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IIPOTOKOJ
Ne 1/18.11.2014 r.
Ha ocHOoBaHMe 4. 101r, an.4 ot 3011

Huec, 18.11.2014 r. 14.00 vaca B Crpanara Ha P3U- Byprac, Y. “Anexcanaposcka” No
120, er.5, KOH(epeHTHaTa 3ama, Ha OCHOBaHHE un.101r, am4 or 3akoma 3a obmecTeennTe
IIOPPYKH U B U3NIBIHEHHE Ha 3amoBex Ne PJT 18-12/17.1 1.2014 r. na Hupexropa Ha P3U- Byprac,
CC CBCTaBH M MONKCA HACTOSIIHST poTokos ot Komucus B cherap:

Ipeucenaren: A-p Bepruuns Januora Ianosa — 3aMeCTHI/IK-I[I/IpeKTOp Ha P3U-Byprac;

Ynenoge:

1. TaBnuna Tomega IoHuera- upexrop Ha Hupexnus ,,AI[MI/IHPICTpaTHBHO-HpaBHO,
$huHaHCOBO U cTOMaHCKO obciysxBane" npu P3H- Byprac;

2. Barpsna Heanoga IletkoBa- mavanmuk ma oTIeN “AI[MHHHCTpaTI/IBHO-CTOHaHCI(I/I u
npaseH”, Jlupexims ,,AI[MI/IHI/ICTpaTHBHO-HpaBHO, $uHAHCOBO M cTomamcko obcysxBane" npu
P3U- Byprac;

3. Iamka Komera HuMuTpOBa-  HavamHuk Ha oTxen ,,q)I/IHaHCOBO-quTOBO,Z[eH u
opraHH3au1/10HHo-HHq)opMauHOHeH”, Hupexnns ,,AlIMI/IHI/ICTpaTI/IBHO-HpaBHO, GunancoBo u
CTONAHCKO obciyxBane” mpu P3U- Byprac;

4. wux. Emun MapkoB Mapes- BpHmIeH CKCIIepT ¢ mpodecuonanya KBanmudukanus,
CBBP2aH C IpeaMeTa Ha HopbuKkara / WH)KEHEP MeUIIHCKA amaparypa/.

Komucusra ce cbOpa, 3a na pasriena, OLUCHH W KJTacHpa IoaieHuTe odepru 3a u300p Ha
M3IBIHATEN B mponienypa 1o pena Ha I'masa 8 ,,a” ot 3017 cae CICAHUA TpeaMer: ., JlocTaBka,
MOHT&X W rapaHimuoHHo o0cmykBaHe wu HOLABPXKAHE Ha MeTUIUHCKO obopyaBaHe —
MHOroyHKIHOHAIeH anapar sa EKT, ne¢pubpunanms u MOHHMTOPUPaHE Ha CHEWHH ManueHTH o
BB3MOXHOCTH 3a mpeHoC Ha nannm g PealHo BpeMe, BemHO ¢ MemmmmHCKE codryep 3a
TeIeMeUINHA”,

Touro B 14.00 yaca HIpeACenaTes AT Ha KOMHUCHSITA OTKpPH 3acenaHueTo.

Ha zacemanmero ne [IPUCBCTBAXa IMpeACTaBUTENH Ha YYaCTHHKA, CPEeNCTBATA 3a Macopo
OCBENOMsBaHEe WM JPYTH NHIa,



Ha I0JaTelsd, HAUMEHOBAHUE HAa NMOPBYKATa, BXOILAI HOMEP U JlaTa OT JIeJIOBOJHMS PETHCTHP Ha
P3U-byprac.

[Ipencenarens Ha Komucusra moaydyu COUChKa ¢ yYaCTHHIIHUTE.

IIpensioxenne 3a yyacTue B IpOLeAypaTa € HallpaBII CIICTHHS YYaCTHUK:

” L~MEJICUC” OO/, ¢ anpec: rp. Codus 1527, yn. ,,Crapa mranuna” Ne 31-33, er.2,

ouc 5. Odeprara e nomaneHa B P3U —byprac ma 12.11.2014 r. ¢ Bx. No  61-00-

560/12.11.2014 r.;

Cren xato ce 3amo3Haxa ¢ HAUMEHOBAHMETO Ha y4acTHHKA B MPOILeaypaTa 1o peaa Ha [ nasa
8 ,,a7 ot 30I1, BcuukH 4ieHOBE Ha KOMHCHSITA MONbJIHNXA Aekaapanus 1o wi.101r, an.2 3011 3a
oOcrositenictBara mo wi. 35, an.l, 1.2-4 30I1. Ilpencenarensat Ha KOMHUCHSATA OOSIBH Ha YJIEHOBETE,
4e [pH NPOMsHA B IeKIapupaHUTe 00CTOSTEICTBA BbB BCEKU €MH €Tal OT Mpoleaypara, clieiBa
Jla HAMpaBsIT ChOTBETHOTO HOBO JEKJIapHUpaHe.

Benuku uieHOBe Ha KOMHCHSITA ca 3alO3HATH INpeaBapuUTeNHO ¢be 3amosex Ne PJT 18-
09/06.11.2014 rox. na [upexkrtopa Ha P3U- Byprac 3a oOsBsBane Ha myGnuuHaTra MOKaHa,
ChIbpIKallla peJia U yCJIOBHUATA 32 IPOBEX/IaHe Ha IPpoLeaypaTa U crielidPUIHHTE H3UCKBAHMS.

[IpenBun HamMuKeTO caMo Ha €/1Ha MoJjajieHa oepTa B ONpeeIeH s CPOK, KOMUCHSTA HIMa
Jla OIIPEJeNis pell 3a pasriiexkaane Ha OepTH.

Komwucusra xoHcTaTHpa, e IUIMKA ¢ HoAafeHaTa odepra € MOCTHIMIA B ONPENECICHUS OT
BB3JIOKUTEINSL CPOK, B 3arevyataH HENMpo3padyeH IUIHK, ¢ HeHapyIlleHa ISIOCT.

Komucusita npucTbiii KbM OTBapsiHe Ha TOJTydeHara odeprara.

Komucuara onoBecTH JOKYMEHTHUTE, KOUTO Ce ChIBPXKAT B IUIHKA C odeprara U HPOBEPH
CHOTBETCTBHETO MM C HpPUWIOKEHUS  cnuchk. Kommucumsara KoHCTaTupa, 4Ye IO OTHOLIEHHUE
JIOKYMEHTHTE, ChAbpXKALIM ce B IUMKa ¢ odeprara Ha ydactamka ,,MEJICUC" OO/, e namune
CBHOTBETCTBHE Ha T€3U TIOKYMEHTH ChC CIHCHKA.

Ha ocnoBanue, un. 101r, an. 3 ot 30Il, npencenarensT Ha KOMHCHUSATA OOSBU I[EHOBOTO
peJI0KEHUE Ha yUYaCTHHUKA, KaKTO CJIe/IBa:

> LMEJICUC” OO/: 41 232 nB. /ueTupusieceT W eIHa XWISIM JABECTA TPUAECET M

nsa/ nB. Oe3 JJIC uwmm 49 478,40 1B. /detMpuumeceT W JEBET XWISAAM YETHPUCTOTUH

CElEMECET U OCEM JIeBa U UeTupuaeceT cToTUHKH/ ¢ BriarodeH JIJIC.

Komucusara xoncratupa, 4ye ydactHuksT ,,MEJICMIC” OOJl e mpencraBui ogepra 1o
IPHUJIOKEHUS B JOKyMEHTALUATA 32 yUyacTHe 00pa3sell, ONbJIHEHa ChC ChOTBETHATA HH(DOPMALIKS U
KBbM ChINIATa ca MPUJIOKECHH CICTHUTE TOKYMEHTH:

-Odepra, usrorBeHa mo oOpasen. V3pHYHO € MOCOYEHO, Y€ NPH H3IBIHEHHETO Ha
OphYKaTa HAMa Jia Ce MON3BAT MOMU3IIBIHUTENN. YUYacTHHKBT JCKIApHpa, Ye € 3all03HaT C
MPOCKTa HA JIOTOBOP M Y€ € CBIVIACEH M3LIIO C JOTOBOpa. YUYAaCTHUKBT M3PHYHO JEKJIapupa, 4ye
CpoKa Ha BaluAHOCT Ha odeprara € 60 KaneHJapHU JHU, CYUTAHO OT KPAMHUs CPOK 3a MOJaBaHe
Ha odepruTe;

-JlanHu 3a nuieTo/ Aexnapanus/, KOeTo MpaBu mpemioxenuero ¢ nocoyer EVK mo wi. 23 ot
3aKOHa 3a TBPrOBCKHSI PETHCTHD;

-Jexnaparun no un. 47, an. 9 or 3011 3a ymocToBepsiBane mmcara Ha 00CTOSTENCTBA 10 Yl
47, an.1, 1.1 m an.5 ot 3011 oT ynpaBuTeInTE HA APYIKECTBOTO;

-Hexnapamusa nmo wi. 3, T. 8§ U Wi 4 oT 3aKOHA 3a MKOHOMHYECKAUTE M (PUHAHCOBHUTE
OTHOLICHMSI C JPYXeCTBaTa, PETUCTPUPAHH B IOPUCIAMKIMU C Mpe(epeHIHalcH JaHb4YeH PeXUM,
CBBP3aHHUTE C TAX JHUIlA U TEXHUTE JCHCTBUTETHH COOCTBEHUIIN;

- CnHcbK Ha U3MBJIHEHHUTE OT YYACTHUKA TOCTABKH U YCIYTH, KOUTO €a €IHAKBH MM CXO/IHHU
C mpelMeTa Ha OOLIECTBEHaTa MOPBUYKA, MPe3 MOCIECTHUTE TPHU TFOJWHHU, CUMTAHO OT JaTaTa Ha
nojaBaHe Ha odeprara - ¢ HOcOYeHa eHa M3MBJIHEHA TakaBa MOCTaBKa, MpPENCTaBEeHA € U
pedepeHnus 3a usnbiHeHHeTO. CIHUCHKBT ChIbpKa HMH(POPMAIMsS OTHOCHO BUjaa /oOekrta/ -
JI0CTaBKa M MOHTaX, JlaTa Ha CKJIIOYBaHE M IPEIMET Ha JJOTOBOpA, CTPAHH IO IOr0BOPA, CPOK Ha
U3ITBIHEHHETO;

- Ceprudukar ISO 9001:2008 c oOxBat: JocTaBKa, MOHTaXX CEPBH3 HAa MEIMLHUHCKH,
U3MEpBATENIHM, JHArHOCTUYHU U JpPYI'M CHENUAIM3UPaHH H3JeNUs, TIapaHlMOHHA U
U3BBHIAPaHIIMOHHA MOIPHKKA, U TpaHchopMaIIHs.
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- Paspemienue 3a ThbproBusi Ha €Ipo ¢ MEAULUHCKH W3JC/IHS, H3JaleH0 OT M3IIbIHUTeIHATa
areHuus 10 JeKapcTBaTa;

- Oropu3alOHEH JOKYMEHT - YI'BJIHOMOLIUTETHO THCMO OT MPOU3BOAMTENS HA
MEIMIIMHCKOTO 000pYy/IBaHe, 3a TOBA, Y€ YYaCTHUKA € OTOPH3UPaH OT IPOM3BOIUTENS 3a JOCTABKA
¥ rapaHiioOHHO 00CIYKBaHE 1 MOIbPIKaHE Ha IPEATIaraHoTO OT HEr0 MEJIUIIMHCKO 000pyIBaHe;

- Cnuchbk Ha TEXHUYECKHM JIMIA, C KOMTO pasmojiara Y4YacTHHKA, C II0COYBAHE Ha
o0pa3zoBaHHeTO, NpodecroHanHata KBaTuUKanus ¥ NpO(ECHOHATHUS OMUT HA PHKOBOJHUTE
CIY’)KATEM HA yYaCTHMKA M Ha JIMIlaTa, KOMTO Ile¢ ObJaT aHTaXHpaHH M [Ie OTroBapsAT 3a
W3BBPIIBAHETO HA JOCTABKATa U OCTAHAJIUTE JEHHOCTH OT MpeaMeTa Ha oOliecTBeHara Mopbyka;
Ceprudukatu - 2 Opos 3a nsama npexcrasutenu Ha ,MEJICUC" OO]] 3a mpemuHar Kypc Ha
o0yueHHE TIpU NpPOM3BOAMTENS OOyueHHE 3a MONAPHKKA Ha TpeajaraHara MeIuIUHCKa
anaparypa;

- Texuuuecko npeanoxeHue;

- Jleknapanusi cbC CIUCHK Ha JbpkaBuTe- WieHKH Ha EC M chOTBETHHUTE CTPYKTYPH, KBIETO
€ BHEJIPEHa U ce [10J13Ba cUcTeMara 3a NallMeHTCKH MOHUTOPHHT, JehUOpHIaIKs U TeJleMeIUI1MHA
U MEIUIMHCKH coPTyep 3a TeleMeIulInHa,

-CeptuduKar 3a ChOTBETCTBHE Ha MPEAIaraHoTo 00OpyABaHe, B TaBa YMCIO M CTOMKATa 3a
MOHTa&)X Ha JUHeWKaTa, cbC ctanaapt EN 1789;

- Ceprudukar 3a cTemneH Ha 3alIMTa Ha 00OPYIBAHETO 3allMTa Ha 0OOPYIBAHETO 3alIUTA >
IP55 o cranmapt EN 60529.

- TexHHYecKH XapaKTePUCTUKU Ha MEIUITHHCKOTO 000pY/IBaHE;

- CHUMKH Ha TpeUTaraHoTo MEAUIUHCKOTO 000pY/IBaHE;

- Jlexnapanus 3a ToBa, 4e y4aCTHHKBT paslojiara ChC CEpBH3HA 0a3a Ha TEPUTOPHUATA Ha
Penry6nuka Benrapus - B rp. Codust, KbAeTo e OB H3BbPIIBAHO MAPAHIMOHHOTO 0OCTYKBaHE U
NOAIbpIKAaHe Ha MEIUIMHCKOTO 00OpyIBaHE, KOETO HE H3KIIOYBA H3BBPIIBAHETO HA 4YacT OT
JEHHOCTUTE U IIPU BB3JIOKHUTENS, C ONMCaHHe U WHpOopMalus 3a codbcrsenara 6asa. ITocoyeHo e
pabdOTHO BpemMe II0 OCeM 4Yaca B JHHUTE OT IMOHEIETHHK 10 NEThK BKIIOUUTEIHO, OIMHCAHO
TEXHUYECKO obe3rnedyeHne Ha Oa3ara.

-Jlexnapanus 3a CbOTBETCTBHE Ha TPEIIaraHOTO MEIHIIUHCKO 000PyABaHe ChC CHOTBETHHUTE
cranzapty Ha Esponeiickusi cbro3, B T.4. ¢ [upektuBa 93/42/EMMO ma CbBeTa OTHOCHO
MEIUIMHCKHTE U3JeNns, uMa HaHeceHa ,,CE" MapkupoBka, B CHOTBETCTBHE C M3UCKBAHMSATA I10
4l 8 1w 15 o1 3akoHa 32 MEIUIIUHCKHUTE W3 AENIHS;

- Hlexnapauus 3a TOBa, Y€ MEAMLMHCKOTO 000pyJBaHe, B T.4. BCHYKU NPUHAMLICKHOCTH U
KOHCYMATHBH, KOETO € JOCTAaBEHO, Lie ObJe B CPOK Ha I'OJHOCT, KOWTO H3THYA HE II0-PAHO OT
U3THYaHE CPOKA Ha TapaHLIMOHHOTO UM 00CITy)KBaHE U MO IbPIKAHE;

- Jlexsapanus 3a TOBa, Y€ y4aCTHHKBT 1€ OCUTYPsIBa U MOJIBPIKA 3@ CPOKA Ha JIOrOBOPA 32
o0llecTBeHaTa IOpPBYKA JOKYMEHTHpaHa CHCTEMa 3a MpocielsBaHe Oe30IMacHOCTTa Ha
MEJUIIHCKUTEe HW3MCNHs, IyCHATH Ha masapa, W 3a OJIOKMpaHe M H3TErVIsTHE OT Iasapa Ha
MEIMIMHCKUTE U3ZENHUs, [10Ka3aJd HEChOTBETCTBHE C WU3UCKBAHHSTA 33 OE30MACHOCT, CHIVIACHO
U3MCKBaHMATA Ha 4. 82, ai. 3 1 aj. 4 oT 3aKkoHa 3a MEAMIIMHCKUTE U3JIENIHNSL,

- leknapanust OT y9YacTHHKA, Y€ JIOCTABEHOTO OOOpYyABaHE INE € HOBO M HSAMA fAa ¢
JIEMOHCTPALMOHHO U HIMA JIa € PeIUKINPaHO.

- Ceprudukat ISO 9001:2008 Ha mpon3BOIUTENS;

- Ceptudukar ISO 13485 na npousBoaurens;

- IlenoBo npemmnosxenwue;

- Ciucbk Ha JIOKyMeHTUTe W HH(OpManusta, chIbpKalld ce B odeprara, MOMHCAH OT
yYacTHHKA

Komucusara, no nocouenus or yuactHuka EVIK, nmpucThlm KbM 1poBepka B HUHTEPHET
CTpaHMIaTa Ha TbProBCKHsI PErHCThD HA aKTYaJIHOTO ChCTOSIHHE Ha JIPY)KeCTBOTO. PasneuaTkara
OT MapTHaaTa Ha APYKECTBOTO € MPUJI0KEHA KbM HACTOSIIHS MTPOTOKOJI.

Komucusara koncrtatupa, de or crpaHa Ha ,,MEJICUC" OOJI ca mpenctaBeHM BCHYKH
HEOOXOJMMHU JIOKyMEHTH, H3HCKBAHU OT BB3JIOXKHTENS M OTHACAIIN CE 10 KPHTEPUUTE 3a MOAOOP.
ITo ornomenne ,MEJCUC" OO]] komucusTa He YCTAHOBM IHMIICA HA JOKYMEHTH W/WIH
HECHOTBETCTBHE C KPHUTEPHHTE 3a MOAOOp, MNOCTaBEHU OT BB3IOKUTENA, W/HIH Jpyra
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HEPENOBHOCT, (pakTudecka rpemka. [IpencraBeHuTe JOKYMEHTH yIOCTOBEPSIBAT U3IIBIHEHHETO HA
BCUYKH M3UCKBAHUS, IOCTABEHH OT BB3JIOKUTES.

TexnndeckoTo mpeAnokKeHHE Ha YYaCTHHKA € M3TOTBEHO IO IpPe/ICTaBeHHs obpasel; u
OTroBaps Ha M3MCKBAHUATA HA BB3JIOKHUTENS. TeXHUYECKUTE CrIerU(HKAIMKA Ha IpeiaraHnara
MEIMLMHCKA araparypa OTroBapsT Ha MpPEIBAPUTEHO OOSBEHUTE OT BB3INOXKHTEIS H3MCKBAHMS,
[IPE/ICTaBEHU Ca BCUYKH HEOOXOJUMHU JJOKYMEHTH 3a yIOCTOBEPSIBAHE HA TOPHOTO.

Komucusita pasriena npeaokeHUeTO Ha yYaCTHHKA 3a CPOK 3a TapaHIIMOHHO O00CITy)KBaHe
1 MOJIbpKaHe Ha MEIUIIMHCKOTO 00OpylIBaHe /B T.4. Oatepuu/, KOWUTO € 36 /TpuiaeceT u miect/
Mecella, CUUTaHO OT JaraTa Ha MpHUEMaHe OT BB3JIOKHUTEIs Ha MEIMIMHCKOTO O0Opy/aBaHEe 3a
eKcIuloaTanus /0T JaraTa Ha IpUEMaTeIHO-NpPENaBaTeIHUs TPOTOKON 3a TNpelaBaHe Ha
ME/IIMHCKOTO 000py/BaHe Ha BB3JIOXKHTEIS 3a eKciuoaranus/; [apaHIUOHHUST CPOK Ha
KOHCYMaTHBHTE- CEH30pPH M MaHIIOHH — 6 /miect/ Mecena; Cpok 3a TecToBe W MpoQUIaKTHKa Ha
cucTeMara U IMpoBeKJaHe Ha MHCTPYKTaXH Ha JIMIaTa, ONPEeACTIeHH OT BB3JIOKHUTEII— Ha BCEKH O
/iect/ Mecella, CYUMTAHO OT JaraTa Ha MyCKaHETO B JEMCTBUE HA MEIUIIMHCKOTO 00OpyaBaHe /OT
JlataTa Ha IpUeMaTeslHO-IIpeiaBaTe/IHus 3a [IpelaBaHe 3a eKCIUIoaTalys/ 10 H3THYaHe Ha CpoKa 3a
rapaHIHOHHOTO OOCITyXBaHE U MOAIbpKaHe Ha MEJUIMHCKOTO obopynBaHe. Cpok Ha JA0OCTaBKa-
10 2 /xBa /mecena OT moANMCBaHe Ha JOroBopa. KomucusaTa KoHCTaTupa, Ye MpelioKeHHETOo 3a
CPOK 3a rapaHllMOHHO OOCIy)XBaHE€ WU MOJIbp)KaHe, U JI0OCTaBKa, OTroBapsST Ha MHHHMAJIHUTE
M3UCKBaHMATA, IOCTABEHHU B MpOLieAypaTa 3a Bh3jlaraie Ha OOIIeCTBeHATa MOPhYKa.

Komucusra pasriiesa 1eHOBOTO MpeioXKeHHe Ha ydacTHHKaA: 41 232 /deTHpHIeceT U eaHa
Xusau asecra TpuaeceT u asa/ aB. 0e3 JIJIC ummm 49 478,40 /uetmpmumeceT W ACBET XHUIISIH
YETUPUCTOTHH CEAEMJIECET U OCEM JieBa U ueTupuaecer ctotunku/ ¢ BkarodeH 1JC. Komucusta
KOHCTaTHpa, Y€ LIEHOBOTO IPE/JI0KEHUE € M3TOTBEHO B CHOTBETCTBHE C o0Opasena, MpUIoXKeH B
JOKyMEHTalMsATa 3a ydacTHe. Komucusita KOHCTaTUpa, 4e IIEHOBOTO MPENIOKEHHE OTroBaps Ha
M3MCKBAHUATA, IIOCTABEHU B IpollelypaTa 3a Bb3JlaraHe Ha oOmecTBeHaTa mopbuka. [[eHoBOTO
npennoxenue Ha ,MEJICHC" OO/l e mox paMKHTe Ha MakCUMaIHHs (PUHAHCOB pecypc, KOHUTO
BB3JIOKUTENS € onpenenus cbe 3anmoen Ne P/ 18-09/06.11.2014 roxn. na J{upextopa na P3U-
byprac 3a o0sBsiBaHe Ha MyOIMYHATA MTOKAHA.

B pesynrara Ha cBosita paboTa KOMHCHUATA C EIMHOAYIIME pemmmd, 4ye odeprara Ha
enuncTBenus yyactHuk ,MEJICUC” OO/] e B cbOTBETCTBUE C TEXHUUECKHUTE CIICIIH(PUKAIUN 1 Ha
ocnoBanue wi. 101x, an.1 or 3011 mpezayara Ha BB3JIOXKUTENS Ja CKIIOYM JIOTOBOP 3a JOCTaBKa C
yuactHuka ,,MEJICUC” OO/]

IIpencenarenst Onarojapyd Ha Yy4YacTHHIMTE B MpoleAypara M 3aKpd 3aceJaHHeTO |
paboTaTa Ha KOMHCHATA KaTo M PUKAHU KBbM HOJNKMCBAHETO HA HACTOSIIHS TPOTOKOJL.

IIpoToKOIBT HA KOMUCHSTA 3a€/(HO C IIsJIaTa JOKyMEHTANHUS IIIe Ce Mpeaaae Ha Bb3I0KUTEIS
3a YTBBpXK/IaBaHe.

Komucus B cberasn:
[Ipencenaren: 1. /mi/
/n-p Beprunwus [{anosa/
Unenose 2, /m/

/TlaBnuna [{onesa/
/m/
/ barpsina IleTkoBa /
4. /m/
/Manka Jlumutposa/
5. /m/
/max. EMun Mapes/

(o'S)




