no-1066p KOHTPOII IpH BbpTeHe.Brpanena
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[JlaJika ME€TalHa OINeTKa, MeK BpBX;Vest-Tech Nylon TexHomorus 3a mopmieHa peHTreHoBa
BuaumocT. [losponsBam merox Kissing Balloon Crannaptaa aemkuna 100 ¢, Hammume mpw
HiKoH Ha 55 cM, 90 cM, CTpanu4HH 0TBOPH- 10 H360p (SH)- mpenokenneTo He OTroBaps Ha
CICAHATE TCXHHYECKH XAPAKTePHCTHKM: JIHNCBAT JaHHH Ha crp. 17-25: 3a Full-Wall

TEXHOJIOTHS HA METAJHA OIUIETKA 3a M0-100bp KOHTpoa nmpH BhpTeHe.Brpajena riaaxa
METAJHA OIIETKA, MEK BPbX;

- IPSATNIOKCHHE 3a H3MBbIHCHHE Ha MOPbYKaTa — obpasen no mosurms Nelll- BKIIoUBaIio u cpok 3a
JocTaBKa- A0 24 yaca,

3a HOMEHKJIATYPHU €MHHEIE — 2, 5 H 6 - IPHADYKEHO OT U3BAIKA OT KaTaNO3H, C I0COYCHH CTPAHALHA OT
NPEJCTABCHUTE JOKYMEHTH, KBJETO C€ HAMHpAT JaHHH 3a OepHpaHATE MEIULMHCKH H3ICITHA.
KomucusaTa ycTaHOBH Clie[IHATE HECHLOTBETCTBHS:

no3uums II- Ne 2 - Banon-xatersp 3a PTCA, npe-aunarauus; csmectaM ¢ 0,014' Bopay; 5F
BOZEW KaTeThp; MOHOpedn cucreMa umn OTW; 3- segmenten;pasmepu-1,2-5,0; nmpemuHaBam
npodun-0,021"; npopun ma BBpxa-0,017'; mommyperan Slim seal TexHONMOrMA W BpBX THH
transitionless; marepuan Ha Gamoma XCELON-S (Pebax); mapkepn- Tungsten nexcu6bmwinu
HOMHMHATHO HajsraHe- 8bar/ATM; RBP-14bar/ATM.- mpensioskennero me oTroBaps Ha
C/IeIHHTE TEXHHYECKH XaPAKTePHCTHKM: JIMICBAT JaHHH Ha cTp. 8-12: 3a pazmepn-1,2 n
5,0; npemunaBam npo¢pun-0,021'; mpodun Ha BBHpxa-0,017'; nommyperam Slim seal
TEXHOJIOTHSl H BPBX THN transitionless; matepuan Ha 6anona XCELON-S (Pebax);.

nosunus III- Ne S - Bamonm moxpur ¢ Meauxament Ilpodun ma BHpxa:0,017" Jusaiin na
madra:HypotubeEFT(Enhanced ~ Force  Transmission)/{gameTsp Ha  madr:2,5F(2,0-
3.5mm),2,6F(4,0mm)Mapkepu:iBa IIaTHHA- upumuii  PabotrHa mpkuHa:140cM  Bogem
kateTbp:5F Tlokputne: Memxament: IMakmmrakcen(Paclitaxel)[[o3a Ha MemukamenTa:3,0pug/mm?
Matpuna:Ilaknmurakcen u ByTupui-Tpu-xekcun uwurpar TTokpuTa MOBBPXHOCT LlunmuHApHIHE |
KOHYCOBH/IHHM pa3/ielid Ha OaloHa:HaIMUHABAIIY IPOKCHMAIHUS M JUCTATHHS Mapkep Bpeme 3a
U3IbYBAaHE Ha MEAMKaMeHTa: 30ceK.- NPeaIo’KeHHETO He OTrOBAPH HA CJICHHUTE TeXHMYECKH
XapaKTePUCTHKH: JIMICBAT AaHHH HA CcTp. 13-16: [lo3a Ha MeaukamenTa: 3,0pg/mm?, Kato
NpeJIoKeHHETO € 3a 2,5ug/mm’, K0eTo € HeChbOTBETCTBHE MeEKIy MOCOYeHHTE B
TeXHH4ECKATa CHeNU(PHKANHd XapAKTEePHCTHKA HA MEJULIHMHCKH M3Ae/ s H odepHpaHHS
HPOAYKT.

no3unus [I- Ne 6 - Tlakmraxcen n3mpuBamy PTCA GanoH KaTeThp ¢ MaTpHYHO HOKPHTHE OT
Paclitaxel u Lopromide ¢ npokcumanen madt — 1,9F, nucranen madrt - 2.5F, gpokuna — 145 cm,
Opaxuanen u Qemopanen mapkep — 100 cM m 110 oM , ceBMecTHM c Bojem Kartersp SF,
ceBMecTHM ¢ Bozad 0.014”, mpodmn Ha BBpxa — 0,016", npodun Ha npemmuapane: 0,031"-
0,033", HoMMHamHO Hausrame: 6 arM., MakCHMalTHO HauAras€e: 14 atM., pasMepH: JHAMETPH
2.0mM, 2.5MM, 2.75MM, 3.0MM, 3.5Mm, 4.0MM ¢ memkaHa 10 MM, 15MmM, 20 / 17MM, 25MM, 30MM,
35mMM, 40MM - mpelsIOKeHHETO He OTrOBaps HA CJIEJHATe TeXHHYECKH XapaKTepPHCTHKH:
JENCBAT JaHHM Ha crp. 17-20: 3a maTpuuno mokpmrHe ot Paclitaxel m Lopromide;
Ab/KHHA — 145 CM, K0eTO e HeChOTBETCTBHE MEKAY HOCOYCHHMTE B TeXHHYECKATA
CHenHpHUKANAH XapaKTePUCTHKH HA MeTHIHHCKH H3/1€/14s H OpepHpaHHs NPOIYKT.

- IPEJLIOKEHHKE 32 M3MbIHEHHE Ha MOphyUKaTa — obpasel no mo3unust NeVI- BKIIOUBALIO M CPOK 3a
JocTaBKa- 1o 24 gaca,
3a HOMEHKJIATYPHH eIMHEANY — 3,4, 5, 7, 8, 14, 19,20 u 23 - MPUAPYNKEHO OT U3BAJIKK OT KATAT03H, C

MNOCOYCHH CTPaHHIH OT IIPECACTABCHUTE JOKYMEHTH, KBIETO CE HaMHpaT TaHH! 3a otbepnpaHﬂm
MCIOHIIMHCKH H3ICITHA.

- OnMc Ha IpeACTaBEeHATE MOCTPH

Komucusrta ycTaHOBH, IIPeIIOKEHHETO OTroBaps HaIThJIHO Ha BCHYUKH 3QJI0KEHHM W3MCKBAHMA, MMA ITHIHO
CHLOTBETCTBHE MEXIY IIOCOYCHHTE B TEXHUYECKaTa ceN(pUKaIis XapaKTEPUCTHKA Ha MEAUITMHCKUATE
u3zienus ¢ opepupanuTe MpoAyKTH. [IpescTaBeHHTE JOKYMEHTH ChABPKAT JAaHHH 338 CHOTBETCTBHE ChC
3QI0XKCHATE XAPAKTEPUCTUKH. Y CTAHOBH C€, Y€ MOCTPHTE CHOTBETCTBAT HA H3MCKBAHUATA U ¢4
IPeACTABEHH 10 YKa3aHWs HAYMH 3a HOMECHKJIATypHH equHuIM — 3, 4, 5, 8, 14, 19, 20 u 23.

KomucusTa ycTaHOBH CI€/IHATE HECHOTBETCTBHS:
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no3unus VI- Ne 7 - Anruorpadcxu cer:Creprien exHoxpaten anruorpadcky gapmad 3a
panuaieH u GemypaieH JOCThI HEThKaH TeKCTHI/SMS/, Tpucioen 380/240cM ¢ 1pa pamuaiam
OTBOpa-OBaIHHU-12X7.6 cM, Ba pemypanuu otBopa ¢ muamersp 12.7 em.[lpo3paunn 30Hm oT aBETE
CTpaHH ¢ pasmep 63/350cM;IOMbIHUTENEH CII0M CBUCOKA aGcopbalus 0KOJI0 OTBOPHUTE-
TIPEMJIOKeHHETO He OTrOBAPS HA CJEJHATE TeXHHYECKH XaPAKTePHCTHKH: OT NPEACTABEHHST
KaTajior, KAaKTO H MOCTpa e BH/IHO, Y€ JHICBaT pasMepn: 380/240cm; pagnanHu oTBopa-
oBaaHu-12x7.6 cM; ABa eMypaIHH OTBOPA ¢ AMAMETHP 12.7, KOETO € HECHOTBETCTBHE
MEXKIY MOCOYEHUTE B TEXHHYECKATA CIeMHPHKANKMSA XapAKTEePHCTHKH HA METHITHHCKH
H3/1eJIHA H opepHPAHHA NPOLYKT.

KomucusTa equuoxymno pemn: nomycka y9actHuxsbT Codapma Tpeiinuar AJl xo pasriexiane Ha
LEHOBH MPE/IJIOKEHHH 34 BCHYKH HErOBH MPE/JIOKEHHA ¢ H3K/II09EHHE Ha:

nosunug I- Nel6én 17

no3unua [I- Ne1m2

mosunus [II- Ne2,5u6

nmo3unus VI- Ne 7

NOpajH YCTAaHOBEHHTE HECHOTBETCTBHS, ONHCAHH 1O Trope, MeXIy IOCOYEHHTE B

TeXHHIeCKATa CNenH(HKANMA XapaKTePHCTHKH HA MEJHUHHCKH H3/IeJHs W odepHpaHHTE
NPOAYKTH, KOMHCHATA KATErOPHYHO CYATA, J€ Ca HEMOIXOAAIMA H YIACTHAKBHT HE Ce A0IMycKa
3a THX /10 ONeHABAHE H K/IACHPaHe.

KoMHcHsITa NPHKII0YH paboTaTa CH M HACPOYH CJIEABAMOTO cH 3acexanne Ha 01.12.2017r. ot 08,30
4aca 3a 0TBApPAHE Ha 0IYCHATHTE LIeHOBH IPEAJIOKEHHS, KATO ¢€ H3TOTBH ChOOIMEHHEe HA

ocHoBaHue 4. 57, an. 3 or IIII30I1 / P
[Ipencenaren: : aae. ['eopru Xpucros [Tonos - npaBocnocoben IOPACT /4 7/ - :

Unenose: Anka bancka — Mexn. cectpa B Aaruorpagcka naﬁopai‘oph ; /
Pesepsen unen: JI-p [lersp JlazoB — nekap che cHEHANHOCT HHBA3WBHA Kap/h. . B, N

22



