ITPOTOKOJI Ne 1

Ha 17.10.2014 r. o 11.00 yaca ce npoBeie Ny6IMYHO 3acejaHHe Ha KOMHCHS
HasHayeHa cbc 3anosef Ne PJ-11-545/17.10.2014 r. (gombaHeHa chc 3amose
NeP/J-11-552/23.10.2014 r.) Ha Jg-p MwupociaB HeHkos - MUHUCTBD Ha
3/IpaBEONa3BAHETO, 3a MpOBeXJaHe Ha oOOIIecTBEHA MOPbYKA C INpeAMeT:
»[0CTaBKa Ha MeJMIMHCKO 0GOpyjBaHe 3a HyXAuTe Ha MBAJI »4-p TorTa
Benkosa“ A/l, rp. la6poso, yact ot CPUII Ha M3"“

I. CbCTaB Ha KOMHMCHATA:

[Ipencenaren:
EBesnna BacuikoBa - riiaBeH excnepT B gupexnus , 01" - M3;

YieHoBe:

1. Munen Hoppanos - IOPUCKOHCYJT B AUpekuus 0" - M3;

2. HWBo fH4eB - ryaBeH eKcnepT B Aupekuusd , 01" M3;

3. HMBaH 'oCOAWHOB - r/1aBeH eKCHepT B Aupexkuus ,MII" - M3;
4. Haranus Jlobpesa - r/1aBeH ekcrepT B qupexuus ,MII“ - M3;

5. umx. l'eopru CIaBKOB - BBHIIEH eKCIepT KbM AreHIUaATa 110 0011leCTBEHH
NOPBYKH, BKIYEH B CIUCBKa 10 WiI. 19, an. 2, 1. 8 ot 3011, nox Ne BE-165:

6. umwx. Benko CTOMMEHOB - BBHIIEH eKCHepT KbM AreHnusra mno
061IeCTBEHH NIOP'BYKY, BKJIKYEH B CIUCHKA 110 Wwi. 19, ai. 2, T. 8 oT 30I1, nox Ne BE-
138;

Pe3epBHU 4sieHOBeE:

['enoseBa Bakbpmkrena - CTapllly eKCNepT B Aupekuuda ,MII“;

AHTOH ['OCTIOAMHOB - M.JI. AUPEKTOp Ha Aupekuus ,0I1“ - M3;

[lopaau ciayxe6Ha aHraXUPaHOCT HAa PEJOBHUAT WieH Ha KOMHUCHUATA HHK,
Feopru CnaBkoB Ha TNyG/JHYHOTO 3aceflaHMe Ha KOMHCHSATA, NpOBeIeHO Ha
17.10.2014 r. ot 11.00 4. mpHCBHCTBAa PE3epPBHUAT WieH Ha KOMHCHATA [eHOBeBa
bakbpmxHeBa - cTapiiu ekcnepT B AupeKuus ,MIT",

[Ipen Havan0TO Ha 3aceJaHMETO M CJeJ 3all03HABaHe ChC CIMCHKA Ha
MOCTBIUJINTE 0PEPTH, BCHYKH WIEHOBE Ha KOMHUCHATA NO/NKCaxa JeKJapaluy no
4. 35, al. 3 oT 3aKoHa 3a O6lIeCcTBEHHUTE NOPbYKH. [Ipean oTBapsiHe Ha odepTuTe,
KOMHCHSITA Ce 3aM03Ha C yTBbPAEHATA OT Bb3/10XKUTeN JOKYMEHTALMA 3a Y4acTHe
B IIpolie/lypaTa 3a Bb3JlaraHe Ha obliecTBeHaTa NopbyKa.

II. CmicbK Ha odepTUTE HA yYaCTHHULUTE B nponeaypara 3a Bb3JlaraHe
Ha 00LIeCTBeHa NOPbYKA, 10 peja Ha TAXHOTO ITOAABAHE B AEJIOBOJCTBOTO Ha
MuHKMCTEPCTBO Ha 3JpaBeoa3BaHeTo



KoncraTupano 6e, ue B onpefesieHHs! CPOK ca MOCTBIMIN 3 (Tpu) odpepTH Mo

P€fa Ha TAXHOTO [IOCTBIIBAHE, KAKTO CJieJiBa;

1. Odepra c Bx. N2 26-01-247/16.10.2014 r., nogazeHa B 15:06 waca ot ,BETA
MEJUKAJI“ 00, no o6ocobena nmo3unms Ne2;

2. Ogepra c Bx. Ne 26-01-248/16.10.2014 r., noAazeHa B 16:36 waca ot ,C&T
BBJITAPHUA" EOO/, no o60oco6exa mosumusa Ne1;

3. Odepra ¢ Bx. Ne 26-01-249/16.10.2014 r., nojgagexa B 17:10 waca ot
»MOJIEKIOJIAP COJIYUI'BHC BBJITAPUA“ 00/, no o60co6eHa nosunusa Nel;

HO,E[B,E[BHHTE 0(1)EpTH Ca IpeJCTABEHH B 3ale4yaTaHH, HAANHCAHH, HENpO3pavYHH

IJIMKOBE C HeHapylieHa usiocT. OQepTH, MOCTBINIHN Cle] KpalHMs CPOK HAMA.

III. OTBapsaHe Ha odepTHTE

KomucusaTa nokaHM 3aKOHHHTE W YI'bJHOMOLIEHHTE MpEeACTaBHTENH Ha
Yy4aCTHULUTE, O/ 0pepTH, [ja MPUCHCTBAT [IPH OTBAPSAHETO MM, KaTO I'M 3al03Ha
CbC ChCTaBa HAa KOMUCHSATA, Bb3JIOXKEHHUTe i 3a[ja4u M onpefie/ieHHsI CPOK 3a paboTa.

Ha ocnoBaHue 4. 68, an. 3 oT 3akoHa 3a o6uiecTBeHHTe MOpbuku (3011) npu
AEHCTBUATA Ha KOMMCHMATA MO Wi 68, as. 4 u 5 ot 30Il, npuchCcTBaxXa ClieHUTe

NpencTaBUMTEJH Ha yIaCTHHULIHUTE:

1. Xensa IlBeranoBa IlakoBa - yI'bJHOMOLIEH TNpejcTaBuTen Ha ,BElA
MEJHUKAJI“ 00/;

2. boromun BacuneB BOXWHOB - yImBAHOMOUIEH mnpefcTaBHTesn Ha ,C&T
BBJTAPUA“ EOOJ;

3. Tomucnas CrosiHOB 3aHeB - ynpaeurten Ha ,MOJIEKIOJIAP COJIYIIBHC
BBJITAPHUA" 00

KomucusiTa TpUCTBOM KbM OTBapsiHe Ha O0QepTUTEe CbIVIACHO NOPeAHHTE
HOMEpa W 4ac Ha IOCTBIBAaHE, KaTO NPOBepH TAXHATAa LAJOCT M HaJMYHe Ha TPH
OTJeJIHH 3arnedyaTaHH IIJIHKa.

B odpepTuTe Ha yyacTHHIHMTE, KOMHCHATA KOHCTATHPA HAJIHYKE HAa TPH OT/AENHH
3anevyaTaHH IJIHKA, KAaKTO U, ye:

1. BeB BcHyku odepTH e Hanuue [nuk Ne 1 ¢ Haanuc ,JJoKyMeHTH 3a non6op”;

2. BB BCcHuku odeptu e Hamuue Ilnmk Ne 2 ¢ wagnuc ,llpepnoxenve 3a
H3N'bJIHEHHEe Ha MopbyKaTa”’;

3. BB BcHuku opepTH e Hanuue [lnuk Ne 3 ¢ magmuc ,JlpeanaraHa ena”.
Ha ocHoBanue un. 68, an. 4 ot 3011, Inuk Ne 3 ¢ npejJjaraHaTa IeHa 4

chAbpKamuTe ce B Ilimk N° 2 foKyMeHTH ce MOAmNMCaxa OT TpPHMa 4IeHOBE Ha
KOMHCHATA H OT eJHH NPpe/[CTABUTE] HA YYaCTHHUIHUTE.

B usnbiHeHHe Ha pasnopenbaTa Ha 4. 68, an. 5 or 30I1, KoMHcHATa OTBOPH
naukosere Ne 1 ,JlokyMeHTH 3a NMoJ60p” Ha YYaCTHHIWTE W OMOBECTH JOKYMEHTHTE,

KOHUTO Ce CBABPHKAT B THAX.



C u3sBbplIBaHe Ha TOPHHTE [EeHCTBHA NPHUKIOYM IMy6JMYHATA YacT OT
3aceJaHUEeTO Ha KOMHCHSATA H TS IPOAB/KU CBOATA paboTa Ha 3aKPUTH 3ace aHusl.

B paboTaTa Ha 3aKpUTHTE 3ace[aHusd, nposeseHH Ha 23.10.2014 r., 24.10.2014
r.,27.10.2014r., 28.10.2014 r. 1 30.10.2014 r., B3exa y4acTHe:

[Ipencenaren:

EBennna Bacunkosa - rnaBeH ekcnepT B gupekius 0" - M3;

YneHoge:
MusieH Mop/1aHOB - IODHCKOHCYJT B fgupekius , 0" - M3;

1
2. WBo flnyes - r;aBeH excrnepT B aupekius ,,011“- M3;

3. MBaHn 'ocmofuHOB - r1aBeH eKCrepT B gupeknus ,MIT“ - M3;
4. Haranusa [lobpesa - rnaBeH ekcrepT B gupexnusa ,MIT“ - M3;

5. wuHx. Besko CTOMMEHOB - BBHIIEH €KCIEPT KbM AreHIHATA 110 0OLUIeCTBeHH
NOPBYKH, BKJIIOYEH B ClIMCHKA 110 4. 19, an. 2, T. 8 ot 3011, nox Ne BE-138;

6. uHX. BaHs Credanosa lllonosa - vHxeHep MeJHIIMHCKA TeXHUKA, MBAJI ,a-p
ToTa Benkosa®“, rp. 'abpoBo;

7. n-p CeernaHa JumutpoBa IleTkoBa - siekap OTheneHHe 1o obpasHa
nuarHoctuka, MBAJI ,a-p Tora BenkoBa“, rp. ['a6poso;

8. Munena HukosoBa I:Iop,aaHOBa - KKOHOMHCT O0IIecTBEHH NOpBHYKH, MBAJI
»A-p ToTa BenkoBa“, rp. [abpoBo /pe3epBeH WieH Ha KOMHCHATA, BJie3Hala HA MSCTOTO
Ha peJIOBHUAT 4wieH HHXK. ['eopru CnaBkoB, cbriacHo 3anoses NeP/-11-552 ot
23.10.2014 r. Ha BB3/10KUTENA/;

[lpean Ha4yanoTO Ha 3acejaHHeTO NpoBejeHo Ha 23.10.2014 r. penoBHUTe
4/eHOBe Ha KoMHcHsATa HHXK. Bausa Credanosa IllomoBa - HHXKeHep MeIHIMHCKA
TexHuka, MBAJI ,a-p Tora Benkoga“, rp. 'a6poBo, a-p CBeTnana JlumuTposa IleTkoBa -
nekap OtaeneHue no obpasHa fuarsoctuka, MBAJI ,a-p Tora BeHkoBa®, rp. 'abpoBo u
MuneHa Hukosoga ﬁopaaHOBa - HKOHOMHCT 06LiecTBeHH nopbykd, MBAJ ,n-p Tora
Benkosa®“, rp. ['abpoBo /pesepBeH 4ieH Ha KOMMCHMATA, BJe3Haja Ha MACTOTO Ha
peoBHUAT 4eH HHK. ['eopru CnaBkos, cbraacuo 3anoses NeP/-11-552 ot 23.10.2014
I. Ha BB3JOKHUTeNs/ nojmucaxa Jexknaapainuu no 4i. 35, an. 3 or 3akoHa 3a
00LeCTBEHUTE NOPBHYKH.

IV. KoHcTaTanuy Ha ocHoBaHHe Wwi. 68, an. 7 ot 3011 0OTHOCHO HAJIMYMETO U
Pe€A0BHOCTTa HA NpeACTaBeHuTe JOKyMeHTH B [lnuk Ne 1, /lokymenTH 3a noaéop”

[lpi wusBbpIIEHaTa TNPOBEPKA OTHOCHO HAJIWYHETO M peJoBHOCTTA Ha
npejcTaBeHUTe B IJIMK N¢ 1 JoKyMeHTH 3a moJ60p, Ha 3aKpPUTHTE 3acelaHHs,
KOMHMCHSATA YCTAHOBHU CJIEZJHOTO:

1. YyactauksT ,BET'A MEJUKAJI" 00/, no o6oco6eHa no3unus Ne2;

1.1. CbriacHo [OKyMeHTalMATa Ha OOGIECTBEHATa MOPbBYKA, YYACTHUKDBT

TpAGBa la Npe/CTaBH JeKIapalts 3a 0TChCTBHE Ha 06CTOATEICTBATA O Wi 47, an. 1,



T. 1 (6e3 6. ,“), am. 2, T. 51 an 5 7. 1 or 300 u JeKJapauus 3a OTChCTBHE Ha
obcroaTencTBano un 47,an. 1, 7.2u3,an 2, 7.1,3u4uan 5, .2 or 30Il, nonbJIHEHH
06pasiy OT JOKYMeHTalMATA.

Y4YacTHHUKBT € NPeJCTaBUJ [eKIapalys 3a OTChCTBHe Ha 06CTOSATEICTRATA 110
w1 47,an1.1, 1.1 (6e36.,e"),an 2, .5uan 5 1.10r30[0u JeKjiapauus 3a OTChCTBUE
Ha obcrosTesncTBa Mo Wi 47, an. 1, .2 u 3,amn 2, . 1, 3 u 4 ¥ an. 5 T. 2 or 30II,
TMOM'bJIHEHH 06PasLK OT JOKYMEHTALMATA OT CIeJHUTE JIUIA:

- EBa Cepadumosa Bosennyaposa - Ynpasuren Ha ,Bera Meguxan“ 00/;

- Xpucro Muxaiinos Muxaiios - Ynpasuresn Ha ,Bera Megukan“ 00/

B npe/icraBeHNTe Aekiapalivy JUICBA IOCOYEHA JAATA.

C orsies cnasBaHeTO HAa M3UCKBAHHATA HAa 3aKOHa 3a 0OLIECTBEHUTE MOPBYKH,
Ipy nojaBaHe Ha odepTaTa 3a y4yacTHe, YYaCTHULHTE YAOCTOBEPABAT JIMICATA Ha
o6crosATesICTBA N0 4n. 47, an. 1, 1. 1 (6e3 6. ,e“), an. 2, T. 5w an. 5 1. 1 or 300 u
obcroATeacTBA MO Wi. 47, an. 1, T. 2 u 3, an. 2, 7. 1, 3 U 4 U an. 5 T. 2 or 30I], c
JleKJiapally, KOMTO ce IOI'bJBAT, NOJAMNKMCBAT W IOAIEYaTBaT, 32 06CTOSTEeJCTBaTa

IIOCOYEHH CBIVIACHO MIPHUJIOKEHUTE 06p33LLH, KBbM JaTaTa Ha oJlaBaHe Ha odepTarTa.

C oryiei Ha TOPEH3/IOXKEHOTO H C L|eJl OTCTPAHSIBAHE Ha KOHCTATHPAHUTE JIUIICH
M HECHOTBETCTBHSA Ha OCHOBaHHe Wi 68, an. 8 n an. 9 ot 301, B cpok 5 /net/ paboTHH
AHH OT MOJIyYaBaHeTO HA HACTOSAIHS IIPOTOKOJI YYaCTHHUKBT C/IeiBa Jia MpejCTaBH
NOATMCAaHHK ¥ OANIeYaTaHH JeK/IapallH 3a OTChCTBHE Ha 06CTOATENICTBA 110 Wi, 47, all.
1, 1.1 (6e36.,e“),an 2, T.5uan 5 1. 10t 30 1 06cTOATENCTBA 110 WI. 47, aJl. 1, T.2u

3,an. 2, T.1,3uduan 5 1. 2 or 301, aKTyaJlHU KBM [aTaTa Ha M10JIaBaHe Ha odepTaTa.

1.2. CbryiacHO fOKyMeHTalMsATa Ha 06LecTBeHaTa MOPBYKA, YYaCTHUKDT CllefBa
Aa Npe/ICTaBH NPHADPYKEHO C MPEeBOJ Ha O'bArapcKH U 3aBePeHO0 OT YYaCTHHUKA KOIHe
Ha BanuzeH ceptudukar ISO 13485:2003 M eKBUBaNEHT, M3JaJeH Ha MMETO Ha
NPOMU3BO/IMTE/ISl Ha MpeJjaraHara amnapartypa OT aKpeJWTHPaHa WHCTHUTYLMH WM
areHIiys 3a ynpasJieHHe Ha KaueCTBOTO;

Y4acTHHKBT B Ipolle/iypaTa € NPe/ICTABUII CIeAHUTE CepTHHUKATH:

- Cepruduxar 1SO 13485:2003 na Pentax Europe GmbH o6xeaT ,3akymyBane,
CKJIaJipaHe, JUCTPUOYLMs M CepBU3MpaHe HA MEJUIMHCKM €H/0CKOIH,
CBETJIMHHH HW3TOYHHIH, BH/JEONPOLIECOPDH M aKcecoapH, a He e 3a
IpPOU3BOJICTBO, KaKBOTO € H3WUCKBAaHETO Ha Bb3/NOKUTeNs. [IpefcTaBeHUAT
CepTHQHKAT HE € B LAI0CT, ThH KaTO JUICBAT ,6e/exKUTe Ha I'bp6a Ha ucTa”,

M THPaHH B CEPTHPHKATA;



- Ceptudukar ISO 13485:2003 na Kopnopauus Hoya, otaen ,Pentax Life Care ¢
obxBaT ,/lusaliH ¥ paspaboTBaHe, IPOM3BOACTBO, AUCTPUBYIIUS U CepBH3HpaHe
Ha MEAHULMHCKH €HJ0CKOIIH U CBBP3aHUTE NPOAYKTH;

- Ceprudukar ISO 13485:2003 na NDS c o6xBar ,/lu3ailH u paspaboTKa,
NIPOM3BOACTBO H CepBH3 Ha MeaunuHcku Kiaac Busyanusanusa, BezkuyHM
NpoAyKTH U [IpoAAYKTH 3a BrpaxjaHe";

ChueBpeMeHHO yYacTHHKET € npeAcTaBu OTOPU3aNMOHHO NMCMO, H3AaIeHO
ot Pentax Europe GmbH /He e npousBoauTes/, Ha HMETO Ha YY4aCTHHUKE, C KOETO IO
0TOpH3HMpa Aia AOCTaBH NPOAYKTHUTE MpoussejeHu oT Pentax/Hoya/NDS. O6pbigame
BHHMaHMe, Y€ CBIJIACHO JIOKYMEHTaluATa Ha 0OLlecTBeHaTa MOPbYKa, YYaCTHHUKDBT
cre/Ba Ja NpeACTaBH 3aBepPeHO KONHe Ha OTOPHU3aNMOHHO NMHCMO, M3JAJEHO OT
IPOM3BOJAMTE/IA/TE Ha NpejJaraHaTa anapaTypa Ha HMeTO Ha Y4aCTHUKA, C KOETO TO
YI'BJIHOMOIIIABAT Jia y4acTBa B O6IlecTBeHAaTa IMOpPBbYKAa U M3BLPIIBA JOCTaBKH Ha
npejlaraHara anaparypa;

C orsies; Ha rOpPeMsJ/I0KEHOTO M C IleJl OTCTPAHABaHe Ha KOHCTATHPAHUTE JIMIICH
¥ HECHOTBETCTBHSA Ha OCHOBaHHe 4. 68, ajt. 8 u an. 9 ot 30Il, B cpok 5 /net/ pa6oTHH
AHH OT T0JIy4aBaHETO Ha HACTOALIMA IPOTOKOJ YYacCTHHKLT Cjle/Ba /1a YTOYHH KO e
NPOM3BOAUTEJNSI/T€ Ha TIpe[araHoTo OGOpyABaHe M [ia NpEJACTaBM TOPHUTE
AOKYMEHTH /CepTH(PHKATH ¥ OTOPHU3ALHOHHH THCMA/ OT €JIMH U CBIH IIPOM3BOAHTE;

1.3. CbriaacHo JAOKyMeHTalHMsTa Ha O6LIeCTBEHATa NOPbYKA, YYaCTHHKBT
c1e/iBa /1a NpeJCTaBH KOMHE Ha OTOPHU3ALMOHHO NKMCMO, U34a/J€HO OT MPOM3BOJUTENS
Ha NpejyjlaraHaTa anaparypa Ha HMeTO Ha y4acTHHKa, C KOeTO I'0 YI'bJIHOMOILABAT /a
y4acTBa B o6LiecTBeHaTa NOPBbYKA M U3BBPIIBA JOCTABKH Ha Mpe/ylaraHaTa anapaTypa,
B c/Iy4aH ye yJaCTHUKDT He € IPOU3BOLUTE;

Y4YacTHHKBT B NIpoLiefiypaTa e npejctaBua ceprudukar ISO 13485:2003 na ACL
Allround Computerdients Liepzig GmbH ¢ o6xBaT ,Paspa6oTka M IPOM3BOACTBO Ha
MeAWUMHCKH MOHUTOpH M OR-PC (nanTonmu)“. ChblieBpeMeHHO Y4aCTHUKBT HE e
IpeACTaBUJI OTOPH3AaLMOHHO MMCMO, M3/]a/IleHO OT NPOM3BOJUTENA HA NpejJaraHaTta
anaparypa Ha MMETO Ha yYaCTHHKa, C KOeTO To YI'bJHOMOIABAT Ja y4YyacTBa B
obliecTBeHaTa NOPbYKA M M3BBPIIBA JOCTABKH Ha NpejljlaraHara anapaTypa, B cay4aii
ye yYaCTHHKaA He € IPOU3BOAUTEL.

C orsies Ha TOPEM3JI0KEHOTO U C LieJl OTCTPaHsABaHe Ha KOHCTATHPaHHUTE JIMICH
¥ HeChOTBETCTBHS Ha OCHOBaHHe 4. 68, asi. 8 u an. 9 ot 3011, B cpok 5 /ner/ paborHu
AHM OT IIOJy4aBAaHETO Ha HACTOAIMA OPOTOKOJ, B CIAy4Yad, 4Ye YYaCTHUKBT e

npefoxui B obeprara cu npoaykta Ha ACL Allround Computerdients Liepzig GmbH,



cleABa Ja MpeJCTaBM OTOPM3AaUMOHHO IHCMO, HM3JaZeHO OT INPOM3BOLHUTENS Ha
npejJiaraHaTa amapaTypa Ha MMeTO Ha Y4YaCTHHKE, C KOETO o YI'bJHOMOLIABAT Ja
yyacTBa B 06LIeCTBEHaTa IOP'bYKA M M3BBPIIBA JOCTABKH Ha pejjlaraHarta anaparypa,
B C/Iy4aH Ye yYaCTHHKA He e IPOU3BOJIUTEN;

2. YyactHuksT ,C&T BBJITAPUA“ EOOJ, o o60ocobena nosunusa Nel;

2.1. CbriacHoO JJOKyMeHTalMATa Ha 06I[ecTBeHATa I0PbUKa, YY4aCTHUKBT Cle/iBa
Jla MpeACTaBh NPHUJPYHKEHO C NMPEBO/ HA O'bJrapCKU M 3aBEPEHO OT YYaCTHHKA KOIHe
Ha BanuaeH cepTu@uxar ISO 13485:2003 wiau eKBHBaJeHT, M3JaJleH Ha HMMeTO Ha
NPOH3BOAMTENS Ha MpejJaraHara anapaTypa OT aKpeJUTHpaHa HHCTUTYLMS WM
areH1¥s 3a ynpaBJjleHHe Ha Ka4yeCTBOTO;

Y4aCTHHUKBT B [TPOLle/ypaTa e IpeCTaBUJI CIeJHHTE CepTHPHUKATH:

- Ceptudukar ISO 13485:2003 na Philips Healthcare (Suzhou) Co., Ltd. ¢ o6xBaT
»IIpoeKTHpaHe U pa3paboTBaHe, NIPOU3BOACTBO H AWCTPUOYIMSA Ha CHCTEMHM 3a
obpasHa JUArHOCTHKA C S/IpeHO-MarHUTEH Pe30HAHC, CHCTEMH 3a KOMIOTBPHA
ToMOrpadus, cucTeMa 3a fAJpeHa MeJMIMHA, pEeHTreHoBa TpbbGa 3a
J'byeTepanus’;

- Ceptudukar ISO 13485:2003 Ha Philips end Neusoft Medical Systems Co. Ltd. ¢
obxsar ,llpoekTnpaHe, paspaGoTBaHe, NPOW3BOJCTBO M JMCTPUGYLHS Ha
MEJIMIIMHCKH YpeAy 3a 00pa3Ha IMarHOCTHKA;

- Ceprudpukar ISO 13485:2003 na Philips Medical Systems Nederlands B.V,
Kommanua uHa Philips 3aeta B o6snacrra Ha 3/paBeonasBaHeTo, [Jo6asHaTa
THProBUS U MEX/IYHapOAHOTO o6cayxBaHe ¢ 06xBaT ,Ilpogax6wu, ynpasieHue
Ha IPOEKTH, MOHTaX U 06CayBaHe BBB BPBb3Ka C MeJULUMHCKH YCTPOHCTBA U

o«

CUCTEMH ..", a4 _He € 3a MNPOM3BOJACTBO, KAaKBOTO € M3MCKBaHeTO Ha
BB3JIOKUTEJIS;

- Ceprudukar ISO 13485:2003 Ha Philips Medical Systems c¢ o6xgar
»[lpoekTupaHe M paspaboTBaHe, NPOM3BOACTBO K pa3NpPOCTPaHEHHe U
06C/IyKBAHE ....;

- Cepruduxar ISO 13485:2003 Ha Philips Medizin Systeme Boblingen GmbH
o6xBaT ,[IpoeKTHpaHe ¥ TPOU3BOACTBO Ha MEJAMLMHCKH U3/e/Us 33 ....;

- Ceprudukar ISO 13485:2003 na Philips Ultrasound, Inc. ¢ o6xsaT ,/lu3aiiH,
NPOU3BOJACTBO M AUCTpHOylLMs Ha CHCTEMHM 3a YJATpa3ByKoBa M 06pasHa
AAMArHOCTHKa, YJITPA3BYKOBU /IATYHMLM, NepHPepHH YCTPOHCTBA U 060pyABaHe

PACs;



ChIeBpeMeHHO y9aCTHUKBT e IpeAcTaBiI OTOPH3ANMOHHO NHCMO, H3aLEHO
or Philips Medical Systems Nederlands B.V. /e e npousBoguTen/ Ha HMeTO Ha
y4aCTHHKa, C KOeTO ro OTOpu3upa JAa ,hpodasaq, npednaza docmaes, uHcmaaupa,
ocugypsiea 0byveHue Ha NepcoHaAa 3a NPUAOXCeHUsIma U da 0cuzypsaea KOHCyMamusu u
Yacmu 3a 06CAYHCB8AHE, 2aPAHYUOHHO U CAeJ2apaHYUOHHO 06CAYHCEAHE 3a MeAUYUHCKO
obopydeate, npouseexcdaHo om Hac, k1. JonsAHUMEHO obopydeame u akcecoapu".
O6pbiaMe BHHMaHHe, Y€ CBIVIACHO JIOKYMEHTAaLMsATa Ha O6lIecTBeHaTa NOpPbYKa,
Y9acTHHKBT CJe/jBa [a NpeJACTaBH 3aBepeHO KONHe Ha OTOPH3ANMOHHO MNHCMO,
U3[a/IecH0 OT NpPOW3BOJAMTE/A/Te€ Ha IpejjaraHara amapaTypa Ha HMeTO Ha
y4acTHHKa, C KOETO TO YII'bJHOMOL[aBaT Ja y4acTBa B OOIlecTBeHaTa MOpPBYKa U
W3BBpUIBA [OCTAaBKH Ha MpejJjiaraHaTa amnapaTypa, B cJy4ad, 4e yYacTHHKa He e
NPOU3BOAUTEI;

C oryies; Ha TOPEH3JI0MEHOTO H C LieJl OTCTPAHSABaHE Ha KOHCTaTHPAHHUTE JIUIICH
¥ HECBHOTBETCTBUA Ha OCHOBaHHe 4. 68, an. 8 u an. 9 ot 301, B cpok 5 /net/ paborum
JIHH OT IOJIy4aBaHeTO Ha HACTOSIIHA MPOTOKOJ YyYaCTHUKBT C/efiBa [1a YTOUHH KOii e
NPOM3BOJUTENsI/T€ HA MpeAsaraHoTo o6opyABaHe U Ja NpeACTaBH TOPHUTE
JAOKYMEHTH /CepTHOUKATH K OTOPH3ALHOHHHU TUCMa,/ OT €/JMH ¥ ChIIH IPOU3BOJUTEN.

3. YyactHuksT ,MOJIEKIOJIAP COJNYIIBHC BBJATAPUA“ OOA mno
o6ocobeHa mo3uKsa Nel;

3.1. CeryiacHO JOKyMeHTaLMsATa 3a OGIIeCTBEHA NMOPbYKA, YIaCTHHKBT C/Ie/Ba
/la TpejCTaBH TapaHLMsi 38 yyacTHe B IpolleJlypa 3a OGLIECTBEHA MOpBYKa, KaTo
y4acTHHKa caM u36KMpa ¢popmara Ha rapanuus. Korato yyacTHuka usbepe rapaHnusTa
Aa 6bje 6aHKOBa, TO CleABa TA Ja 6bje 6e3ycloBHA M HEOTMEHHMMa, B M0J3a Ha
BB3JIOXKHTE/NsA, a MMEHHO: MHHMCTEepPCTBO Ha 3JpaBeonasBaHeTO. YYacCTHHKA e
npeAcTaBusl baHkoBa rapanyus ¢ Ne 48-6336 usjazena B nossa Ha MBAJI JI-p Tota
BenkoBa“ AJl.

C orJyies; Ha TOPEM3JI0MKEHOTO U C IleJ OTCTPaHsBAHE Ha KOHCTAaTHPAHHUTE JIMIICH
¥ HECBOTBETCTBHA Ha OCHOBaHHKe 4. 68, aj. 8 u an. 9 ot 301, B cpok 5 /met/ paboTHH
AHY OT TNOJy4YaBaHETO Ha HACTOSIMHS MNPOTOKOJ YYacCTHHUKBT CJiefiBa IpefCTaBH
rapaHiys, CbIJIaCHO M3UCKBAHHUSATA Ha Bb3JIOXKHTEJIS;

3.2. CprIacHO [OKYMEHTanMATa Ha OOGILIeCTBEHATa [0pPbYKa, YYaCTHUKBT
TpsA6BA /la IPe/ICTaBH JeKJapalys 3a OTChCTBHE Ha 06CTOATeICTBATa N0 WL 47, an. 1,
T. 1 (6e3 6. ,e“), an. 2, T. 5w an 5 1. 1 or 30l u JeKjapalnus 3a OTChbCTBUE Ha
obcrosaTencrBano Wi 47,an. 1, .2u3,an 2, 7. 1,3u4 nan 5, 1. 2 or 3011, nomrbaHeHH

06pazlM OT AOKYMEHTaILUATA.



Y4YacTHHUKBT e npejCcTaBUJ [eKIapalus 3a OTChCTBHE Ha 06CTOATEJICTBATA 10
un.47,an. 1, 1.1 (6e36.,e“),an 2, 7.5uan 5, .1 ot 3011 u geknapaius 3a OTCLCTBUE
Ha obcrosiTesncTBa mo ua. 47, an. 1, 7. 2 m 3, an 2, . 1,3 4 uan 5, 1. 2 or 30I],
NOMBJIHEHH 00pa3Iy OT AOKYMEHTALUATA OT CJEIHUTE JHIA:

- Tomucnae CroaHoB 3aHeB - YmpaBuTen Ha ,Mosekwosap CoaylrbHCc

bbarapusa“;

- WUuHa llBeTkoBa MoBueBcka - YmpaBuTesn Ha »Moznekrwonap ConymsHC

Bbarapusa”

B mpejicTaBeHUTe Aeksiapaluy He ca OTOessi3aHHM 06CTOATE/NCTBATA MO T. 1 oT
obpaserna.

C orJ/iesl Ha rOper3/I0XKEHOTO U C LieJl OTCTPaHsIBaHe Ha KOHCTATHPAHHUTE JIMIICH
H HECBOTBETCTBHA Ha OCHOBaHHe Y1 68, an. 8 u an. 9 ot 30I], B cpok 5 /net/ paboTHH
AHH OT IOJyYaBaHETO HA HACTOSIIWS MPOTOKOJ YYaCTHHUKBT CleiBa Aa MpeJCTaBH
MOANMCAHH M NNoJANeYaTaHy JeKJapalHy 3a OTCHCTBHE Ha 06CTOATEe/ICTBA 110 Y. 47, al.
1,7.1(6e36.,e"),an 2, .5uan 5 1.1 or 3011 u o6cTosaTecTBa M0 Y. 47, an. 1, T. 2 vt
3,an. 2, 1. 1,3 w4 uan 5 1 2 or 301, ¢ oTpaseHu 06CTOATEJACTBA MO T. 1 OT
o6Gpasena;

3.3 CpriiacHO 0OKYMeHTalLMATa Ha 061ecTBeHATa MOPBbYKA, KOraTo 3a HIKOH OT
IIOCOYEHHUTE JOKYMEHTH € OIIpe/ie/IeHO, Ye MOXe [ja ce PeACTaBAT Ype3 ,3aBepPeHo OT
y4acTHHKA KOIHe", 33 TaKbB JOKYMEHT Ce CUMTa TO3H, IIPH KOMTO BBPXY KOMHETOo Ha
AOKyMEeHTa Npe/ICTaB/AsABalIMAT yYaCTHUKA e mocTaBuJ rpud ,BsipHo ¢ opurumuana“,
CO6CTBEHOPBYEH MOJIMC CbC CHH LBSIT MO/ 3aBepKaTa U CBEX MeyaT B NPUI0KHMHUTE
C/Iy4amu.

Y4acTHUKBT e Ipe/iCTaBUJI CJIETHUTE JOKYMEHTH:

- CepTuduKaT 3a MpeMHHAT KypC Ha 06y4YeHHe IPH NPOU3BOJUTENA, U3Aa/leH

Ha cepBH3eH HHXeHep BecenuH Henos - 1 6p,;
- CepruduKaT 3a IpeMHHAT KypC Ha 06y4eHHe [IPH TIPOU3BOIUTEs, H3JaleH
Ha cepBu3eH HHxeHep Hnusa Unues - 1 6p.;

BbpXy KONMHMETO Ha Npe/CTaBeHUTEe JOKYMEHTH MpPe/CTABISABAIIMAT YYaCTHHUKA
He e nocTaBuj rpud ,BsapHO c opuruHana“, co6CTBEHOPBYEH MOANMC ChC CHH LBAT IO/,
3aBepKaTa M CBEX IeYaT B INPHJI0KUMHUTE CAyUaH.

C oryie/; Ha rOper3JI0KEHOTO U C IieJl OTCTPaHsABaHe Ha KOHCTaTHPAHUTE JIMIICH U

HECbOTBETCTBHs Ha OCHOBaHHe 4. 68, an. 8 u an. 9 ot 30I], B cpok 5 /net/ paboTHM AHU



OT MOJIyYaBaHETO Ha HACTOALIMA NPOTOKOJ yYacTHHMKBT ClefBa Ja NpeJiCTaBH FOPHHUTE
JOKYMEHTH, CbIJIaCHO U3UCKBAHETO HA BB3JIOKUTEIS.

JIOKyMEHTHUTEe, KOUTO YYaCTHHUIMTE CJeABa Ja NPeACTABAT B YKa3aHHA OT
KOMMCHATA CPOK OT 5 /neT/ paGOTHH JHH, Ce IOAABAT BCEKH paboTeH AeH A0 17,30 4.
B /leJIOBOACTBOTO Ha MHMHHCTEPCTBOTO Ha 3JpaBeona3BaHETO B 3ameyaTaH
HeNnpo3po4eH IUIMK ¢ Hagnuc: Jonrb/IHUTEe/IHH JJOKYMEHTH 3a OTKPHUTA poueAypa sa
Bb3/laraHe Ha OOGIIeCTBEHa NOpBbYKa ¢ mpeamer: ,JlocTaBKa Ha MeAUIHHCKO
o6opyaBaHe 3a HyxauTe Ha MBAJI ,/I-p Tora BenkoBa“ A/l, rp. F'a6poso, 9acT oT
CPUII Ha M3 OT yYaCTHHK ....ccemmssnsnnnnnns (U3NUCEA CE HAUMEHOBAHUEMO HA YHACMHUKA)
... 32 000c06eHa mo3unusa N2 .......... ... (U3nucea cu Homepa Ha o6oco6eHama no3uyus,
3a Kkoamo e nodasn ogepma). 3a NoAajeHUTEe AONMBJIHUTE/NHH AOKYMEHTH Ha
y4YacTHMKa Ce aBa BXOJsALL HOMep.

HacrodmuaT npoTokoJ ce CbCTaBH M nojnuca B 1 /efuH,/ exseMIisap Ha
03.11.2014 r.

[Ipescenaren:
EBenvHa BacuJikoBa - IJ1aBeH ekcrepT B gupekuus ,0I1“ - M3 .....K.
YneHoge:
Munen HopaaHoB - IOPHCKOHCYIIT B Aupexuus 001 - M3........
HBo flnyes - r;aBeH ekcnepT B Aupekyus , 001 M3...y L,
MBaH 'ocnoAXHOB - IJIaBeH eKcnepT B aupekius ,MI1“ -

Hartanus Jlo6peBa - riiaBeH ekcrepT B Aupekius ,MIT“

L A

['eHoBeBa Baxbp/KueBa - CTaplid eKCHepT B Aupekiusa ,MII“ ...%
/pesepBeH 4JleH Ha KOMHCHSATA, BJe3HaIa Ha MACTOTO Ha PEJOBHMUAT 4YJeH UH
l'eopru CiaBKOB, npucscmeasa HA 0OmKpumomo 3acedaHue Ha Komucusmd,
cecmosno ce Ha 17.10.2014/

6. umx\ Besko CTOMMEHOB - BBHIIEH EKCIEPT KbM ATeHILHATA N0 O6LIeCTBEHHU

NOPBYKH, \ BKJI “lqu B cnMcbka mo 4ia. 19, an. 2, T. 8 or 30Il, moxm Ne BE-
138&&:\)_..%‘%
7. HHﬁ{\\\Ba 51 Credanosa Illonoga - uHxeHep MeJAUMIMHCKA TexHuKa, MBAJI ,a-p

Tora Benkosa“, rp. 'a6poBo..... m.7 ......... :

8. A-p Ceernana Jlumutposa I[leTkoBa - Jsekap||OTzesneHue mno o6GpasHa
puarHoctuka, MBAJT , n-p Tota Benkosa“, rp. [abposo.... a........

S~

9.  Mmusena Hukosiosa ﬁopgaHOBa - IKOHOMUCT 001L|eCTBEeHH NOpbYKH, MBAJI , z1-

p Tora BenkoBa“, rp. T'a6poeo ......./pe3epBeH 4JieH Ha KOMMCHATA,

BJIe3HaJIa Ha MACTOTO Ha peJlOBHUAT 4yjieH uHx. leopru CraBkos/



