MMPOTOKOJI Ne 1

HA KOMHCHSI, BASHAYEHA ChC 3JAIMOBEJ Ne PJI-11-174/24.03.2015 I.
HA J-P IETHP MOCKOB, MHUHUCTDBP HA 3JIPABEOITA3BAHETO

Ha 24.03.2015 r. ot 11:00 4aca ce npoBe/ie OTKPHUTO 3aCCAAHUE Ha KOMMCHSA, HA3HAYUCHA
cne 3amoeen Ne PJ1-11-174/24.03.2015 r. na MHHHCTBpA HA 3/ipaBEOIIa3BAHCTO 32 MPOBEKIAHE
Ha oGImecTBeHa MOphUYKA ¢ IPEIMET: _3aKynyBaHe Ha amaparypa 3a XenuKaiHa Tepallii 3a
nyxure Ha CBAJI no Onxonorus rp. Co¢us u poboTH3UpaHa cHCTEMA 33 CTEpeoTaKTHYHA
panMoXupypras B VMBAJI ,,.Cs. Teopru” EAJL, [InoBouB”, MO NPOEKTH 4YacT OT CPUII na M3,
¢uuancupann no OrnepaTuBHA Iporpama Peruonaino pasutue” 2007-2013 r.”, BIIIOYBAIIA
aBe 000coOCHH MO3ALHHT

I. CreTas HA KOMHCHATA:

Ipencenaren:

Mmuien ﬁopnaHOB, JOPHUCKOHCYNT B THPCKUMA L, OIT”, M3, npaBocHocobeH OPHUCT;

Y. 1eHOBE:

1. [I-p 3axapu 3axapues — KiuHUKa IO JIBHCICHEHUC, YMBAIL ,llapuua Hoana — UCYIT¥,
eKcnepT ¢ mpodecHoHaIHa KOMIETEHTHOCT;

2. Men. dusuk CraHHCIAB Boxxukor — KMHHKa 10 OHKOTEpAITHA, VMBAJL , liapuna Hoana —
UCYJI“, excnept ¢ NpodecAOHAIHA KOMIIETEHTHOCT;

3. MBan OCIIOAMHOB, TaBEH €KCNEPT B AHPEKINA “MJIIIT*, M3;

4. Epenuna Bacunxosa, I71aBEH EKCNEPT B AHPEKLINHA LHPOII3", M3;

PesepBHY 4IEHOBE:
[enoBesa Bakbpikuera, CTaplIK eKCIEPT B AUPEKINAA “MJIIIT, M3;
111lenait EMUHOBA, CTAPIIH IOPHCKOHCY/IT B AUPEKIHA .HPOII3”, M3, npaBocnocofeH IpHCT.

Ha OTKpUTOTO 3acelaHde HE NMPUCHCTBA Muten MopaaHoB, IOPHECKOHCYNIT B AMPEKIHs
_OIT”, M3, nopaju NoJ3BaHe Ha OTIYCK 32 BpEMEHHA "epaboTocnocobHOCT Oele 3aMeCcTeH OF
pesepsuus wieH 1lenad EMKHHOBA, CTApIIH FOPHCKOHCYNT B JMPEKIIKA ,,HPOTI3", M3,
npaBocnocobeH I0pHCT.

[Ipemd HAYATOTO Ha 3aCefIaHueTo M CIeN aarionHaBaHe ChC CIMCHKA HA MOCTBHIMIATE
oepTH, BCHIKH “ICHOBE Ha KOMHCHATA HOMHCcaxa AeK1apanyy no wi 35, an. 3 oT 3akoHa 3a
obImecTBeHATE TopbIKK. [Ipeny oTBApSHE HA oepTuTe, KOMHCHATA CE 3afl03Ha C YTBBPACHATA
0T BLATOKHTENS DOKYMEHTAUHs 3a y4acTHe B Tpoueaypara 3a pL3garane Ha oOIIEeCTBEHATa
MOPBKA.

L. Cncbk Ha odepTuTe HA YIACTHHIMTE B OPOLECIYpaTa 3a ph3jarafe Ha ofmecTsena
HopbuKa, M0 pela Ha THXHOTO TMOJABAHME B neaoBoacTBoT0 Ha MHHHCTEPCTBO Ha
3ApaBeonasBaHEeTO:
Koucrarupaso Oe, ue B OTPENENeHUs CPOK Ca [OCTBHIHIH 2 (nBe) obdepTH, KaKTO ClieIBa:
1. Ogepra c Bx. Ne 26-01-77/23.03.2015 r., monajeHa B 17:24 waca ot ,,bBYJI MEJ

MHBECTMBHT* AJl, mo o6ocobena no3uius Ne2
2. Odepra ¢ BX. Ne 26-01-78/23.03.2015 r., noganeHa B 17:25 uwaca ot ,BYJ ME]J
MHBECTMBHT* AJl, o obocobeHa no3uius Nel.

IMozazennTe B cpok OhepTH ¢a MPeACTaBeHH B 3anetaTaHy, HaMACANH, HEIpo3pa4yHK
TLIMKOBE ¢ HeHapyeHa s10cT. OQepT, NOCTBIHIH CIIEN KpaiHHs CPOK HAMA.



111. OTBapute Ha odeprTHTE

KOMUCHSTA OKAHM 3aKOHHATE W YITbIHOMOIUICHH NpPENCTABUTENH Ha YJacTHHIIMTE,
nonank OGEpTH, Ia IPHCHCTBAT NpU OTBAPAHETO UM, KaToO T'M 3ano3Ha ChC CHCTaBa Ha
KOMICHSTA, Bh310MKEHHTE i 38/1a4H U ONPCAENCHHAT CPOK 32 pabora.

Ha ocropanue . 68, an. 3 ot 3011 npu aeficTBUATA HA KOMHCHATA no wi 68 an. 4 u 5
ot 3011 oT mpaBoTO ¢4 @ NPHCHCTBAT HA myGIAYHOTO OTBapsAHE Ha odepTUTe CE& BB3NOI3BAXA
cieJHUTE peACTaBUTENM Ha YHaCTHHIHTE:

1. Anemuna [TumuHoBa - W3NBIHKATCIEH AXPEKTOP Ha »b¥YJ MEJ] HMHBECTMBHT*
AlL;

2. Cpetiana boHKHMHA - FOPHCKOHCYNT ~BYJIMEJX HHBECTMBHT“ AJL;

3. uik. Pymen I'eoprues - rnaBeH HEDKECHED »BYJ MEJ HMHBECTMBHT* A/l

KOMECHSTA IPHCTBIIM KbM OTBAapsiHe Ha O(epTHTE CHIIACHO nopegHUTe HOMEpa H 4ac
Ha MOCTBIIBAHE, KATO POBEPH TAXHATA LANOCT ¥ HAIMYWE HA TPH OT/ACIHA 3aneyaTaHy IMKa.

B obepTuTe Ha YYaCTHHKA, KOMHCHSTAa KOHCTATHPA HAMTMYME HA TpPH OTHCIHH
zaneyarasy MIHKa, KAKTO ¥ 4¢:

1. Bba Beuuxy odepTy e Hamune [lnuk Nel ¢ Hagmuc: ,,JlokymeHTH 3a noabop™;

2. Bue Bcuuku ofepru ¢ Hanuue Ilnuk Ne2 ¢ Hammuc ,llpeiamoxkeHue 3a
W3BIHEHNE HA NOPBYKATA™;

3. B Bcuuky odepri ¢ Hanume [1nux No3 ¢ nammuc: ,,JIpennarana nesa’™.

Ha ocuosanue 11. 68, an. 4 ot 3011, [Tnux Ne3 ¢ mpejuiaraHara leHa ¥ ChABPAKAIIMTE ce B
TUmak Ne2 TOKYMEHTH ce NMOANMMCaXa OT TPUMA OT “WICHOBETC Ha Komucusra.
B u3mbiHeHHE HA pasmopeabara wa wi. 68, an 5 or 30I1, xomucusTa orsops Iliuk Ne 1
JloxymenTy 3a noabop* Ha y4acTHHKA H OTIOBECTH JIOKYMEHTHTE KOHTO €€ ChIBPXAT B TAX.
C n3BBpINBAHE HA TOPHATE ACHCTBHS MPHKIIOTH nmy6nMuHaTA YAacT OT 3aCeNIaHMeTO Ha
KOMMCHSTA ¥ T TIPOIABIIKE CBOATA paboTa Ha 3aKPHTH 3aCENAHHA.
B paborara Ha 3aKpATUTE 3aCENaHUi, MEPBOTO OT xoWTO npoBeneHo Ha 25.03.2015 r.,
B3€Xa Y4acTHE:

Tipencenaren:

Iilenaii EMHHOBA, CTApUIH IOPHCKOHCYNT B IHUPCKIHA LOIT?, M3, NpaBocnocofeH OpPHCT,
3aMecTiiIa TpeAcenaTens Ha KOMHUCHATA Musnien Fopnanos, IOPHCKOHCYNT B AMPCKIA ,OIT”,
M3, ro3BalN OTIIYCK 32 BPEMEHHA HepaboToCnocoOHOCT;

YUneHone:

1. n-p 3axapu 3axapues — Kimnuxa 1o npuenedcane, YMBAJL ,llapuna Hoana - UCYIIY,
eKcrepT ¢ NTpodecHoHaTHA KOMIETEHTHOCT;

2. men. usuk CranucnaB boXHKOB - Knurpka no ouxorepanus, YMBAJ llapuua Hoana -
UCVYJI“, excmepT ¢ NpodecnoHATHA KOMIETEHTHOCT;

3. MBan TOCIIORHHOB, IM1aBEH €KCIEPT B IUPEKINA “MJITIT, M3;

4. Esenuna BacuIKoBa, TIaBeH eKCnepT B AHPEKIHS L HPOII3“, M3;

IV. KoHCTATAHM HA OCHOBaHHe 4. 68, ai. 7 OTHOCHO HAJWYHETO H PeJOBHOCTTa HA
NpeACTABEHHTE AOKYMEHTH B IIHK Ne 1 ,,JlokymenTH 3a noabop”

[Ips M3sbpuIEHATA MPOBEPKA OTHOCHO HAMHHKETO H peJOBHOCTTA HA INPEICTABCHHTE
JIOKyMEHTH B Thnak Nel [ JlokymeHTH 34 noabop™, Ha 3aKPUTHTE 3aCeJaHHi, KOMHCHATE
yCTAHOBH CJIEAAHOTO:

1. YaacTaaksT ,,bYJ MEJ HHBECTMBHT* AJl, o oBocobena nozuius Ne2

1.1. ChriacHO NOKyMeHTaluMaTa Ha oOIieCTBEHATa NOphHkE, YHACTHHKBT ClielBa 1a
ApE/ICTABY 3aBEPEHO KOMKE Ha cepTaduxar ISO 13485:2003 un eKBUBANCHTHH cepTuHUKaTH,
W37aNeHH OT OPraHH, YCTAHOBEHH B JPYTH JAbPIKABH HNICHKH, KAKTO K APYTH JOKa3aTeicTsa 3a
eKBYBAICHTHK MEPKH 32 OCHTYpsBAaHE HA KA9€CTBOTO, H3/Ia/ICH Ha HMETO Ha [IPOM3BOAMTENA HA
mpejiarasaTa anaparypa OT aKpeauTHpaHa MHCTHTYIMS HJIH areHI|s 3a YMIpasJICHHC Ha
KaueCTBOTO.




VyaCcTHHKBT B IPOLEAypaTa € TNpPEICTaBAl CICAHUAT ceprudmxar (ITaux Nel
,, Joxymenmu 3a nodbop", no obocobena nosuyus Nel):

- Cepradurar ISO 13485:2003 ¢ NeFM 523072 na Accuray Incorporated cb¢ CpoOK Ha
pamaamocT Ao 28.03.2015 r. B Task BpB3ka YUaCTHUKBT ClelBa 1a NpeacTaBH BATHIEH
ceprudukar 180 13485:2003 WM CKBMBAJEHTHM CEpPTHQHUKATH, H3JANCHH OT oprasm,
YCTAHOBCHH B IPYTH IBPXKABH WICHKH, KAKTO H ApYrH JOKa3aTeNCTBa 32 CKBUBANECHTHH MEpKH
3a OCHrypsBaHe HA K44eCTBOTO, M3/Ia/IeH HA HMETO HA TPOM3BOOMTENS Ha TpeaniaraHara
anaparypa OT AKpeAUTHPaHa HHCTATYLHA UIH AreHIEs 32 yIIpaBieHHe Ha Ka4eCTBOTO,

1.2. CbIIacHO IOKYMEHTALMATA Ha OOLIECTBEHATA MOPBUKA, YYaCTHAKBT ClelBa Ja
MPEICTABH 3aBEPEHO KOMHE Ha ceprudukar 1SO 13485:2003 uiM eKBABAICHTHA CEPTHQHKATH,
W3NAJeHu OT OPraHH, YCTAHOBEHN B APYTH ABPHKABU SJICHKH, KaKTO ¥ ApPYI'H JOKa3aTecTBa 3a
eKBUBAJICHTHH MEPKH 33 OCHIYPABAHE Ha KaueCTBOTO, M3a/eH Ha WMETO Ha MPOHM3BOJIMTENA Ha
npeanaraHara anaparypa OT aKpeIMTHpaHa MHCTHTYlIMS WM arcHuus 33 YNPABICHUE Ha
Ka4eCTBOTO.

VyacTHHKBT B Mpouedypara € MpPEACTABUI CIISIHATE cepruduratn (Ilux Nel
,Joxymenmu 3a nodbop", no obocobena nosuyua Nel):

- Ceprudukar 3a Ka4eCTBO HA CIRS Inc., u3za/cH ¥ noxnucan oT JDkakanut JInBOKyHCT
- mapextop Onepanuw/IIpencrasuten no Ka4yecTBO, B YBEpEeHHE Ha TOBa, HE€ CIRS, xato
NPOM3BOAMTEN YIOCTOBEPABA, 1€ CTaHAApPTHHTE MPOAYKTH HA CIRS, Taka KakTo ca OIHCaHH B
LIEHOBATA JIMCTA Ca MPON3BEACHH H TecTBaHy, chriacHo CHcTeMaTa 33 Ka4ecTBOTO Ha CIRS n
OTroBapAT Ha Ccrelu@uKanuuTe OnMcaHd B NpoayKTOBaTa JATEpaTypa. Cpimo Taka B
cepTuuKara € IIOCOYEHO, HE CucreMaTa 3a YNpaBIeHHE HA KaucCTBOTO HA CIRS e
pergcTpupada OT 3acTpaxosaTeiHa JlaGoparopus MO KadeCTBOTO 1SO 9001:2008, Pajtn
Nel0000905QM08, xaxto ¥ ge CIRS ¢ perucTpupat obext B Arennusara no Kowrtpon Ha
Xpauute 1 MenukaMeHTH (FDA), O6ext 1121267. B uMTHpaHuAT cepTudHUKaT € NOCOUEHO
ome, ge npoxyktute Ha CIRS ca USFDA wmac 1 u ca ocBOGONEHH YCTPOHCTBA, KAKTO H 1€
CIRS knacudmmmpa yerpofictsara B Pasaen 802.1940, 892.1950, 864.3250 umu oOyJapaiuu
ycTpoHCTBa, KOMTO HE NOMANAT B O6GxBaTa Ha FDA HapenbuTte 3a MEAHULIMHCKH yCTpOHCTRA;

- Ceprrduxar 1SO 9001:2008 c NeFM 523072 ma Computerized Imaging Reference
Systems, Inc, ¢ obxaar: ,JIpoextupane H MPOM3BOACTBO HA THKAHHO €KBUBAJICHTHH
u300paKEHAS 33 KOJMYECTBEHA JIO3MMETPHA, KanHOpHpaHe, KOHTPOJ Ha KayecTBOTO H
H3caeaBaHus B 001acTT2 HA METUIMHCKH K300paXKeHns 1 panuonedeHne’;

KoMHCHATa CUMTa, dY€ MpPENCTABEHHTE OT Y4aCTHHKA CepruduxaTd HE TOKPUBAT
WIHCKBAHHUATA Ha BB3JIOXKHTEN 33 IPEACTaBine Ha ceprudukar SO 13485:2003 wumn
eKBHUBANEHTHH cepTHdHMKATH, H3JAJCHH OT OpraHH, YCTAHOBEHH B JPYTH JBPHKABH WICHKH,
KAKTO M APYTH JOKa3aTeIICTBa 33 CKBUBAICHTHH MEPKH 34 OCHTypABaHe Ha KauecTBOTO, W3MalcH
Ha MMCTO Ha TIPOM3BOJHTENS HA MpellaraHara anaparypa ot aKpeNMTHPAaHa MHCTHTYIHMS MIH
areHIUA 3a YIpaBlIcHHE Ha Ka4yecTBOTO. B a3k Bpb3Ka YYaCTHHKBT Cj€lBa Ja MpecTasd
3aBepEeHO KOMHMEe Ha BAaIWJCH ceptrdukar SO 13485:2003 mi¥ eKBUBAIECHTHH CEpPTU(HKATH
M3/aNeHH OT OPTaHM, YCTAHOBEHH B JPYTH ABPXKABH HIICHKH, KaKTO H Ipyr'H J0Ka3aTelcTsa 3a
CKBUBATCHTHM MEPKH 33 OCMTypsBale Ha KauecTBOTO, H3JANCH Ha MMETO Ha MPOM3BOMMTENA Ha
npejUiaragara anaparypa OT aKpeauThpaha MHCTUTYIIMS WM areHiys 3a YIPasICHHE HA
Ka4ecTBOTO.

1.3. CbINAcHO JOKYMEHTAUuusTa Ha OOIIeCTBEHATA HOPBUIKA, YYACTHHKBT CliefBa [a
NpelcTaBH 3aBEPEHO KoONue Ha OTOPH3AUHOHHO THCMO, H3JANCHO OT NPOM3BOINTENS Ha
npe/araHaTa anaparypa MM OT yIrkIHOMOMICH pelcTaBUTE 33 PaBo Ha TPEACTABUTENCTBO
¥ THPrOBHf Ha TEPHTOpHMATA HA LnaTa CTpaHd Ha MMETO Ha Y4YacTHHMKa, B Ciryuail 4e
YYACTHHKBT HE € IIPOH3BOJUTEN;

Vy4acTHHKET B Mpoleaypata € npeacTaBhil (TTaux Nel |, Jloxymenmu 3a noobop", no
obocobena nozuyus Nel) cnesHUTE cepTdHUKaTH:

- Ceprudpuxar ISO 14001:2004 wa SOCOMEC GROUPE (B ka4ecTBOTO My Ha
npou3BoIMTEN) ¢ 0OXBAT: .MapKeTHHr, IpOH3BOACTBO, npofax6a, TUCTpUOY LA | HOAIPBKKA
Ha eJICKTPHYECKH YPEAU H CUCTEMH HHCKO HaNpeXeHHe, MpeJHa3HAYEHH 34




e rapaHTHpaHe Ha HAIMYMCTO HA BHCOKOKAWECTBCHO 3axpaHBaHe 33 KPHTHHHH
NPHIIOKEHHS,

e ynpapJeHHME HA ENCKTPHYECKA EHEPrus M 3aliuTa Ha xopara, HMYyIIECTBOTO H
000py 1BaHETO,;

e rapanTupane Ha OesomacHocTTa Ha Xopara o obopyapaHeTo, KakTo H
IBITOTPaiHOCTTA Ha ENEKTPHHECKHTE NHCTATIAIHMA,

e mpuHOC 338 NOACOPABAHE HA enepruiinara eeKTMBHOCT HA CTPAIMTC H eexTHBHO
yI1paBIeHHe Ha ChOPBKEHHATA,

- Cepraduxar [SO 9001:2008 Ha SOCOMEC GROUPE cb¢ cbuusaT 00XBar.

CbIIEBPEMEHHO C TOBA Y4aCTHWKBT He € MPeJCTABHIl KOMUE Ha OTOPH3AIHOHHO MTHCMO,
H3Ma7eHo OT NPOM3BOMMTENA Ha [pe/ularadara anaparypa SOCOMEC GROUPE wumu oT
YITBIHOMOIIEH NPECTABMTEN 38 MPABO Ha MpPeJCTABUTEICTBO U TBPrOBHS Ha TEPUTOPHATA HA
Is1aTa CTpaHa.

B Tasu BpB3Ka, B CIydal, 4e yYaCTHHKBT € MPEAIOKMI B ogeprara CH4 NPOJYKTH HA
SOCOMEC GROUPE, cnensa fa yTOYHM Ha KOA HacT OT IpeinaraHara armapatypa €
npomzsoguren  SOCOMEC GROUPE, kak1to W Ja IIpe]CTasi 3aBEPEHO KOMHE Ha
OTOPHM3ALMOHHO MUCMO, H3AANCHO OT SOCOMEC GROUPE, B Ka4eCcrBOTO MY Hd
IPOM3BOAMTE/ HA NpejiarapaTa anaparypa MiH OT YITBIHOMOILEH MPECTABUTEN 33 1IPABO HA
[peNCTARMTENCTBO M THPrOBUS HA TEPHTOPUATA Ha LANIATA CTPaHa HAa UMETO HAa YYaCTHHKA.

B cay4aid, 4e YYaCTHHKBT € IIPEUIONKHI B obpepTara cu MPOLYKTH Ha SOCOMEC
GROUPE, cnensa ja MpeAcTaBu H MHpOpMalus 3a cepruukaTH 3a IPEMHHAT Kypc Ha
obydenue 3a CepsM3 H NONIPBKKA HA MpeliaraHara MEeIMIIMHCKA afapaTypa Ha cepBH3¢H
MEkEHep, H3/I1/IeHU OT IPOM3ROMTENA HA PETaraHara anaparypa,

1.4. Cpruacuo JOKYMEHTalusra Ha oOliecTBEHATa IOPBYKA, YHAaCTHHKLT crnensa Jna
NPEICTaBH IPHAPYKEHO ¢ NPEBOA Ha GLIrapckKh ¥ 3aBEPEHO OT YYaCTHHMKA KOIHUE Ha BaTH/ICH
cepruduxar ISO 13485:2003 M eKBHBAICHT, M3NAICH Ha MMeTO Ha NpOM3BOJUTENd Ha
[Ipe[TaraHaTa anaparypa OT aKpe[UTHpaHa HHCTUTYLUA M areHiMs 3a YyIpaBleHHE Ha
Ka4ecTBOTO;

VuacTHHKST B polleAypaTa € IpeACTaBHl CRECIHHTE cepruduKaTy:

- Ceprudukar ISO 13485:2003 c NeFM 523072 ma Accuray Incorporated (flnux Nel
., JJoxymenmu 3a nodbop*, no obocobena nozuyus Nel),

- Ceprudukar ISO 13485:2003 ma Enexra Jlamutaa ¢ Ne GB03/2840 ¢ obxpat
,JIpoexTupase ¥ IPOMIBOACTBO HA anaparypa 3a JLHETCPAlHA, BKJOYHMTEIHO MeAUIHHCKA
TMHeHHA YCKOPHTENM B CBBPIaHATa C TAX NOMIPHKKA 38 NALHEHTH, o6pasuy # EYe0POPMSIIH
CHCTEMH, CHCTEMH 33 UIAHHpaHE Ha NBHUENETCPENeBTHHHO JICHUCHHE H ThYeTEpaneBTHYHH
cuMynaTopu cuetemu” (IInux Nel ,, loxymenmu 3a nodbop ", no obocobena nozuyusn Ne2, cmp.
16-17);

- Cepruduxar ISO 9001:2008 na Enexra Jlamutua Ne GBO03/4873 ¢ obxsar:
,JIpoexTupase, IPOH3BOJICTBO, npofax6a U NOAIPHXKA Ha KIHCHTHTC HA TBYECTEPANEBTHYHA
amaparypa, BKIIOYMTENHO MEJMIUHCKH JMHEeHHH YCKODUTENH C TEXHMTE MNPHCTAaBKH 33
OCHIypsBaHE Ha NALMEHTA, OOpasHM CHCTEMM H CHCTEMH 32 IUTAHHpaHe Ha JThYENEeICHHUETO,
cHCTEMH 3a CHMYJIalua Ha weueneyeruero (Tliux Nel |, Toxymenmu 3a nodbop "™, no obocobena
nosuyus Ne2, cmp. 18-19);

ChIneBpeMeHHO € TOBA YU4CTHHKBT € IIPEe/ICTABUI (Mnux Nel ,, oxymenmu 3a noo6op*,
no obocobena nosuyus Ne2, cmp. 20-22) 0TOPH3ALMOHHO WHCMO, H3NA/CHO OT ACCURAY
EUROPE SAS, [bIiepHO  APY)KECTBO, M3ILAI0  [PHTEXABaHO  OT ACCURAY
INCORPORATED, npoussoauTen Ha poGoTH3MpaHa CHCTEMA 38 PaIMOXHpYpPrid CyberKnife®
(naphyana 3a KpaTkocT ,,CHeTeMa CyberKnife) Ha uMeTO Ha Y4aCTHHKA ~BYJ ME]J
HMHBECTMBHT* AJl 3a npaso Ha NpPeICTABHTEIICTBO H THProOBHS HA TCPUTOPHATA Ha 1sUIaTa
CTpaHa;

O6peiulaMe BHMMaHHe, 4€ CBIJIACHO NOKYMCHTAlLMATa Ha oOmecTBeHaTa NOPBLYKA,
YUaCTHHKBT CIE/(BA [a TPeJCTaBH 3aBEPEHO KOMWE Ha OTOPH3ALHOHHO NHCMO, HITANEHO 0T
NPOH3BOAMTENA/TE HA NpENaraHata anaparypa HAa HWMETO Ha YYacTHHKa 3a M[paBo Ha




NpEICTABMTENICTBO M THPrOBUS Ha TEPUTOPHATA HA [LAJIATA CTPAHA HA UMETO Ha yuacTHuka. OT
KOETO CJIeABa, Y€ YYACTHHKBT TpsOBa Ja yTO4YHM KOH ¢ TIPOH3BOAMTENSITE W B CIydal, ue
Enexta JIMMHATH CHINO € MPOH3BOMTEIN, YYAaCTHHKBT CNE[Ba JIa MPEACTABA OTOPH3AHOHHO
nicMo 1 ot Enexra JlumMuTHA.

1.5. CBruacHo AOKYMEHTauusTa Ha OOIecTeHarTa MOPBHYKA, YYACTHHKBT CICHBA /d
OCHTYpH CEpPBH3€H HHXeHep NpEMHHAN Kype Ha oOyuenue 3a CepBM3 M MNOAIPBLKKA HA
[peanaraHara anaparypa NpH NPOM3BOAWTE.L. Cepeu3HHAT MHXKCHEp TpsbBa Na NMpPHTEXKasa
npasocnocobHoCT 3a pabora ¢ W)l crobpasso Buia Ha mpennaraHara anaparypa. Tosa
oBCTOSTENCTRO Ce [IOKa3Ba ¢ mpeacTaesHe Ha Jleknapanus, npuapyxesa ¢ apTobHOrpagus Ha
CepBM3HMA HIDKeHED, HHGOPMANKA 38 CEPTHRUKATH 3a IPEMHHAT KYpPC Ha o0y4eHue 3a CEPBH3
¥ TOAApBIKKA HA TpearaHaTa MEIMIMHCKA anapartypa, W3NAJCHH OT MPOH3BOMMTCIA Ha
npeanaraHaTa anapatypa, Kakto W uHdopmalus 3a yIOCTOBEPEHHA 34 IIPaBOCIIOCOOHOCT 32
pabora B cpena ¢ 715018

YuacTHEKBT B Tpoueaypara e npencrasus (Tlnux Nel , Jloxymenmu 3a noobop", no
obocobena nosuyus Nel) ,Jlexknapanus 3a CCpBH3HH HEJKSHEpH®, ChabpKalla uHdopmaums 3a
clefHHTE CepBH3HM MIDkeHepu: Pymen Xpucros Teoprues, Esrenn Amoctonos llaukoe u
Wsaitno Anrenos Tynues. JleknapanusaTa € NpuApyXeHa C aproOmorpadun Ha CEPBU3HHUTE
WHKECHEpH, MHGOpMalus 3a CepTHHKATH 3a NPEMHHAT KypC Ha o0yueHHe 3a CEpBU3 H
mojphKKA Ha MpelnaraHaTa MeIWIMHCKa amaparypa, H3Jalend oT [IPOU3BOIMTENS HA
peylaraHaTa anaparypa, KakTo W uHdopmanus 3a yAOCTOBEpEHMS 33 npasocrmocofHOCT 3a
pa6ora B cpena ¢ ML

3a npennoxenusT urxenep Pymen Xpucros Teopruen e NpeACTaBEHO Y IOCTOBEPEHHE
3a mpasocmoco0HoCT 3a paboTa B cpefa ¢ HIJ cne cpox Ha gedictere jo 02.03.2015 r.
ChIIEBPEMEHHO C TOBA, YYAaCTHHKBT € MPEACTaBHII CrnyxefOna Oenexka, H3jajcHa OT
HaruoHaneH HeHTHP MO pamMobMOOrHs M pajMalMOHHa 3alluTa, B YBEPCHHE Ha TOBd, He
Pymen XpucToe I'eoprues — HMHXEHECD MEAMIHHCKA ENCKTPOHHA anapatypa B ,byn Men
ViepecTMBHT™ € mopan ,lIpenpapHrenHa 3afBKa 3a BKMOYBAHE B Kype™ 3a CHEUMaTH3HpaHo
oGyucHEE 3a TpaBocnocobHOCT 3a padoTa ¢ WUIJI e e 6Bae BKTIOYEH B TAKbB npe3 yuebHata
2015 r.*“. Komucmara cumra, 4Ye I[pEACTaBeHHTE OT YyJacTHHKA YaoocToBepeHue 3a
npapocniocoGHoCcT 3a pabora B cpena € WUIAJ u Cnyxebua Genexkka Ha umKeHep PymeH
Xpucror TleoprueB He MOKpMBAT H3WCKBAHMATA HA BBIIOKWTCINL 33 IpeACTaBiHE Ha
yIOCTOBEPEHHE 33 PABOCIOCOOHOCT 32 paboTa B cpena c WL

B Ta3M BpH3Ka, YIACTHHKBT CJIE/IBA [1a NPEACTABA HOBA nH(OpMalHA 3a yIOCTOREPEHHS
3a 1paBocniocoOHOCT 3a pabora B cpena Ha WIJ 3a nocouyeHHAT WHXCHED MM Na NpeIcTaBH
HOBA JeKIApAIMs, NpUApYyKeHa ¢ aBTo6rnorpaduu Ha CEPBUSHUTE MHIKCHEDPH, HHpoOpMALK 32
cepTHMKATH 32 NMPEMHHAT Kypc Ha oOydeHWE 3a CepBM3 M MOJAphiKKa HA mpejuiarasara
MEIMIMHCKA ANapaTypa, W3NaJCHH OT NMPOM3BOJMTENS HA NpeajaraHara anaparypa, KaKto H
HH(popMalHs 3a YIOCTOBEPEHHS 33 npasocinocobHocT 3a paboTa B cpesa ¢ WIJ, orrosapsiua
Ha W3NCKBAHHATA Ha Bb3JIOKHUTEINA.

2. YuacruuksT ,,BYJI MEJ HHBECTMBHT* A/l, o o6ocobena nosuums Nel

2.1. ChIlacHO IOKYMEHTaIMsTa Ba oblecTBeHaTa NOPBYKA, YYACTHUKBT Cleisa la
IIPEACTABH 3aBEPEHO KOMKE HA ceprudukar [SO 13485:2003 uin eKBUBAICHTHH cepTudUKaTH,
M37aNeH¥ OT OPraHH, YCTAHOBEHH B APYTH IBPXKABH WICHKH, KAKTO M APYTH JI0KA3ATE/ICTEA 34
CKBUBAJICHTHH MEPKH 33 OCHIypsBaHe Ha Ka4eCTBOTO, H3/JA/ICH HA MMETO HA MPOM3BOMTENL Ha
peANaraHaTa anaparypa OT aKPCAWTHpaHa WHCTATYLMS HTM arcHuus 3a yIpaBlIeHHE Ha
Ka4eCTBOTO.

V4acTHHKET B NPOLEIYPATA € IPENCTABHII CEAHHUAT CepPTU(RHKAT:

- Cepruduxar 1SO 13485:2003 ¢ NeFM 523072 Ha Accuray Incorporated csc cpox Ha
pamasocT mo 28.03.2015 r. B rtasM BpB3Ka YYAaCTHMKBT Cl€IBa Aa IPEACTaBH BAIH/CH
ceprapurar ISO 13485:2003 wmnv EKBHBAICHTHH ceprudukaTH, H3JaACHH OT OpraHy,
YCTAHOBEHM B APYTH /IbPKaBH WIEHKH, KAKTO H IPYTH JOKA3ATENCTBA 32 EKBABATICHTHH MEPKH
3a OCHTYpSIBaHE HA KA4yeCTBOTO, M3/a/ieH Ha HMETO Ha MPOM3BOMMTENA Ha NpeiUlaraHard

anapartypa OT aKpeqHTHpaHa HHCTUTYIHSA WK arcHiHs 3a yIpaBJIEeHHE HA Ka4CCTBOTO.




2.2.  Cbrnacho JOKYMEHTAUMATA Ha OOIECTBEHATA MOPBHUKA, YHaCTHHKRT CICABA N1d
HIPEICTABH 3ABEPEHO KOMME HA CEPTHHUKAT 1SO 13485:2003 KIH eKBHBAICHTHA CEPTH(RUKATH,
H3faNeHy OT OPraHH, yCTAHOBEHH B JIPYTH IbPIKAaBH WICHKH, KaKTo H IPYyTH JoKa3aTencTsa 3a
CKBUBAICHTHY MEPKH 3a OCHTYPABaHE Ha K4a4ECTBOTO, H3AACH HA HMETO Ha HPOU3BOAUTENA HA
NpeUIaraHaTa anaparypa OT AKPeJUTHpAHA HHCTUTYLMA WM ArcHIHA 33 yIpapjeHHE Ha
KAuecTROTO.

VyacTHHKET B IPOLENYPATa € MPEACTABHIT CIHCIHRTE cepTuduKaTH:

- Cepruduxar 3a kayecrso Ha CIRS Inc., usgazen ¥ MOIMMCAH OT JhxakamH JIMHAKYnCT
- mupextop Onepaunw/IIpescTaBuren NMo Ka4yecTsO, B yBEpEHHE HA TOBA, ye CIRS xaro
IPOU3BOJMTEN YIOCTOBEPABA, Y€ CTAHIAPTHHTE MPOAYKTH HA CIRS, Taka KakTo ca OMHCaHH B
LlCHOBATA JIMCTA CA MPOH3BEICHN M TeCTBaHM chriacHo CMCTeMara 3a KauecTBOTO Ha CIRS u
OTTOBApAT Ha CHelM(HKAIMMTE ONMCAHM B MPOAYKTOBATA JMTEPaTypa. Cpilo Taka B
ceprudmkara e mocoueHo, 4ye CmcTemara 3a yIpaBlieHHE Ha xauectoro Ha CIRS e
perucTpupasa OT 3acTpaxoBaTelHa Jla6opaTtopust mo kauectBoTO [SO 9001:2008, Paiin
Ne10000905QMO8, xakto u 4e CIRS e perucrpupan obext B Arenunusta no Komrpon Ha
Xpanure u Memukamentn (FDA), Obexr 1121267. B uuTHpaHHAT cepTHHKAT € MOCOYEHO
ome, ue npoaykrate Ha CIRS ca USFDA knac 1 u ca ocBoOomeHH YCTPOHCTBR, KaKTO H 1€
CIRS xnacudunupa ycrpoiictsara B Pasnen 892.1940, 892.1950, 864.3250 uma obyuasamy
ycrpoiicTra, KOMTO He nomanat B OO6xBara Ha FDA Hapenfure 3a MEIHITUACKH YCTPOHCTBA;

- Ceprupuxar ISO 9001:2008 ¢ NeFM 523072 na Computerized Imaging Reference
Systems, Inc, ¢ obxsat: ,JlpoekTHpaHe M TMPOM3BOACTBO Ha TBKAHHO €KBHUBAICHTHH
H300pakeHHs 3a KOJNMYECTBEHa J03MMETPHA, Kamubpupase, KOHTPOJA Ha Ka4decTBOTO H
p3cIeBaHuA B 0077aCTTa Ha MEAHIHHCKM H300paKeHHs U panuoedeHuc’;

KoMuCHSTA CUMTa, uye IpeacraBeHuTe OT ydacTHHKa CepTHduKaTH HE NOKpHBAT
MAMCKBAHMSTA HA BLIIOKMTENd 3a IpencTassine Ha ceprudukar ISO 13485:2003 wunm
CKBMBAJICHTHH CepTH(HKATH, M3AGNEHM OT OpraH{, YCTAHOBEHW B JPYrH IbpkaBh WICHKH,
KAKTO ¥ APYTH JOKA3aTE/ICTBA 3a EKBHBANCHTHM MEPKH 32 OCHTYPABAHE Ha KayecTBOTO, U3a/IEH
Ha HMETO Ha TPOM3BOJMTENS Ha MpE/UIAraHaTa anaparypa OT aKpeIuTHpaHa HHCTUTYIMA WIH
areHnus 3a YIOpaRJeHHE HA KAuecTBOTO. B Tasy BpB3ka Y4acCTHHKBT ClICBa Ja peacTaBH
3aBePEHO KOIHME Ha BamuaeH cepTHuMKar ISO 13485:2003 unu eKBHBANCHTHH CepTH(UKaTH
W3TaJIeHN OT OPTaHH, YCTAHOBEHH B APYTH IbPXKABH WICHKH, KAaKTO M JPYTH A0Ka3aTe/ICIBa 3a
eKBHBAJICHTHH MEPKH 33 OCUTYDABAHE HA KAYECTBOTO, H3/IAJICH Ha MMETO HA MPOU3BOJMTEIA Ha
npejUIaraHaTa amapaTtypa OT aKpe[HTHPaHa HMHCTWTYLHA HIA arcHuMA 3a ynpaBieHHME Ha
KauecTBOTO.

2.3. CpriacHo JOKyMEHTALMsATa Ha OOLiecTBEHATa TOPHUKa, yYacTHUKBT clIefBa Ja
[IPE/ICTABH 3aBEPEHO KOTMHE Ha OTOPH3AIMOHHO THCMO, H3NANCHO OT NPOM3BOAMTENSR HA
TIpe/inaraHaTa anapaTypa Wi oT yIIBIHOMOIIEH NPEACTABUTEI 32 [IpaBo Ha IIPEACTaBUTENCTBO
¥ THLPrOBMA HA TEPHTODHATA HA LslaTa CTPaHA HA HMETO Ha y4acTHHKE, B cmydaii de
Y4ACTHHUKBT HE € MPOU3BOIUTEN,;

V4acTHHKBT B IPOLEAYPATa € NPEACTABHII CIEAHHTE cepTH(HKATH:

- Ceprugukar ISO 14001:2004 Ha SOCOMEC GROUPE (B xauecTBOTO MY Ha
npoM3BoaATEN) ¢ 06XBaT: ,MapKETHHT, IPOU3BOICTEO, nponax6a, HCcTpubY M ¥ NOAAPBKKA
HA eIeKTPHYECKH YPEIH H CHCTEMNU HHCKO HANPEXEHNE, MPEAHA3HATCHH 32

e rapaHTHpaHe Ha HAIWYMETO HA BMUCOKOKAYECTBEHO 3aXpaHBaHE 34 KPUTHYHHI
IIPHITOMEHMS,

e yOpaBieHME Ha €JIeKTPUYECKa EHEPrHs M 3allMTa Ha Xopara, MMYIIECTBOTO H
o0opyBaHETO;

e rapanTdpade Ha 0e3omacHocTTa Ha XO0paTa H o0OpyIBaHETO, KAKTO H
ABICOTPAHOCTTA Ha ENEKTPUYECKHTE HHCTATANM]

e mpuHOC 33 MOJoOpABaHE HA eHEpruiHaTa e(EKTUBHOCT HMa CrpajuTe ¥ €HEeKTHBHO
yIpaBJieHHe Ha ChOPBKEHHUATA;

- Cepruduxar IS0 9001:2008 na SOCOMEC GROUPE c¢Ec chiuar o6xpart.




CHUIEBPEMEHHO ¢ TOBA yYaCTHHKST He € NPeACTABN/ KONHE Ha OTOPU3AIMOHHO TUCMO,
H3ANEHO OT MPOM3BOAMTENs Ha NpejularaHara anaparypa SOCOMEC GROUPE wmmm ot
YITRIHOMOIIEH [IPEACTABMTEN 33 NPABO HA NPEICTABUTEICTBO W THProBUA Ha TEpUTOpPHATA HA
1IA51aTa CTPaHa.

B Tasu Bpb3Ka, B CTy4aii, ue YYaCTHHKBT € NPEANOKHUI B odepTara cH MPOXYKTH HA
SOCOMEC GROUPE, crejiga Aa YTOuHM HA KOS YacT OT [pelaraHara anapatypa ¢
npoussoguten SOCOMEC GROUPE, kakto W fna MNpeICTaBd  3aBEPEHO Komue Ha
OTOPHM3aMOHHO IIHCMO, H3/IaIEHO 0T SOCOMEC GROUPE, B Ka4ecTBOTO MY Ha
MPOM3BO/MTEN HA [PEANAraHaTa aNaparypa Wik OT YWhIHOMOUICH TPEICTABHTEN 3a TIpaBO Ha
NPENCTARUTEINCTBO H THPrOBHA HA TEPHTOPHATA HA LiAIaTa CTPaHA HA HMETO Ha Y4aCTHHKA.

B cnyuail, 4e Y4aCTHHKBT € TPEAIONu1 B odeprara CM NPOAYKTH Ha SOCOMEC
GROUPE, cieasa na npeicTaBl H HHpopMauds 3a cepruduKaTH 3a TPEMHHAT Kypc Ha
ofyuedne 3a CepBH3 W NOJIPBKKA Ha IpeularaHaTa Me[MIMHCKA anaparypa Ha cepBH3EH
HEDKEHep, H3JaieHH OT IPOM3BOIUTEIA Ha NIpe/naraHara anaparypa.

2.4, CbriacHO JOKYMEHTAlWATa Ha ofliecTBeHATa MOPBYKA, yIACTHUKET Cilelsa 1a
OCHIYpH CEpPBH3¢H HHXXEHEp IPEMHMHANl Kype Ha oOyuenue 3a CEpBH3 M IOMIPBKKA Ha
IpenjiaraHara anaparypa [OpH HNpPOM3BOIUTEIA. CepBU3HHAT HHKEHEp TpsOBa Na NMpPUTEKaBa
npasoctiocoGHOCT 3a pabora ¢ UWJ1 crobpasHo BuJa Ha NpeUlaraHara anaparypa. Tosa
oBCTOSTENCTBO Ce J0Ka3Ba ¢ mpejAcTaBiHe Ha Jleknapauus, NMpUApyXeHa ¢ aBTobnorpadus Ha
CepBU3HMA HHIKEHep, HHpOpMaLys 38 CEPTHQUKATH 33 NMPEMHHAT Kype Ha oOydeHHe 3a CEpBH3
¥ TOMIPHXKKA HA MpeQlaraHaTa MEJMUMHCKA anaparypa, M3IajeHH OT NPOM3BOAMTEA Ha
IIpeAiIaTaHaTa anaparypa, Kakro ¥ MHQOpMalys 32 yAOCTOBEpPCHHUS 34 npasocnocobHocT 3a
paGora B cpena ¢ UM

VyacTHHKBT B NPOILEAypara € MpeacTasun ,Jlexnapaius 3a CepBU3HH WHXKEHEpH®,
chObpxkama uHbopMalKMA 32 CICOHHTE CEPBH3HH WHXCHEpH: Pymen XpucroB ['eopruee,
Eprenn Amocrtonos llankos m Msaiiio Anrenop Tywues. [lexnapauusra € TpH/PYXEHa ©
aBToGHOTPAdHH Ha CEPBU3HATE HIDKEHEPH, HH(pOpMAILHs 3a ceprudHKaTH 3a IPEMHHAT KypC Ha
ofyueHpe 3a CEpBM3 M MOUIPRXKKA HA MpeljaraHaTa MEMUMHCKA anaparypa, H3TaICHH oT
NpOM3BOAMTENS Ha IIpe/UlaraHara anaparypa, Kakto M uHdopMaiud 33 YIOCTOBEPEHHS 3a
TIpaBococobHOCT 3a paboTa B cpesia ¢ 15178)8

3a npemnokeHHAT Hivkenep PymeHn XpucTon Tcopruer € TMpeAcTaBeHo Y A0CTOBEPEHHE
3a npaBocrocoOHoCT 3a pabota B cpena ¢ UM cre cpok Ha geiicreue mo 02.03.2015 r.
ChiIEBPEMEHHO € TOBA, YYAaCTHHKBT € MPEACTABHI CnyweOna Oenexka, u3janeHa oOT
HanuoHaneH UEHTHP N0 PajHOGHONOrHA M PajdallMOHHA 3aliTa, B YBEPCHHE HA TOBA, HC
Pymen XpucroB ['coprueB — MHXCHED MEAMIMHCKA ENEKTPOHHA ariaparypa B ,,.byn Men
VHBecTMBHT® € nonat .. JlpeIBapuTe/Ha 3asBKa 3a BKMOYBAHE B KypC™ 32 CINCUHATHIMPAHO
o6yuenHe 3a npasocrocofHocT 3a pabora ¢ WIAJ e e 6GBae BKIIOUEH B TaKbB Ipe3 ydebHaTa
2015 r.“ KoMucuara cuUHMTa, 4Y€ MPEACTABEHHUTE OT YHACTHHKA YmocToBepeHue 32
npasocnocoOHocT 3a pabora B cpena ¢ UNJI u Cnyxebpa Genexxka Ha umxeHep Pymed
Xpucrop TeoprieB HE MNOKPMBAT HM3WCKBAHMATA Ha BBIIOKMTENT 3 mpeJCTaBAHe Ha
YIOCTOBEPEHHE 3a IPaBOCIOCOOHOCT 3a pabora B cpefa ¢ 15150)8

B TasH BpB3Ka, YUaCTHHKET CJI€/IBA 1@ IIPE/ICTaBH HOBa nudopMalvs 3a YI0CTOBEPEHUA
3a mpaBocnocobHoCT 3a paboTa B cpeda Ha WIJT 3a nocoyeHUAT MHKEHEp HIH Ja NpeacTasy
HOBA JIEK/IApALMs, TPHAPYXKeHa ¢ apTobuorpaduy Ha CepBH3HHMTE MHKCHEDH, urdopmanus 3a
cepruUKaTH 3@ NPEMHHAT Kypc Ha OOyueHHe 3a CEPBH3 M MOMIPHXKKA HA npe/niaraHaTta
MeMIMHCKA anapaTypa, W3aJeHd OT IPOHM3BOMMTEI HAa NpearaHara anaparypa, Kakro U
unopMmanus 3a yA0CTOBEPEHHS 32 IPABOCIIOCOGHOCT 32 paboTa B cpela ¢ WWJI, otrosapsiua
HA M3MCKBAHUATA HA BB3JIOXKUTENS.




VuacTHHIIETE CHCABA Ja NPEACTABIT M3UCKAHATE OT KOMUCHATA JOKYMEHTHA B CPOK OT 5 (mer)
paboTHH aHH, BCEKH pabOTeH AeH HO 17:30 u. ua agpec: rp.Copms, i Cs. Henenst Ne 5 8
3aIedaTaH HEMPO3paveH IUIHK C HAMMAC , JIOIRIHUTENHH JOKYMCHTH 33 OTKPHTA npoueaypa 3a
pLATAraHe Ha OBIMECTREHA NOphYKa ¢ NpeaMeT: ,3aKylyBaHe Ha anapaTypa 3a XeluKalHa
Tepanud 3a HYXIHTE Ha CBAJI mo Omnxonorus rp. Codus u pobordsmpana caCTemMa 3a
CTEPEOTAKTHIHA PATHOXHPYPrHA B VMBAJI ”Cs. T'eopru” EAJ], [L1oBauB”, 0 MPOEKTH 4acT
ot CPUII 1a M3, ¢punascupany no OnepaTrusHa nporpamMa ,Pernonanno passurue” 2007-2013
r.” 0T YHACTHHK ......... wresrereeres (H3MACBA CH HANMEHOBAHUETO HA y4acTHHKA).

3a noafeHuTe AOMBTHUTETHN JOKYMEHTH Ha y4ACTHHKA C€ J1aBa BXOAMIL HOMCP.

HacTosmusT IPOTOKON €€ ChCTaBH M TOAMNHKCA Ha 07.05.2015 .
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