NPOTOKOJ
No2

Ot neiiHOCTTAa Ha KOMHUCHATA, Ha3HadyeHa ¢be 3anosen No599 ot 27.11.2018r. Ha M3nbiHUTEHUS
nupextop Ha MBAJL  JI-p Aranac [lagoscku™ A/l rp. Kbpmxanu 3a pasriexk/ane, OleHKa W KIacHpaHe Ha
nojaieHuTe oepTH B OTKPUTA MPOLIEAYpa 3a Bb3Jlarane Ha oOLiecTBeHa rmopbuka ¢ npeamer: "JlocTaBka
Ha cneuuGUUHH MEAMIMHCKHU W3/IeNusl 38 MHBAa3UBHA KapauoJiorus 3a Hyxaute na MBAJI "JI-p ATtanac
Hadoscku" AJl rp.Kbprxanu", ¢ yuukanen 00848-2017-0013, orkpura ¢ Pemnenne Ne527 ot 19.10.2017r.
Ha M3nbaHutennus qupextop, nyonukysano obssnenne B POIT Ne810787 na 23.10.2017r.

Huec, 06.02.2018r., ot 12.00 yaca B 3acejaresnHaTa 3ajara B Je4eOHOTO 3aBejieHHe ce MpoBee
3ace/laHue Ha KoMucHsl, HazHadyeHa cbe 3anoses Ne5S99 or 27.11.2018r. na M3nbanuTesnyus qUpeKTop Ha
MBAJT | JI-p Aranac Hagoscku* Al rp. Kbppskanu, B cheras:

Ipeoceoamen: n-p Emunus Craspepa — Jiekap KapaHoJoris,

u uienoese: 1. Jlanuena lllykagapoBa — TeXHHYECKH OpraHn3aTop B HHBa3HBHA JabopaTopHsi;
2. Cuexana Kaparbo3osa — ukonomuct OIT;
3. 3natnana KupunoBa — TeXHHYECKH OPraHUu3aTOP/H-K CKJIa/l MEHITHHCKH
H3JIeJUs,
4. Usan Pobos — 1opucr;

Ha 3acenanuero IMPHUCHCTBAXa BCUYKH YJICHOBE HA KOMUCHATA.

I. B pesynrat Ha usnoxkeHoto B IIpotoxon Ne I or 05.02.2018 r., kOMHCHATA J0MYCKA 10 CJAeABALL
eTan B NPOLEIYPATA — PA3IJIeKAAHEe HA TeXHHYECKHTEe MPeJJoKeHHsI HA CJAeAHUTE YYACTHHUH [0
caeaHuTe 000cobeHH No3uUUHK:

"Hose Meaukna Tpeiin' OO0/ — OIINel, 3 u 7;
"Makmen' OO/l - OIINe2,4,5,6 u 8

B nepuoma ot 06.02.2018r. no 09.02.2018r. xoMUCHATA B NbJEH ChCTaB HA 3aKPUTH 3acCIaHHs!
noapoOHO pa3riena TeXHHYECKUTE MPEIOKEeHHs Ha JIONYCHATHTE YHACTHHLM B IIPOLELypaTa H CTHIHA 10
CIIEJIHUTE KOHCTaTALM:

"Hose Meaukna Tpeig' O0/1

OITNe2 1 KO])OH(I])EM CHIEeHn (Mamepum: CoCr . Jlebemua na cmpama 0,063 Juzaint na knemrama - semi-open, MRI
cvemecmumocm — paramagnetic; Cvemecnmocm va kamenvopa: 51 Jlusain: Rapid exchange, Banron:semi-compliant; Honezna owicuna na
sodaua: 1415 an:Bodan: 0.014"Buuwen duanemsp na wadma: Hpoxcumanen 2,117 ucmanen 2,6 F/[waycuna npu duaxeninp do 3.00
(mm):8,12,16,19,24,28,34,38; lonycuna  npu  ouavemvp  nao  3.00  (mm) - 10,14,1824,28,31.38;  luwavenivp  (nm):
2.00:2.25,2.50,2.75,3.00,3.50,4.00).

Y4acTHUKBT € oeprpan MEAMIMHCKO H3/ieiHe ¢ ThProBeko Hanmexosanue ArthosPico — Cobali-
Chromium Coronary Stent Implantation System, ¢ npouzsoguren Iniernational GmbH, 1'epyicnz.
Komucusita yCTaHOBH, 4Ye Y4YacCTHMKBT B TIPOLEAypaTa € MPEeJCTAaBHI BCHUKH H3HCKYEMH OT
BB3JIOKHUTEIS IOKYMEHTH, @ HMEHHO:
o [lonwanen Obpazey No 3 — [Ipednoscenue 3a usnvimenne na nopuunamd,
o [Ipunooicenue Nel xvsr mexuiyeckama oepma - na Xapmien 1 e1ekmponen Hocumen,;
o [lonvinen O6pasey Nod - Jleknapayus 3a cwveiadacue ¢ KAGy3ume HA HPUIOJNCCHUS NPOCKI Hd
002060p,;
o [lonvanen Qopazey No5 - Jlexnaparus 3a cpoka na eanonocn na ogepmanad,
e [Ipedcmaseno e omopusayuonno nicmo om npoizeooumens amg International GmbH, 'epaanus,
YOOCHOBEPABAIYO HPAGA 30 APEOCMAsUMEICNGO 1 MbP2osis Ha mepumopusmea na Penyoiuka
bwacapus,;




o 3a oghepupanomo meouyuncko uzdenue e HPeOCmaseno 8 3asepen HpPeeoo.

o Cepmugpukam EN ISO 13485:2012 + AC:2012 wna npoussodumens, ¢ 00X6an
npoekmupane u  paspadomrda, NPou3COOCMEo U PaAsnpPOCMPANenie  1nd  CmeHnose,
cucmemu  3da umMnaaumupane na  cmenmoee, Owionnu  Kkamempi i 0oopydsane  3d
UHmMePEe HYUAMA,

o KC dexnapayusn sa ceomsemcmaue u ,,CI5" Mapruposka 6 coomeememene ¢ u3HCKGanisnid
na vy, 14w un 15 om 3MHU;

o Hncmpyriyuu 3a ynompeoa.

o [Ipedcmasenu ca usuckyemume kamanosu i Mexnuyecky cneyugirayiir;

YUacTHUKBLT € MPEMJIOKHIT CPOK 3a U3IMBIHEHHE Ha JIOCTABKHTE, CPOK 3a PA3CpPOUEHO njauiaHe H
OCTATBYEH CPOK HA TOAHOCT HAa O(EPUPAHOTO MEAMLIMHCKO H3/ENHe OTroBapsill Ha MHHHMAJIHHTE
M3MCKBAHHS HA BB3JOKUTEIS.

Cnen, kaTo HampaBM NpOBEpPKa HAa CHAbPIKAHHUETO HA TEXHHUYECKOTO MPEIOiKeHHe ChoOpasHo
M3UCKBAHUATA Ha IpPoLelypaTa KOMUCHSITA YCTAHOBM, Y€ JIOKYMEHTHTE Ha Y4acTHHKa OTroBapaT Ha
M3MCKBAHUATA HA MPOLIEAYPATA U 3aKOHA.

Odepupanoro meauumncko usnenue ArthosPico — Cobalt-Chromium Coronary Stent Implantation
Systenm CHLOTBETCTBA HA W3UCKBAHMATA HA TEXHUYECKATA CMEHH(UKALHA KbM JIOKYMEHTALMATA 33 y4acTHE
B TIpOLIEAypaTa, noApoOHO ONMUCAHH MO HOMEHKIaTypu B obocobenara no3mims,

Ha 6a3a ropensiokeH0TO KOMHCHSITA HAMHPA TEXHHYECKOTO MPeAJI0KeHHe HA YUYACTHHKA 34
OTroBAPSIL0 B IBJIHA CTeNeH HA H3MCKBAHHATA HA Bb3JI0KHTENN, 3AJ0KEHH B TeXHHUCCKATA
cnequdukanus Ha Aokymentauusita. C oryiel Ha TOBA, KOMHCHATA CAHHOAYIIHO PeLIH, “e A0MyCKa
yuactuuka "Hose Memukba Tpeiin" OO/ po caeasaumy eram B npoueaypara — orsBapsiHe Ha
LHEHOBOTO NpeIosKeHHe 110 000cofeHaTa no3Huus.

OITN23 Koponapen medukamenm uznvueauy cmenm (Mamepuan: Carbon-lon stainless steel, /usain:omsopena
rnemxa; Jebenma na empama 110 un; Kpocunz npodun: <1.05 mm; Jexapemeo: Panasugun; Exsusanenmua aexapemeena doza: 2,0
ngrmm; - Honumep: Guopaszepadum sa nepuod om wecm cedmuyu; eGenuna na noxpumuemonpudnusunenno 5 pa; Coomuouienne
Meman/Apmepua - 13%-15%,; Honmnanno nanaeane: 6 atm. Maxcunianno nanseane: 4 -16 atmi (burst pressure); Buinen dunamvenop na
wadghma: Ipoxcunanen 2.1 I JJuemanen 2,6 IF; Cvemecmustocm na kamemspa: 510 Bodau: 0.014"; Jluaoncuna fmm):10, 14, 18, 24, 28, 34, 38.

Huastenvp (mm): 2.5, 2.75, 3.00, 3.25, 3.50, 4.00.)
Vuactuuxkst € odepupan MeAMLHHCKO H3ZENHE C ThPropcko HaumeHosanue /TRIX Rapamycin
W3IBYGAUA CUCIIEMA 3a UMPAGHIMUpAne na cmenm, ¢ npousoauten nternational GmbH, I'epyaniisi.
Komucusita ycTaHOBHM, 4€ Y4aCTHUKBT B IpoLeAypaTa € IPEACTaBUJl BCHUYKH H3HCKYEMH OT
BB3JIOYKUTENST IOKYMEHTH, & HMEHHO:
o [lonvanen Oopazey Ne 3 — Ipednosicenue 3a usnvinenue na nOpLYKana,
o [Ipunooicenue Nol kvy mexnuueckama oepma — na xapmuen i eAeKmponens Hocume.n,
e [lonvanen QObpazey Ned - Jlexnapayus 3a cweaacue ¢ kiaysume Hd HPUTONCEHI HPOCKA Hd
D02060p;
o [lonvanen Odpaszey Ne5 - Jlexnapayus 3a cpoxa na eanuonocm na ogepmanme;
IIpeocmaseno e omopuzayuonno nucmo om npouszsooumens amg lnternational GmbH, 1'epyanis,
VOOCIOBEPASAO NPABA 3 NPeOCmasumeIcmeo i mupeosust na mepunopusama na Penyoauxka
Dbwaeapiis;
o 3a oghepupanomo meduyuncko uzoene e npeocmaseno 6 3a6epel Npecoo:

o Cepmuchuxam FEN ISO [3485:2012 + AC:2012 na npouscooumens, ¢ 00X6aAm
npoexkmupane U paspadomid, nPou3co0Cmeo i PAsRPOCMpPAnenie  Hd  CmeHnose,
cucmemu  3a uMmicHmupane ud  cmenmoee, oajnonni  kamempu u  odopyosane  3d
unmepGeHyuaAma,

o EC dexnapayus 3a cvomeememeaue u ,, CLJ" Mapkuposra 6 coomeememeue ¢ u3ucKeanuama
na wa 14w wn 15 om 3MH;

o Huempyryuu 3a ynompeoa.

o [Ipedemasent ca U3UCKYEMUME KAMIO3M U MEXHUYCCKU chenghuraiini;
YUacTHUKBT € MPeJIoKuI CPOK 3a M3MBIHEHHE HA JOCTaBKHUTE, CPOK 3a PA3cpOUeHO IJIalaHe u
ocTaThbyeH CPOK Ha TOMHOCT Ha O(EPUPAHOTO MEIMLMHCKO H3JieNHe OTroBapsAlll Ha MHHHMAJIHHTE
M3MCKBAHHS HA Bb3JIOKUTEJIS.



Cren, xaTto HanpaBM INpoBepKa Ha CHABPKAHHETO HA TEXHHYECKOTO MpeimKeHHe CcboOpasHoO
M3HCKBAHHUATA HA MpOLEAypaTa KOMHMCHATA YCTAHOBM, Y€ JIOKYMEHTHTE Ha Y4aCcTHHKA OTrOBapaT Ha
M3UCKBAHUATA HA MPOLIEAYPATa U 3aKOHA.

Odepupanoro meauuuucko uznenue [7TRIX Rapamycin uzirvusaiya cucmena 3a uMmianmupane 1
chenm ChOTBETCTBA Ha M3UCKBAHMsATA HA TEXHUUYECKATA CelM(UKALIMs KbM JOKYMEHTALHATA 33 Y4aCTHE
B TpoLeaypara.

Ha 6a3a ropensJjioKeH0To KOMHCHATA HAMHPA TEXHHYECKOTO MPEIJI0KEHHE HA YUACTHHKA 34
OTrOBAPSIIIO B IIbJHA CTENEH HA H3HCKBAHUATA HA Bb3JIOHKHTENS], 3AJ10’KeHH B TeXHHYeCKATa
cneuH(pHKANHA HA AokyMenTauusaTa, C orjiex Ha TOBA, KOMHCHATA eAHHOAYIIHO PEii, e J0oMmycKa
yuacrnuka "Hoe Meauxsa Tpeiin" OO/l no cinexBam eram B npoueaypara — orTBapsiHe Ha
LeHOBOTO NpeaaoKenne 1o obocodeHaTa mo3HIHA.

OIlNe7 Medurkamenm urouedn banon (DB,-‘U - MeOUKAMeNm - NILUsauy 6aton ¢ GrRimiueho aoxesneHo Geljecneo
Paclitaxel u excyunuenm BTHC (n - 6ymun - mpu n - xekceun yumpan). Crommontenue Paclitaxel kon BTHC - 90/10. Omoenane na Paclitaxel
2,5 pgrmm®. PTCA Kamemwvp Rapid Exchange, eooau 0,014" Xudpodnuino noxpumue na wacmima RX. Yecmoma na nokpumue na éanona ¢
meduramenm. 99,0 %. Hovunanno nanazane 6 bar - 16 bar. Padwouzomonnu u euzvannu naprkepu (Pt - Ir). Juaviemnp (mm): 1,50, 2,00;

2,25, 2.50; 2,75, 3,00, 3,25; 3,50; 4,00; Junxcuna (mm): 10, 15, 20, 25, 30, 35, -JU;)

YuacTHUKBT € odepupal MEIULMHCKO HM3ZeHe C ThProscko uaumenosanne DBM Pac Sol, c
npoussonuren nternational GmbH, I'epyanus.

Komucusara ycTaHoOBH, Y€ YYaCTHHKBT B MpOLEAypaTa € NpeJCcTaBHi BCHYKH H3MCKYeMH OT
BB3JIOYKUTENIS JOKYMEHTH, & UMEHHO!

o [lonwvnnen Oopazey Ne 3 — [Ipeonooicenue 3a usnvinenue na HOPLUYKAma,

o [Ipunooicenue Nel kvm mexuuveckama oghepma — na Xapnuen i eaeKmporen HOCumei;

o [lonvanen Obpasey Nod - Jlexnapayus 3a cveracue ¢ Kkiaysume Hda APUIAOJNCeNust HPOCKM Hd

002060p,

o [lonvanen Oopazey No5 - [leknapayus 3a cpoka na 6aiuonoc na oghepmanc,

e [Ipedcmaseno e omopusayuonno nucmo om npouzeooumens amg International GmbH, I'epayans,
yoocmogepasao npasa 3a nPeocmasumencmeo i mupeosust na mepumopuama na Penyonika
boaeapus,
3a oghepupanomo meduyuncko uzdenie e nPedcmaseno 8 3a6epen HPeaod;

o Cepmucpuxam EN 1SO 13485:2012 + AC:2012 na wnpouseooumens, ¢ ooxean
Hpoekmupane U paspadomrd, RPOU3BOOCMEO 1 PASHPOCMPANenie  nd Cmenmose,
cucmemi  3a  UMWIAHANIPAHE KA  CMEHmOse, 0aionnu  Kamempu i ooopydsane 3d
unmepeenyusma;

o LC dexnapanus 3a cvomeememaue u ,, CL " MAPKUPOSKG 6 CHbOMBEMCMGUE ¢ U3UCKGAHUSINA
na yn. 14 uun 15 om 3MH;

o HUucmpyryuu 3a ynompeoa.

o [Ipedcmasenu ca uzuckyemume kamanos3u Jopouypu) i mexuyecku cneyughurdifi,

Y4acTHUKBT € NPeIIONHUI CPOK 3a M3MBIHEHHE HA JIOCTABKUTE, CPOK 33 Pa3cpodeHo IrJiallaHe u
OCTaTbYeH CPOK HA TOAHOCT Ha O(EepHPaAHOTO MEAMLIMHCKO H3Jiellie OTrOBapsiii Ha MHHUMAJIHUTE
M3UCKBAHUS HA BB3JIOIKUTEIS,

Cnen, xaro HampaBH TNpPOBEPKa Ha ChIABPKAHHETO HA TEXHHYECKOTO MPEIoKeHHe ChoOpa3HO
M3UCKBAHMATA Ha MpoLeAypaTa KOMHCHATA YCTaHOBH, Y€ MOKYMEHTHTE Ha YYaCTHHMKA OTTOBApsIT Ha
U3UCKBAHUSITA Ha NPOLe/lypaTa H 3aKOHa.

Odepupanoro MemuuuHcko wusgenue DBM  Pac Sol cboTBercTBa Ha H3HCKBaAHHATA Ha
TexHuueckara criequpukaLis KbM JJOKYMEHTALMATA 3a y4acTHe B npoueaypara.

Ha 6a3a ropeHs/i0KeH0T0 KOMHCHSITA HAMHPA TEXHUYECKOTO MPEAJIOKEHHE HA YUACTHHKA 32
OTrOBAPSIINO B MbJHA CTENEH HA H3HCKBAHHSTA HA BBIIOKHTENS, 3AM0KeHH B TeXHHUECKATA
cnenuduranus Ha gokymenrauuaTa. C orjie HA TOBA, KOMHCHSITA CAMHOAYHIHO PEHid, ue J0NyCKa
yuactuuka "Hose Memuxbn Tpeiin" OO/ go cmeasam eram B npoueaypara — oTBApsiHE Ha
LEHOBOTO MpeAJioKeHHe Mo 00ocobeHaTa Mo3HIHSI,



"Maxmen'" OO0

OITNo2 R'opomtpen cmenm (Mamepuan: CoCr L605. jleenuna na cmpama 63 ua (0,065 win 0.0026"). Recail: -~ 3%.
Cpeona 3azyéa (mean foreshortening): 0,29%. usaiin: Rapid exchange, xudpuden — omsopena u sameopena kienika. Hosunanio naiseane:
9 atm. Maxcumanno nanseane: 16 atm (burst pressure). Balloon overhang: <0,5 mm. Bonuten dvanemnvp na wadima: Hpoxewvanen 1,9 17
Huemanen 2,7 F. Ro maprepu: 2 — Hnamuna / Hpuduii. Hsnnoseaena ovnocuna na kamemvpa: 140 ext. Coentecmuntocnt na kameniwpa. 1.

Boodau: 0.014" wn 0.36 s, fonorcuna (mm): 8, 13, 16, 19, 24, 29, 32, 37 u 40. Jluamenwp (mm): 2.5, 2.75, 3.0, 3.5, 4.0, 4.3.)
YuacTHuKBT € oepupan MeIMLHUHCKO H3JENHe C THProBCKO HaumeHoBanue Nexgen- rkoOanm-
Xpomoea cucmema 3a kopowapen cmenm, ¢ npowssogures Mepun Jlaiigh Caironcus Hpaiicum JImo.-
Myxmanano Mape, Yana, Banu, Hnous.

KomucusTa yCcTaHOBM, 4Y€ YYaCTHHKBT B MpOLEAypaTta € [PeACTaBuJl BCHYKH HM3HCKYEMH OT
Bb3JIOIKHTEJIS JIOKYMEHTH, & HMEHHO:

e [lonvinen Obpazey No 3 — [Ipediosicenue 3a u3imvine nie 1na HOpvuKan;

o [Ipunooiceniie Nol KoM mexuuyeckama oepma — na Xapmuen it eneKmponen Hocume.n,

o [lonvanen Oopasey Nod - Jlexnapayus 3a cvenacue ¢ kiaysume Ha WPUIONCCHUS. NPOCKN HA

A0c080p,

e [lonvanen Obpazey No5 - Jlexnaparus 3a cpora na 6anudnocm na oghepmanc;

o [lpedcmaseno e omopuszayuonno nucmo om npouseodumens Mepun Jlaih Caiwncus Tpaiisum
Jmo.-Myxmanano Mape, Yana, Banu, Hnous, yoocmosepsisanjo npasa 3a npeocmasumencmeo u
mupeosist na mepumopuama na Penyonuxa bvaeapus;
3a oghepupanomo meuyuncko udenie e NPeoCmaseHo 6 346epeH HPeeoo.

o Cepmugpuxam NS-EN ISO 13485:2012 / ISO 13485:2003 ISO  9001:2008 na
npoussooumeist, ¢ 00Xeam NPOCKMuUpAne, HPOU3EOOCMEO U OOCHIAGKA 1A J1eKAPCMEO-
UBNIBYEAIU  CLOOBH CMEHMOGEe U Memannil CuO06l CMENmose, cmenmos CUcmeM,
unchaamopu, danonnu ouramayuonnu kamempu v cooavu 3a IHHTKA w 117A4;

o IC oexnaparus 3a cvomeememetie u ,, CE" Maprupo6ra 6 coomeememene ¢ u3uckeanisama
naya 14 uun 15 om 3MU;

o Unempyryuu 3a ynompeoa.

e [Ipedcmasenu ca uznuckyemume kamaiosu (Opoutypiy) i nrexutuecku cneyuuraiii,

YUacTHUKBT € NPEeIoKUI CPOK 3a M3MBIIHEHHE HA JIOCTABKUTE, CPOK 3a PA3CPOUYCHO MJallaHe U
OCTaThY€H CPOK HA TOAHOCT Ha O(QEPUPAHOTO MEAHIMHCKO H3AENHEe OTroBapslli Ha MHHHMATHUTE
M3HCKBAHUS Ha Bb3JIOKUTENS.

Cnen, xaTo HampaBd NPOBEPKAa HA CHABPHKAHHUETO HA TEXHHYECKOTO IMpeiioikeHHe cboOpasHO
M3HCKBaHHUATA Ha MpoLeAypaTa KOMHCHATA YCTAHOBM, Y€ JOKYMEHTMTE Ha Y4aCTHHKA OTroBapsT Ha
M3MCKBAHUATA HA MPOLEypaTa 1 3aKOHa.

Odepupanoro MepuuuHcko uznenne Nexgen- koOAnm-xpoMosa cucmemda 3a Kopouapen chenm
ChOTBETCTBA HAa W3UCKBAHMSTA HA TEXHHYECKATa CreLUPHUKALMS KbM AOKYMEHTAIMsITa 32 y4acTHe B
NpoLeaypaTa.

Ha 6a3a ropeusJiokeHOTO KOMHCHSTA HAMHPA TEXHHYECKOTO NPeII0KeHHe HA YYACTHHKA 32
O0TroBAPSAING B NbJHA CTeNeH HA H3HUCKBAHHATA HA Bb3JIOKHTEIs, 3AJ0KEHH B TEXHHYECKATA
cnenuduranus Ha fokymentauusaTa. C orsiea Ha TOBA, KOMHCHSITA ¢JHHOYIIHO PEIliH, e IonycKa
yuactHuka ''Makmen" OO/ go caegBawy eran B Hnpoueaypara — OTBapsiHe HA LEHOBOTO
npeanoxeHue no 000codbeHaTa NO3MIHSL.

OIINe4d Koponapen Mmeduxamenm uzivueauy KOHycosuoen cmenm (Kopowapen swoukasenm wsrsusau
konycosuden cmenm Mamepuan: CoCr L6035, Jlebenuna na cmpama 65 pn (0,005v00 1w 0.0026"). Recoil: 3%. Crveacane: 0,29%.
Jexapemeso: Sivolimus. Exsusanenmua nexapemesena oosza: 1,25 ug/mm2 Homep: éuopazepadunt w tnocveveenmunt. Musaim: Rapid
exchange, xubpuden — 3qmeopenit Kiemku ¢ Kpawygama u omeopenu ¢ cpedama na cmenma ; Hosmwnanno naracane: 9 atm. Marcunanio
nanszane: 14 atm (burst pressure); Bonwen ouamenrop na wadhma: Hpoxcusanen 2,131 Juemanen 2,71 Ro yaprepu: 2 Haamuna
Hpuoun.  Hsnnoszsaema owndcuna na xamemvpa: 142 em. Cwesecmumocm na xamemvpa: S Bodauw: 0.014" wur 0.36 an. 100 %
oceoBoxcoasane Ha aekapemeomo ¢ parikume wa 30 onu; Hvnocuna (mm): 30; 40 50w 60, [lwasiennp (mm): 2,75-2,23: 3,00-2,50; 3,50-
3,00.)

YyacTHUKBT € oepupan MeAULHHCKO H3JeNIne C TLProeBcko HauMeHoBauue BIOMIME MORPH
SIROLIMUS — H3JITPYBAIJA KOPOHAPHA CTEHTOBA CHCTEMA, ¢ npoussopuren Mepin Jlaigh
Catrvncus paiieum JImo.-Mykmanano Mape, HYena, Banu, Huous.

KomucusaTa ycTaHoBH, ue YYaCTHMKBT B NpoOLEAypaTa € NPeiCTaBWil BCHUKH H3HCKYeMH OT
BB3JIOYKUTEA NOKYMCHTH, d HMCHHO!
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o [lonvanen Obpasey No 3 — [Ipeonooicenue 3a usnwinenue nda HOPLYKAMC,;
e [Ipunoowcenue Nol kvam mexuuueckama ogepma — na xapmuen i e1ekmponen Hocume,
o [lonvanen Obpasey Ned - Jlexnapayus 3a cveracue ¢ Kiaysume Ha HPUIONCens HPOCKM Hd
002060p;
o [onvanen Obpasey No5 - [lexnapayus 3a cpoka na eanuonocm na oghepmama
o [Ipeocmageno e omopusayuonno nucmo om npouszeooumens Mepun Jlaindgy Cairencus paiieum
JImo.-Myxkmanano Mape, Yana, Banu, Hnous, yoocmosepsisaiyo npasa sa npedcmasumejacmso i
mup2osus na mepumopusma na Penyoauxa bvieapus,
° 3a ohepupanomo meQuyuncko uzdenue e HpeoCmaseno 6 3a6epen Hpecoo.
o Cepmughuxam NS-EN 1SO 13485:2012 / 1SO 13485:2003 ISO 9001:2008 na
HpOU3600UmMeIs, ¢ 00X6am Hpoekmupane, NPou3600cnIco It DOCIAGKA Id ACKAPCIGO-
U3BUBAIYU CHOOBU CMEHMOBe U MEMAIHU CHOOGH CMEHnOGe, CIMenmost CUCHICMIL,
ungbnamopu, danonnu ouramayuonnu kamempu u cooayu sa IHTKA w ITTA;
o I5C oexnaparusn 3a cvomeememeue u ,, CI* MapRupoGra 6 CoOmeememane ¢ u3ickeanusind
na un. 14w wn 15 om 3MH;
o Hucmpyryuu 3a ynompeoa.
o [Ipedcmasenu ca usuckyemume kamanosu (Gpouypit) u mexmuqecku chneyupurarin,

Y4YacTHHUKBT € MPEUIOKUIT CPOK 3a M3MBJAHEHHE HA JIOCTABKHTE, CPOK 3a PascpoueHo rlalaHe u
OCTaThueH CPOK HA TOAHOCT Ha O(EepHpPaHOTO MEAHLMHCKO H3je/ie OTroBapsulil Ha MHHHMAIHHTE
M3MCKBAHUs HA BB3JIOKHTEIIS.

Cnen, KaTo HalpaBH MPOBEPKA Ha ChAbPKAHMETO HA TEXHUYECKOTO MpeiokeHne cboOpasHo
M3UCKBAHMTA HA IMpOLEaypara KOMMCHUATA YCTAHOBH, Y€ JIOKYMEHTHTE Ha YUacTHHKAa OTroBapsAT Ha
M3UCKBAHMATA HA MPOLeypaTa U 3aKOHa.

Odepupanoro mepuuuucko wuspenue BIOMIME MORPH  SIROLIMUS H3IBYBALIA
KOPOHAPHA CTEHTOBA CHCTEMA cbhoTBeTcTBa Ha M3MCKBAHMATA HA TeXHUYecKaTa crielu(UKaLins
KbM JIOKYMEHTALIMATA 32 YUaCcTHE B MPOLEJlypaTa.

Ha 6a3a ropeus/io:keHOTO KOMHCHATA HAMHPA TEXHHYECKOTO NMPEATOKeHHEe HA YUACTHHKA 32
OTrOBAPSIIO B IbJIHA CTENEeH HA H3HCKBAHHUSATA HA BB3IOKHTENSl, 3AJ0KCHH B TEXHHUECKATA
cnenuuKanus Ha fokymentanusita. C orjie HA TOBA, KOMHCHATA eXHHOAYIIHO Peilii, e A0NyCKa
yuacthuka ''"Makmen'" OO/ no caeaBaumy eran B npoueaypara — OTBapsine Ha UEHOBOTO
npeaioKeHne no 06ocobeHaTa no3uM.

OIINe5 Medukamenm u3v4eauia KOPOLAPHA CHIEHINOBA cHcmeMd (Aomammama cupornnye uzrvusana
KOpOHAapHa cmenmosq cuchiemd, ChCHIOAWA ce om ;1.'(:’0”?\'(?,‘”(?”!.'! UITBUEAN] KOPOHAPCH CIMEHIN, MOHIMUPAH GbpXY MEOUKANEHIN H3nvuedaly
banon, docmasauga 2 nexapemeenu dozu = 0,70 pg/mm. Hpoxcumannu penmeeno - nosumueni saprepy na 90w 100 cacom ducmanius kpair;
ouopazzpadus nonunstep - 0o 180 onu cired wamnanmupane; kobaim-xpoyosa cnaas L6035, ocbenuna na cmpama 73 par Recoil: =3%.
Cruesteane: <1 %. Hoamunanno nangeane: 8 atm. Makcunanno nangeane: 14 atm (burst pressure). Coevecmusioent na kamemvpa: 1.
Booau: 0.014" wi 0.36 a6 knenrouen cmpoedic npu ouatempu 2,25-2,50; 8-xnemvuen npu 2,75-3,50 1 10-xnemvuen npu duasienvp 4,00;

Suanempu 2,25; 2,50; 2,75; 3,00; 3,50 u 4,00 awn; ownvicnnu 8; 12, 16; 20; 24, 28; 32; 36 u {0 .\L-u)

YyacTHUKBT € odepupajs MEAHLUMHCKO H3ZeNHE C TbProBCKO HauMmeHoBauue iftDEStiny
Aonymunaina Cuporusyc - uznrvysauya Koponapua cmenmosa cucmend, ¢ npoussojuren /berhospiftex, S.
A, Henanus.

Komucusta yCTaHOBH, Y€ YYACTHUKBT B IPOLEAYpaTa € MpeACTaBM BCHYKH HM3HCKYEMM OT
BB3JIOKUTENIS IOKYMEHTH, & UMEHHO:

o [lonvanen Qopasey Ne 3 — [Ipeonooiceniie 3a usnvinenne na nopuykana;

o [Ipunooscenue Nel koam mexuuyeckama ogepma — na xapmuen i eAekmponen Hocume:,;

o [lonvanen Obpazey Nod - Jleknapayus 3a cveaacue ¢ Kidy3ume Hd HPUAOICEHU HPOCKM Hd
doeosop;

o [lonwvanen Oopazey No5 - Jlexiapanyus 3a cpoka na 8aiuonocm na ohepmamc;

o [Ipedcmageno e omopusayuonno nucmo om npouseooumenst lberhospitex, S. A, Henanus,
YOOCHOBEPABANO NPABA 3 NPEOCMAGUMENCGO 1 MBPeOsUs Hd mepumopusma na Penydnura
bwaeapus,

e 3a ogepupanomo meduyuncko uzdenie e npeocmaseno 6 3acepen NPecoo:



o Cepmughuxam UNE-EN ISO 13485:2013 (EN ISO 13485:2012 u 1SO [3485:2003) na
Hpouszeooumens, ¢ 0oxXeam NpoeKmupane, NPOU3600CmMEo it QOCMAGKA 1A HeARMUGHH
CHPOCYHO-CLOOBU UMNIAHMIL,

o EC dexnapayus 3a cvomeememeue u ,, CE" Mapruposra ¢ CbOmeemcemene ¢ U3UcKeanama
na v 14w yn 15 om 3MH;

o Uucmpyryuu 3a ynompeoa.

o [Ipedcmasenu ca uzucKyemume kamaiosu (6pouypi) i mexuuyecku cneyudurayi;

Y4acTHUKBT € NMPENIOKHII CPOK 32 U3IbJHEHHE Ha JIOCTABKHTE, CPOK 3a PascpoUueHo miariaHe H
OCTAThY€H CPOK HA TOAHOCT Ha O(EepHUPaAHOTO MEAMLMHCKO H3eIHe OTroBapalll Ha MUHHMATHITE
M3UCKBAHHS HA BB3JIOKUTEJISL.

Ciiel, KaTO HampaBH MPOBEPKA HA ChIbPIKAHMETO HA TEXHHYECKOTO MpEiokeHHe C¢hoOpasHO
M3MCKBAHMSTA Ha MPOLEAypaTa KOMHCHSATA YCTAHOBM, Y€ HOKYMEHTHTE Ha Y4YaCTHHKA OTroBapsT Ha
M3MCKBAHUSATA HA TIPOLIEC/ypaTa U 3aKOHa.

Odepupanoro MemuuuHCKo u3znenue iMDEStiny  Aoaymunama  Cupoiuvyc - uzipueaujd
KOPOHAPHA CMENnmosa cucmemda ChbOTBETCTBA Ha M3MCKBAHMATA HA TEXHMYECKAaTa Crelu(uKanis KbM
NOKYMEHTALMsATA 3@ y4acTHE B IIPOLIEAypaTa.

Ha 6a3a ropeusioeH0T0 KOMHCHATA HAMHPA TEXHHYECKOTO NPEeII0/KeHHE HA YyIACTHHKA 34
OTrOBAPANIC B MbJAHA CTENEH HA H3HCKBAHHATA HA Bb3JIOKHTENS, 3AJ0KEHH B TEXHHYECKATA
cinenHpUKANHA HA AokyMeHTanuATA, C orjiex HA TOBA, KOMHCHATA eAHHOAYIIHO PeitH, ue A01yCKa
yuacriuka "Makmen" OO/ ao caeasam eranm B npoueaypara — OTBApPsIHE HA UEHOBOTO
npeaiokenne no 06ocobeHaTa no3uLHs.

OITNo6 Kopauapen MeOUKaAMeHm U3 Ioveany Cnlellﬂl(](opouape.'r AMeduraieinm uzrvueaty cmennt  Namepuai:
CoCr L605. [lebenuna na chpama 65 par (0,065 wne 0.0026%). Recoil: 3%. Crueasane: 0,29%. Jlexapemeo: Sivolinus. Exsusanenmua
nexapemesena doza: 1,235 ug/mm?2 Honunsep: duopaszepadum u éuocvemecnn. J{usaiin: Rapid exchange, xubpudei — omeopena u sameopenda
wiemka. Honunanno nanazane: 9 atni. Maxcumanno nangzane: 16 atm (burst pressure). Balloon overhang: < 0,3 vy Bonwen duavieminp na
waghma: Hpoxeusanen 1,91° Jlucmanen 2,7F; Ro maprepu: 2 — lnamuna / Hpuoui. 1sniossaesa dvmicuina na kamemvpa: 140 - 142 ea
Cwemecniumocnt Ha kamemwpa: SF. Booau: 0.014" win 0.36 s, Junoicuma (mm): 8, 13, 16, 19, 24, 29, 32, 37, 40, 44, 48. Juastenivp (mm):

20,2525 275, 30.35.40 45)

YuacTHUKBT € olepupan MEMIMHCKO H3JeHe ¢ ThProBCKO HaumeHoBanue Biomime -Sirolimus -
usILUSAIA KOPOHapua chienmosa cucmema, ¢ npowssopuren Mepii Jlaigh) Cairvncus Tpaium JImo.-
Myxmanano Mape, Yana, Banu, Hnous.

KomucusiTa yCTaHOBH, Y€ YYaCTHHUKBT B TpOLEAypaTa € NPeACTaBul BCHYKH H3HCKYEMH OT
BB3JIOKHUTENIS] NOKYMEHTH, & HMEHHO!

o [Tonvanen O6pazey No 3 — [Ipednocenue 3a usivinenue na nopuykamd,;

o [Ipunooicenne Nol Koy mexnuneckama oepma — Ha Xapmuen u eiexmponen nocume,

o [lonvanen QObpazey Nod - Jlexnapayus 3a cveracue ¢ Kidysume Hda HPUAOJICCHIUsE NPOCKIN Hd

002060p,

o [lonvanen Odpazey Ne5 - Jlexnapanus 3a cpoka na 6aiionocm na ogepmand,

o [Ipedcmaseno e OmMopusayuonHo nucmo om npouseooumens Mepun Jlaid) Caironcus Ipaisum
JImo.-Myxmanano Mape, Yana,Banu, Hnous, yoocmosepscaiyo npasa sa npedcmasumeicmeo i
mupeosust Ha mepumopusma na Penyonuka bvieapusi;
3a ogheprpanomo meduyiuncko uzoenue e nPeOCmaseno 6 3a6epel Hpeeoo:

o Cepmucpuxam NS-EN 1SO 13485:2012 / ISO 13485:2003 ISO 9001:2008 na
npouseodumes, ¢ 00X6am npoeKmupane, HPousCOOCMeo i JOCMABKA HA 1eKAPCMEO-
UIBYGAIN  CBOOGH CIIEHMOBE 1 MEMAIN 006l CMEHMOBe, CRICHMOBH  CHCMEeM,
unchramopu, oanonnu Ounamayuonn kamempu u 6odayi sa HTKA w 111A;

o EC oexnapayus 3a cvomsememeue u ,, CE™ Mapruposka 6 CbOmMeenmcmsne ¢ uzuckeantsma
na wa. 14w wn 15 om 3MH,

o Uncmpyryuu 3a ynompeoa.

o [lpedcmasenu ca usuckyemume kamaiosu (Opouypi) u mexuuueck cneyuguiai;

YUaCTHUKBT € MPENJIONKHI CPOK 3a M3IBJIHEHME HA JOCTABKWTE, CPOK 3a PA3CPOUCHO IjlalliaHe u
OCTaTh4€H CPOK Ha roAHOCT HAa O(GEepPHPAHOTO MEIULIMHCKO H3NEHe OTrOBapsllH HAa MHHHMAIHHTE
M3UCKBAHUs HA BB3JIOKUTEIS.



Cnen, KaTO HanpaBM TIPOBEPKA HA ChABPKAHWUETO HA TEXHHYECKOTO IMPeIIOKeHHe ChoOpasHO
M3UCKBAHHUATA Ha MPOLEAypaTa KOMUCHSITA YCTAHOBM, Y€ JIOKYMEHTHTE Ha Y4YaCTHHKA OTTOBapsAT Ha
M3HCKBAHMATA HA MPOLEAYpPaTa U 3aKOHA.

OdepupaHoTo MEOMUMHCKO wu3aenue Biomime -Sirolimus -usivueauja Koponapua chnenmosa
cucmema CbOTBETCTBA HA M3HCKBAHMATA HA TEXHH4YecKara crelu(uKaiis KbM JIOKYMEHTALMATa 3a
yyacTHe B rpolenypara.

Ha 6a3a TOPEH3I0KEHOTO KOMHCHATA HAMHPA TEXHHUYCCKOTO NMPEATOKEHHE HA YUACTHUKA 3a
OTroBAPSINI0 B MbJAHA CTENEH HA H3HCKBAHHSITA HA BB3JIOKHTEIS, 3AT0KEHH B TCXHHUECKATA
CIIC[[H('I)HKHI.[HH HA JOKYMEHTALMATA, G orJjie] Ha TOBA, KOMHCHSTA ¢AHHOAYUIHO pelIH, 4Ye J0nyCcKa
yuactHuka '"Maxkmen" OO/l go caeasamy eram B mnpoueaypata — OTBapsiHe HA LEHOBOTO
npeayioskeHue no 06o0codeHaTa MO3UIHS,

OITNe8 Bunonspen neiicune kamemup 6e3 6a1on 3a OACHO cupye KPUGKa u 3a neicupaie 8

Kayepama (Cbs’dm)e:r 0a ocusypu HadelcHo Helicupane u YAasane Ha CUSHATN 6 KAMePamd 4pes O0CHbR - 1pes copia npasid send.
Ipeyuzen kowmpon 6es npexomepna mevpdocm. Onmumanen konmpon npu évpmene. Jviéouuna 10 ey Ha vaprepume sa nodcwieane npu

noenasanemo. owicuna — 110 em, pasmep —5SF, enekmpoono pazemosnue — 1 e, )

YuactHukbT € odeprpan MEIHLIMHCKO H3/IeIHe ¢ THPrOBCKO HalMeHoBanue Pacel, ¢ npousBoiuTen
Cm. J[xncyo Meouxwvia, CALLL

Komucusara ycTaHOBH, 4Y€ YYACTHUKBLT B MPOLEAYpaTa € NPEeACTaBUJl BCHUKH M3UCKYEMH OT
Bb3JIOKUTENS] IOKYMEHTH, @ HMEHHO:

o Jlonvanen Qbpazey Ne 3 — [Ipeonoosicenue 3a usnvinene na HOpLYKamad,

o [Ipunodcenue Nel kvar mexnuyeckama oghepma — na xapmuen i e1ekmponen Hocume.;

o [lonwanen Qopazey Nod - Jlexnapayus 3a cvenaciue ¢ kiday3ume Ha APUIOKNCEHs HPOeKm Hd
do2o6op,

o [lonvanen O6paszey No5 - Jlexnapaiyus 3a cpoka na eanuonocm na ogepmaina,

o [Ilpedcmaseno e omopusayuonno nucmo  om L HVIMIE 2000 OO/ (ynvianomowen
npeocmasumen Ha Cm. J{weyo Meouxwvn, CALL 3a bvieapus) yoocmosepssaiyo npasa 3a
HPeOCMABUMECEO U MuP2oaus Ha mepumopusma na Penyoauxa bvizapust,

o 3a oghepupanomo meduyuncko uzoenue e npeocmaseno 6 3a6epei Hpeeoo:

o Cepmucpuram 1SO  13485:2012  wna  npoussodumens, ¢  0OX6am  HPOCKMupAue,
paspadomesane 1 Bpou3so0cmeo na kavemerexmpoon (K1), eveexcoauu xamempu u
wenn, Xemocmaszuu kianu, eaexmpouzuonocuynu  (15P)  kamempu, paouwovecmommni
abaaUOnHY  eAeKMpPoon U Kamempu, neicupaiyl OarouHl  KAmemp, aneuoepacki
Kamempi, paouovecmomull 2eHepamopit, Kabea 3a aoanmopl id eaekmpoxupypeudil
ba0K06e, GOJAul, pe3opoupyeMu U30es 3d 3ameapsne Ha Pani, YIpacisea Kamempu,
MPAHCKAMEMBPHU CHPOCYHN KIANU 30 CUCMICMIU 30 QOCIIAGKA, CRICHIOGE 1l ARCECOapI;

o EC oexnapayusn 3a ceomsememaue u ,,CE™ Mapruposka 6 coomsememene ¢ u3Ucksanismed
na i 14w un 15 om 3MH;

o Hucmpyryiu 3a ynompeoa.

o [Ipedcmasenu ca uznckyemume Kamaiosu (Opouiypiy) w mexmyecku cneyidrain,;

V4acTHUKBT € MPEIIONHI CPOK 332 M3MBJIHEHHE HA JIOCTABKHTE, CPOK 3a PA3CPOUEHO NualllaHe W
OCTarbueH CPOK HA TOJHOCT Ha O(EpPHPAHOTO MEIMLIMHCKO H3JE/HE OTrOBAPAIIH HA MHUHHMAJHUTE
M3UCKBAHUSI HA Bb3JIOKUTES.

Ha ocuoBanue un.104, an.5 or 30Il komucusaTa IMOMCKA JOMBIHUTENHH JIOKAa3aTe/icTBa 34
Bpb3KaTa MEKAY H3laTeNs Ha JOKymMeHrta (oTopu3auloHHOTO nucmo) , LVI/IMIE/[ 2000 LOOJ n
MPOU3BOAUTENST MenuIHCKo usaenue Cm. Jicyo Meoukwva, CALL{, ortHocuma KbM [peiMera Ha
nopbukara no opepupanara obocodeHa no3uums.

KomucuHsTa KOHCTATHPA, Y€ M3UCKYEMHUTE JOKYMEHTH Ca [PEe/ICTaBeHH B CPOK.

Y4acTHUKBT € MPUJIOKKI 3aBEPEHO KOMHE B MPEeBOjl Ha oTopuzaunoHHo nucmo ot Ct. [hkyn
Menukbn, CAILl, ¢ xoero ymoctosepsna, ue ,BYJIME/ 2000“ EOOJl e wHeroB H3KIKUHTENIEH
JIUCTPUOYTOP.

Cnies, kKaro HanpaBd MPOBEPKA HA CHABPYKAHHETO HA TEXHHYECKOTO MpPEIOKEeHHe choOpa3HO
H3MCKBAHHUSTA Ha MPOLEAypaTa KOMHMCUSTA YCTAHOBH, Y€ NOKYMEHTHTE Ha Y4aCTHHKA OTroBapsAT Ha
M3MCKBAHMATA HA TIPOLIE/lypaTa U 3aKOHA.
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Odepupanoro menuuuHcko usnenue Pacel cbOTBETCTBA HA H3MCKBAHMATA HA TEXHHUYECKATA
crenudyKausa KbM JOKYMEHTALUSATA 38 y4acTHE B MPOLIEypaTa.

Ha 6a3a ropensnokeHoTo KOMHCHSITA HAMHPA TEXHHYECKOTO MPEATOKEHHE HA YYACTHHKA 32
OTrOBAPMINO B NbJHA CTENEH HA H3HCKBAHUSITA HA Bb3JIOKHTENS, 32J10/KeHH B TeXHHYECKATA
cnenHpuKALHA HA FoKyMeHTanusTa. C orJie] HA TOBA, KOMHCHATA €IHHOAYMIHO PEIH, e J0MyCKa
yuacthuka ''Makmen'" OO/l g0 caeaBam eram B npoueaypara — OTBAPSIHE HA LEHOBOTO
npeIoKeHue mo 0060codeHaTa mo3uLHsL.

C toBa na 14.02.2018r., Ha3HaueHaTa OT BBL3JIOKHUTENS KOMHCHS MPHKIIOYH CBOsita pabora 1o
pasrieskiaHe Ha TeXHHYECKHTE NPEIUIOKEHHs HA JIONYyCHATUTE YYaCTHHIM B HPOLEAypata M CbCTaBH

IpoTokon Ne2.

Ha ocnoBanue ui. 57, an. 3 or IMIT30I1 komucusita onpejesin aata, 4ac U MSICTO Ha OTBapsiHE Ha
ueHosure npexnoxkendst - 20.02.2018r. or 12:00 yaca, B 3anara na V erax B MBAJl | JI-p Artanac
Hadosexu AJl Kopmkanu, 3a koero mnpeanpue AeiCTBUS 32 yBEJOMSBAHE Ha YYACTHHUIIMTE B

npolenypara.
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