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BCUYKH 3AUHTEPECOBAHHU JIMIIA

OBABA 3A CbBUPAHE HA O®EPTH

Ha ocHoBanwme 41.187 ot 3011

J-p Munko MuxoB YneH Ha cbBeTa Ha Aupektopute Ha MBAJI ,JI-p Tora Benkosa” A/l, rp.
['abpoBoO B KaueCTBOTO cU Ha BbanoxuTen cbriacHo 3anoBes N2 P/[-06-510/29.06.2018 r. kaHU BCUYKH
3aMHTepecoBaHU JIMLA, OTrOBapsAllM Ha JOJyIOCOYEHUTe U3UCKBaHHUA, [ja yyacTBaT B Ipoliedypa Io

no/i6op Ha 0depTH, KAKTO CJe/|Ba:

PA3JEJ I IPEAMET HA IIOPBYKATA
1. OnucaHMe mpeaMeTa Ha mopbykata: ,lI[pedocmassiHe Nod Haem Ha .1A6o0pamopHda
anapamypa, 6K/Al04UMmeJ/HO ocuz2ypsieaHe HA CepeU3HOMO 006C/ayXiceaHe U KOHcymamueume u
peakmueume 3a paéoma ¢ anapamypama e MBAJ ,/I-p Toma Benkosa“ A/l“ no cMuchbaa Ha 4.3,
an.1, t.3 ot 30II.

2. O6xBaT Ha obIllecTBeHaTa nopbuka: [IpegocTaBsiHe MoJ HAeM Ha JIabOpaTOpHA anmnaparypa,
C TEXHUYECTH MapaMeTpPyd U M3WCKBaHUSA NoApo6HO onvcaHu B Paszen Il TexHuyecka crnenudukaus,
4acT OT HacTosIaTa 06sBa.

0O6ocobeHa nozuyusi Ne 1 - AemomamuyeH Xxemamos102uyeH aHaaudamop- 1 6poti

0O6ocobeHa no3uyusi Ne 2 - AemomamuueH koazysaomemasp — 1 6poli

IlopbukaTa Bb3/IM3a Ha 06IIa MPOTrHO3HA CTOMHOCT 3a 10 Mecenia : 26 385,00 eBa (aBazeceT

Y IIECT XUJISAU, TPHUCTA 0ceM/leceT U et JyieBa 6e3 BkiodeH /J/IC wau 31 662,00 aB ¢ 4C.

IIpaBHO ocHOBaHue: 4. 187, an.1 ot 30II 3a Bb3/saraHe Ha 06IECTBEHU NOPBUKU Ype3 0651Ba 3a
cbbupaHe Ha odepTu Ha YneH Ha cbBeTa Ha AupekTtopute Ha MBAJI ,JI-p Tora BenkoBa” A/l, rp.

['a6poso.

3. CpoK Ha M3II'bJIHEHUE HA MOP'BYKaTa: [IpefocTaBsaHETO Ha anmapaTHUTE 10/, HAeM € 3a CPOK
ot 10 (meceT) Mecela, CYMTAHO OT JaTaTa Ha MOAIKMCBAaHEe Ha JAOTOBOpa. B cay4aili, ye KbM JaTaTa Ha
W3THU4YaHe Ha CPOKA Ha JIOTOBOpA € OTKPUTA HOBa IPOIleypa 3a B'b3JlaraHe Ha 00I[eCTBeHa MOPbYKaA ChC
CbINMSA MPeaMeT, KOSTO He € MPUK/IIYNUIIA, JOTOBOP'BT 3ala3Ba AeWCTBHUETO CH MPHU ChIUTE YCAOBUSA 10

HEUHOTO IMMPUKJIIOYBAHE U CKJIDYBAHETO HA HOB AOT0OBOP.



4. MsacTo Ha U3I'bJIHEHUe HA NMopbYKaTa: rp. [abporo, y.u. ,JA-p UnueB Jlerckusa” Nel, MBAJI

»J-p Tota BenkoBa” A/l - KiinHn4Ha J1abopaTopusl.

PA3JEJ 11 TEXHUYECKA CIIEHU®UKALINA U UBUCKBAHUA KbM IIPEJAJIATAHUTE 110/
HAEM AIIAPATH:

2.1 060co6ena mo3unusa 1: AemomamuuyeH xemamoJ02u4eH aHaauzamop - 1 6poii c
MpPOrHO3Ha cTOMHOCT 3a 10 Mecena 3a HaeM B pasmep Ha 12193,33 seBa 6e3 BkitodeHo /JI/IC uan
14632,00 neBa c BxkawoveH /1/IC.

2.1.1. TexHW4YeCKU U3MCKBAHUS:

- I'bJIEH aBTOMAT C TPHU/EJHO ArudepeHIIMasHo n36posiBaHe:

- U3cnenBanu napametrpu wmuH. 20: RBC, MCV, HCT, PLT, MPV, HGB, MCH, MCHC, WBC, RDW%,
RDW abs, PCT, PDW, LPCR, LYM abs, MID abs, GRAN abs, LYM%, MID%, GRAN%

- [IpocnepsBane kpuBuTe Ha pasnpepenenue 3a RBC, WBC, PLT

- [Ipou3BOAMTENHOCT : Jla U3paboTBa He MO-Manko oT 60 HMaUeHTHU MpPoOH Ha Yac 3aeHO C
XUCTOTPaMHUTE ;

- CEH30pEeH eKpaH

- ABTOMaTH4Ha ¥ pbYHA KaJMOpaLus Ha NapaMeTPUTE;

- Hucka koHcyManust Ha paG0THU PEaKTUBHU - 2 peaKTUBa;

- Jla npeaJjiara Bb3MOXHOCT 32 JiudepeHIIMPaHO U3C/e/[BaHe HA BEeHO3HA U KalUWJsspHa KPbB Mpe3
OT/IeJIHU BXO/IOBE - 3aTBOPEHA eNpyBeTKa ¢ NpoO6MBaHe /BaKyTelHep/, MUKPOKAIMU/IsSIPKa, BEeHO3HA KP'bB
¢ paspexjaHe - pre-dilution mode;

- C BrpaZieH MoAyJ 32 aBTOMaTU4YHO NOJlaBaHe U aHa/IM3 Ha MbPBUYHHU €NPyBETKH, aCIUpalHOHEH
THII C 6YTaJI0 UJIK C BaKyyM ;

- la umMa nporpama 3a kayecTBeH KoHTpoJ1 SD,CV, Xm;

- Jla u3mbJHsBa aBTOMaTHU4YHa Kopekiius 3a HGB npu MHoT0 BUCOKU cToMHOCTU HAa WBC;

- KoedpunuenTt CV: WBC <1.8%, RBC <1.1%, PLT<3.3%, HGB<1.0%;

- [TameT 3a He mo-masiko oT 50000 po6y;

- Bpp3ka ¢ uHQOpPMALMOHHA CUCTEMA U B KOMILJIEKT C BBbHIIEH/ BbTpelleH 6ap koA detern: 1 X
USB, 4 x USB host, 1 LAN port

- /la e KOMILJIEKTOBAH C MPUHTEP

o [Ipu onpezie/isTHETO Ha IleHATa HA eUH GPOM U3c/e/iBaHe /PECNEKTUBHO IPOTHO3HUSAT MecedeH
HaeM/ yYaCTHHUIMTE CJe/Ba [a Cce CboOpa3sAT, Ye BCHMYKH KOHCYMaTHBH, BJIMU3aT B CTOMHOCTTA HA HaeMa.
3a u34YHCAsABaHE W OMNpeJesisiHe Ha TOYHATa HaeMHa lieHa Bb3noxuTendaTr npejBxAa [a WU3M0J3Ba
peaKTHBH, KOHTPOJIM, KaJUOpaTOPH, U CUCTEMHH KOHCYMaTHBH.

B 3aj/i0)keHUSI OT BB3JIOKHUTENSI NMPOTHO3eH MeceuyeH OpON M3cjAeABaHUS Ca BKJIWYEHH U
aHaJIM3UPAHETO HA KOHTPOJIHUTE MaTepHUay U KaTUOpaluUTe.

2.1.2. [IporHo3eH MecevyeH 6poii Ha u3caeaBaHusaTa 2360 6p,
2.2.2. CpoK Ha JoCTaBKa Ha JlabopaTopHaTa anapartypa: 10 JHM OT AaTaTa Ha CK/IIOYBaHe Ha
AOroBopa



2.2. 060co6eHa mo3unMsa 2: AemomamuueH KoazyaomMmemasp — 1 Gpoii c MporHo3Ha CTOMHOCT 3a
10 mecerna 3a HaeM B pa3Mep Ha 14191,67 sneBa 6e3 BkiatodeHo /J/C wiau 17030,00 seBa c BKJIKYEH
AAC.

2.2.1 TexHUYECKHU U3UCKBAHUS:

- HamrbsiHO aBTOMaTH4YeH GOTOONTHYEH aHAJIU3ATOP 3a IOKA3aTeJUTe HA XeMOCTA3aTa ;

- LED U3TOYHUK Ha CBETJIMHA;

- AHasu3 upe3 omnpejesissHe BpPeMeTO 3a IMoJiydyaBaHe Ha CbhbCUPEK/Koryjaauusi/, XpOMOTE€HHU H
WMYHOJIOTUYHU TECTOBE;

- BB3aMokHOCT 3a u3cienBaHe Ha: [Iporpom6uHOBO Bpeme, APTT, ®utpunoren, ®Paktopu Ha
KpbBoChcupBaHeTo, AHTH-TpoMOUH III, IIporenn C, [Ilporeun S, C-peakTHBeH NpoTewH, D-guMep H
ApYyry ;

- ABTOMaTH4eH NUIEeTOP 3a I03UpaHe HAa MPOOUTe U PeaKTUBUTE - MUH.2 MKJI, MaKC.250 MKJL.;

- [logBMKeH peareHTeH TeMIlepupaH GJIOK C MUHUMYM 15 MO3UIMU 32 PA3/IMYHU 10 06eM KYIUYKH -
06eMu oT 5MJI. 710 20 MJI., C Bb3MOXKHOCT 32 NPEHACSHE Ha XJIaJIJUJTHO ChXPaHEHUE;

- U3MepBaTeJ/ieH KIOBETEH PUHT € 32 M03UIMH, TeMIlepyupaH Ha 379C ;

- /lupeKTHO Mo/ilaBaHe Ha MAalMeHTHU NPOO6U OT enpyBeTKa THUIN "3aTBOpeHa chcTeMa" C pasiuvyHHU
06€eMHU U OT pa3IMYHU TIPOU3BOJIUTE ;

- Bucoko uwyBctBuTeNeH LED poTomersp € 405,570 1 740 nm ;
- CerMeHT 3a MallMEHTCKU MPOOU - MUHUMYM 22 THe3/a 32 pyTUHHU Npo6U U 3 rHe3/a 3a CHelUlHU
npo6u;
- ABTOMaTH4€eH KaueCTBeH KOHTPOT;
- [IpousBoauTesHocT - 3a PT He mo-Masnko ot 130 npo6u/4ac, 3a aPTT He mo-masnko ot 70 mpo6u/4ac,
3a GUOPHUHOTEH - He Mo-Masiko oT 40 mpo6u /4ac;
- CEH30PEH eKpaH 3a BCUUKU NPOLeypH;
- [lporpaMupanu MeTO U - Bb3MOXKHOCT 3a IporpamMupaHe Ha 50 peakTHUBa;
- Hutepodeiicu 3a Bpb3ka : 3 x USB Bk/IBBbHIIEH NpUHTep, 2 X RS 232 cepuiiHu BKJ. 3a 6apKoj,
ckeHep, LAN 3a Bpb3ka KbM UHPOPMaAIIMOHHA CUCTEMA;

- /la e KOMILJIEKTOBAH C MPUHTEP U 6ap Ko yeTel]

¢ /la UMa B'b3MOXHOCT 3a CBbP3BaHe KbM O0JTHUYHA HHPOPMALIMOHHA CUCTEMA..

o [Ipu onpeziesisTHETO Ha IleHATa HA eUH OGPOM U3c/e/iBaHe /PECNEeKTUBHO IPOTHO3HUSAT MecedeH
HaeM/ yYaCTHHUIMTE CJe/iBa [a Cce CboOpa3sT, Ye BCHMYKH KOHCYMaTHBH, BJIU3aT B CTOMHOCTTA HA HaeMa.
3a u34YHCAsABaHE W OMNpeJesisiHe Ha TOYHATa HaeMHa lieHa Bb3noxkuTendaTr npejBrxAa [a WU3MOJ3Ba
peaKTUBH, KOHTPOJIH, KAJIMOPATOPH, U CHCTEMHU KOHCYyMaTUBMU.

2.2.3. TlporHoseH MeceueH 6pol Ha u3scjaeaBanusaTa:1310 6p

2.2.4. Cpox Ha AOCTaBKa Ha JiaGopaTopHaTa anaparypa: 10 AHM OT JaTaTa Ha CK/JIIOYBaHe
Ha J0rosopa

PA3JEJI 111 YCJIOBUA 3A YYACTHUE
1. KaugupaT waM y4acTHHUK B Ipollefiypa 3a OOIeCTBeHa MOpPbYKa MOXKe Jia ObJle BCAKO
O'BJITAPCKO WJIH YYKJAECTPAHHO GU3UYECKO UJIH I0PUINYECKO JIUIe, KAKTO U TEXHU 06eIMHEHUs], KAKTO U

BCAKO Apyro o6pa3013amz1e, KO€TO HMa IpaBO Ad HU3IM'bJHABA CTPOUTEJICTBO, AOCTABKHW HWJIU YCIYTH



CbIJIAaCHO 3aKOHO/IATEJICTBOTO HA A'bp>KaBaTa, B KOSITO TO € YCTAHOBEHO Y KOETO OTTOBapsl HA YCJA0BHUATA,
nocovyeHu B 3011 1 06sIBeHUTe N3UCKBAHUSA B YKa3aHHUsTA 32 y4acTHE.

1.2. Bceku y4acTHHK MOXKe Jla IpeJCTaBU caMo eJHa odeprTa 3a ejHA, HAKOJIKO WJIM BCHYKHU
060cob6eHHu mo3uIuy. He ce nomnycka npeAcTaBIHETO Ha BApHUAHTH.

1.3. CBbp3aHu JMlia 10 CMUCHJA Ha naparpad 2, T.45 oT JombaHuTeNHUTE pa3nopeaou Ha 3011 He
MoOrarT a 6'b/]aT CaMOCTOSITEe/IHA KaHJU/IaTH UK YYaCTHULM B €/]Ha U Chllla MPoleaypa.

1.4. EfHO ¥ cbio GU3UUECKO WM IOPUAUYECKO JIMIE YYACTHUK B Mpole/lypaTa Moxe Jja yyacTBa
caMo B €IHO 06eJUHEHME.

1.5. Bceku y4acTHHK B IIpolle/iypaTa 3a Bb3JjlaraHe Ha 06leCTBeHaTa Mop’bYKa e JJI'bXKEeH J1a 3asiBU B
odepTara cu JaJiv IpH U3ITbJIHEHUETO Ha MTOP'bYKaTa Ille U3I0J13Ba U MO U3ITbJIHUTEIH.

1.6. Jluue, kKoeTO y4YacTBa B 00eJHHEHWE HJMU € JaJ0 CBbrJACUeTO CH W (urypupa KaTo
MOJU3IIbJHUTEN Ha JPYT KaHJAWAAT WIKM Y4YacTHUK, He MOXe Jla M0/laBa CaMOCTOSITEIHO 3asiBJIeHHe 3a
ydacTve uiu opepra.

1.7. OdepTaTa U 3asIBJIEHUETO 3@ YYACTUE Ce USTOTBAT HA 6'bJATaPCKU €3UK.

1.8. He MoKe Jja yyacTBa B IpOBEXAaHaTa 00IeCTBEHA MOPbYKA YIYACTHUK MPU KOWTO ca HaJUIE
obcTodaTesicTBaTA 10 WiI. 54, an.l, 1.1 - 7.5 u 1.7, ot 30I1, KaKTO U 06CTOATEJCTBATA, OIIMCAHU B 00BaTa
BO/IEIH /IO OTCTPaHsIBaHe Ha odepTara.

OcHoBaHusTa 110 41.54, an.1 1.1, 2 u 7 ot 3011 ce ce meknapupar OT JiMlIaTa, KOUTO NMPeJCTaBIAsIBAT
y4aCTHUKA.

KoraTo y4YacTHUKBT ce TMpejcTaB/sBa OT TIOBede OT €JHO JiUIe, [JeKjaapalnusaTra 3a
ob6cToATesicTBaTa 10 41.54, an.1, T.3-5 ot 3011 ce moAnKcBa OT JIMLIETO, KOETO MOXKe CAMOCTOAATE/HO Ja I'o
npeJicTaBJsIBa.

1.9.Y4acTHHK, 3a KOTOTO Ca Ha/IMIle OCHOBaHUA Mo Wwi.54, an.l, T.1-5 u 1.7 ot 30I1 uma npaso aa
NpeJ/iCTaBu [ 0Ka3aTeJICTBA, Ye e NpeJnprues MepKH, KOUTO rapaHTUpaT HeroBaTa HaJeXXHOCT, BbIIPEKH
HaJIMYUEeTO Ha ChbOTBETHOTO OCHOBAaHUE 3a OTCTPaHsBaHe, B CbOoTBeTCTBHUE C Wi1.56 oT 30Il. 3a Tasu uen
YYaCTHUKBT MOXKE J1a IOKAXKe, ye:

a) moracuJ 3aJ’b/DKEeHUsATA 1Mo 41.54, an.l, T.3, BKIIOUUTENHO HAUUCJIEHUTE JIMXBU U/UJIU TJI00U
WJIM Ye Te ca pa3CPOYEHHU, OTCPOUYEHU U 00e3MeUYeHHU.

6) e mJIaTUJ WU € B IpolleC Ha H3ILIalllaHe Ha Jb/LHKUMOTO 00e3leTeHHe 3a BCUYKU BpEnH,
HaCT'bIUJIU B pe3yJITAaT OT U3BBPIIEHOTO OT HEro NpecThbIlJIEeHUE WU HapylleHHe.

B) e M3SCHUJ Hu34YeprnaTesHO PpaKTHUTe U OOCTOATEJ/ICTBATa, KaTO aKTUBHO € ChJeHCTBaj Ha
KOMIIETEHTHUTE OPraHM, U € U3MbJHWJI KOHKPETHU MNpeJNUucaHus, TEXHUYEeCKU OpraHU3alMOHHU U
KaJIpOBU MEPKH, Ype3 KOUTO /]a Ce NPEeI0TBPATAT HOBU NPECTbIJIEHUS WU HAapYyIIEeHUs.

1.10. B ciyyait, ye y4aCTHUK'BT € IpeJipues MePKHU 3a IOKa3BaHe Ha Ha/ieXHOCT 1o 41.56 ot 3011,
Te3U MepPKH Ce ONHCBAT B CBOOOJIEH TEKCT OT yYaCTHUKA U B odepTaTa ce mpujaraT JJ0Ka3aTeJCTBA B
MOJAKpeNn aHa cbuidTe. MOTHBUTE 3a NpUeMaHe WU OTXBbPJsSIHE HAa PeJNPUETUTE OT YUaCTHUKA MEPKH
Y IpeCTaBeHUTE JI0Ka3aTeJICTBA Ce IIOCOYBAT B IPOTOKOJIA OT paboTaTa Ha KOMUCHSTA.

1.11. Y4yacTHUKBT JeKjapupa JMICaTa Ha OCHOBAaHMUS 3a OTCTpaHsBaHe OT Yy4yaCTHE U
CbOTBETCTBUE C MOCTABEHUTE KPUTEPUHU 3a MOAGOpP uUpe3 NpeACTaBsiHE HA JOKYMEHTH, ONHCAaHU B
HacTtosuiata 06s1Ba 3a yyacTue.

1.12. B cayyaii, 4e y4acTHHMKAa y4yacTBa KaTo obGeJAMHeHHe/KOHCOPIUYM, U3OPOEHUTE MO-Tope

HN3UCKBAHHUA Ce IMpuJaraT 3a BCEKH 4YJIEH Ha O6€ﬂI/IHEHI/IeTO/KOHCOpU,I/IYMa o OTAEeJIHO. KoraTto ce



npeaBuxja y4acTve Ha NOAN3II'bJIHUTEJI, IOCOYEHHUTE U3MCKBAHUA Ce IIpUJlaraT U 3a NOAU3II'bJIHUTEJIA, C

orJjieq Ha BU/Ja U AeJia Ha y4aCTHETO.

B cayuaill, 4e yyacmHUK®sm ydyacmed Kamo 06eduHeHue/uau KOHCOpYUYM/, KOeTO He e
pPETUCTPHUPAHO KaTO CaMOCTOSITEJTHO IOPUAMYECKO JIMIE, TOraBa y4YaCTHUIUTE B 0GEIUHEHUETO /U
KOHCOpIIMyMa,/ MOAIMCBAT JOKYMEHT - ClIOpa3yMeHHe WU JI0TOBOP.

JlokyMeHTBT Tpsi6Ba Ja ObJe MpeACTaBeH OT YYaCTHUKA 6 Opu2uHa/A Uu/iu _HOomapuasaHo
3asepeHo Konue.

JOKyMeHTBT TPsA6BA Aa ChAbPrKA KJIay3U, KOUTO rapaHTUPAT, Ye:

» Bcuuku 4ieHoBe Ha 00eJMHEHHETO/ KOHCOpIMyMa ca OTFOBOPHU 3a€JJHO M MOOT/EJHO 32
HU3I'bJIHEHHUETO Ha JOTOBOPA;

» E omnpejesieH npeacTaBIABAIUAT 006eJJMHEHUETO/ KOHCOPIUYMa, KOUTO € YII'bJIHOMOIIEH /ia
33/bJXKABA, /1a 0JIy4YaBa YKa3aHUs 32 U OT UMEeTO Ha BCEKU YJieH Ha 00e/JUHEHHNETO,/ KOHCOPLIMYMa;

» llpeacraBasgBamuaT o6eiMHEHUETO,/ KOHCOPIIMYMaA € YITbJIHOMOIIEH Jla peACcTaByu odepraTa
OT UMETO U 3a CMeTKa Ha 06eJUHEHHETO U ja CKJII0YHU JOTOBOP C Bb3JI0KHUTES;

» CpoKbT Ha 06eINHEHUETO € Hall-MaJIKO 32 BpEMETO, 32 KOETO MOPbYKATa 1€ 6'b/e U3II'bJIHEHA;

» Bcuuku 4ieHOBe Ha 00eJMHEHUETO,/ KOHCOPIIMyMa ca 33/[b/LDKEHHU /1a OCTAHAT B HETO 3a LieJIus
Mepuo/] Ha U3IT'bJIHEHHE Ha I0TOBOPa;

» PasnpejiesieHde Ha JleHHOCTHUTe, TpeJIMeT Ha Bb3JjaraHata OOIIeCTBeHa MOpPbYKa, MEXAY
y4aCTHUIMTE B 00€/[UHEHUETO.

» JleiHOCTUTE, KOUTO Ille U3ITbJIHSABA BCEKU €/IUH YJIeH HA 06e/TUHEHUETO.

He ce donyckam npomMeHu 8 cecmaea Ha o6eduHeHuemo c/s1ed nodasaHemo Ha ohepmama.

KoraTo He e npuioxeH JJOKYMeHT (copa3yMeHUe UM I0r0BOP) 32 Ch3/IaBaHETO Ha 00eHEHNE /
KOHCOPLUMYM WJIM B TMPWIOKEHUAT TaKbB JIMICBAT KJay3W, TapaHTUpallUd W3N'bJIHEHUETO Ha
ropernocoYyeHUTe YCJAOBUS, WJIU CbCTaBbT Ha 00€UHEHHWETO Ce e NPOMeHUJ CJieJ NMOoJaBaHeTO Ha
odepTaTa, yUaCTHUKBT llle O'bJie OTCTPAHEH OT y4yacTHe B Npolle/lypaTa 3a Bb3JaraHe Ha HacToslaTa
06111eCTBEHA MOPBYUKA.

B cayuai, ye yyacTHUK B mpolleiypaTa e o6ejuHeHUe/KOHCOPLIUYM, KOETO He € PEerucTpUpaHo
KaTO CaMOCTOSITEJHO HOPUAWYECKO JIMLle, BCEKH eJUH OT YYaCTHUIUTEe TpsibBa Aa OTroBaps Ha
ONHKCAaHUTE NO-Trope a/MUHUCTPATUBHU HU3uckBaHus no 30II.

Bb3noxkutensar ceriaacHo 4. 10, an. 2 ot 30Il, He nocmaea u3uckeaHe o6eduHeHusiIMa da
umam npaeHa giopma, 3a da yuacmeam npu 8s3/1d2aHemo HaA o6ujecmeeHa nops4YKd, HO nocmass
ycao08ue 3a cs30a8aHe Ha puduyecko Juye, K02amo y4acmHuKsm onpedesieH 3a usnsjaHumed, e
o6eduHeHue Ha huzuyecku u/uau pudu4ecKu auya.

1.13. OcBeH B mocoyeHuTe B T. 1.8 xunoresu, Bb3noxuTenAT Lie OTCTPaHU OT ydacTHE B
npolueaypaTa BCEKH yIaCTHUK, IPU KOUTO € Ha/IULe HAKOe OT CIeJHUTE 06CTOSTEe/ICTBA:

1.13.1 B odepTaTa He e MpeACTaBEH HAKOHW OT HEOOXOAUMHUTE AJOKYMeHTH 1o 4. 39 ot I1I1301];

1.13.2. KOHTO e nmpeAcTaBuI 0PepTa, KOSATO HE OTTOBAPSAT HA IPEBAPUTENHO 00SIBEHUTE YCI0BUS
Ha Bb3soxurens;

1.13.3. kolTO e npeAcTaBUI 0pepTa, KOSTO He OTTOBAPs HA U3UCKBaHUATA Ha Wi 47 oT [I130I1

1.14. Y4yacTHULMTE NOCOYBAT B opepTaTa CH NOJUIN'bJIHUTENUTE U Jiejla Ha OPbYKaTa, KOUTO 111e

WM BDB3JIOKAT, dKO BBb3HAMEPABAT [a HU3I0JI3BAT TaKHBaA. B To3u cnyqaﬁ Te TpH6Ba Aa NpeacTraBAT



A0Ka3aTeJICTBO 3a IIOETHUTE OT NOAU3II'bJHHUTE/IWUTE 3aJbJ/IXKEHHA. HO,ZLI/ISI'I'I)IIHI/ITEIII/ITC TpH6Ba Aa
OTroBapAT HAa CbOTBETHUTE KPUTEPHUH 3ad HO,Z[60p C'b06paSHO BHU/Ja U [eJla Ha MMOPBbYKATa, KOMTO e
HU3II'bJIHABAT, U 3d TAX HE Ca HAaJIMLI€ OCHOBAHHA 3a OTCTPAHABAHE.

1.15. yl{aCTHI/II_[I/ITe MOraT Aa Ce MO030BaBAT M HA KadllaQWUTE€TAa HA TPETH JIMLd, HE3ABHUCHUMO OT
IpaBHATa BpPbBb3Ka MeXAy TAX, IO OTHOLIE€eHHWEe HaAa KpUTEepHUUuTe, CBbpP3aHHU C HMKOHOMHYECKOTO H
Cl)I/IHaHCOBOTO ChCTOSIHUE U TEXHUYECKUT ECIIOCOOHOCTH.

Korato Y4aCTHUKDBT pa3mnoJjiara ¢ peCypCcuTe Ha TPETH Jihla, TOU TpH6Ba Ja MOXe Jla JOoKaXe, 4ye 11e
pa3noJiara ¢ TeEXHHUTE peCypCH, KaTo MpeACTaBU JOKYMEHTH 3ad NMMOETUTE OT TPETUTE JIMLA 3aAbJIXKEHHNA.
TpeTI/ITe JIna TpH6Ba Ad OTTroBapAT Ha CbOTBETHHUTE KPUTEPHUHU 34 HO,E[60p, 3d AO0KAa3BAHETO HA KOHUTO
Y49aCTHHUKDBT C€ I1030BaBa HA TEXHUAT KallallUTET M 3a TAX Ad HE€ Ca HaJHhle OCHOBAHHUATA 3a
OTCTpPaHABAaHE. Bb3/10XKUTENAT U3UCKBA Y4aCTHUKDBT Ad 3aME€HH IIOCOYE€HOTO OT HEro TpeTo JIMLe, dKO TO
He OTroBapd HA HAKOE€ OT TOpHHUTE YCJI0BHAA.

PA3JIEJ IV. KPUTEPHI 3A IO/IEOP

C mocoyeHUTe Imo-a0Jy KpHUTEpHUHU 3a HO,Z[60p BBb3/10XUTENAT € onpeanejnJji MUHHUMAJIHUTE
HN3HMCKBAHHA 3a AOMIYCTUMOCT IO OTHOIIEHHWE HA YHaCTHUIUTE C eJ1 yCTAHOBAHABE HA Bb3MOXXHOCTTA UM
3a HU3MN'bJIHEHHWE Ha INOpbYKaTa. an/I y4aCTve€ Ha O6e,ZLI/IHeHH, KOHNUTO H€ Ca HKHpUAUYEeCKH JIHIaQ,
CbOTBECTBHETO C KPUTEPHUUTE 3a H0ﬂ60p ce JO0Ka3Ba OT 06e,ILI/IHeHI/I€TO Y4aCTHHK, a HE OT BCAKO OT
JINLIAT4, BKJIOYE€HHU B HETrO, C U3KJIIDUE€HHWE HAa CbOTBETHATA pEerucrpanusd, npeacraBAHe Ha CepTI/I(l)I/IKaT
WJin [Apyro ycioBHe, HeO6XO,QI/IMO 3a HU3II'bJIHEHHWE Ha IMOPDbYKAT4d, CbIJIACHO HW3HUCKBAHUATA HaA
HOPMAaTHWBEH WJIN aAMHUHHUCTPATHUBEH aKT U C'bO6paSHO pasnpenejgieHUueTO Ha y4aCTHUEeTO Ha JiMlaTa Ipu

HU3II'bJIHEHHUE HaA ﬂeﬁHOCTHTe, npeaBruaeHO B I0roBOpPa 3a Cb31dBAHE HaA O6€,ILI/IHeHI/IETO.

V.KPUTEPHUM 3A Bb3JIATAHE:
KnacupaHeto Ha odepTHUTe, KOUTO OTrOBapsT Ha H3UCKBAaHUATA Ha BbanoxuTensa uie ce
W3BBPIIU Bb3 OCHOBA HA UKOHOMUYECKU Hall-u32odHa odhepma, Ha ocHoBaHue wi. 70, an.l ot 30I],

ompe/iesieHa Bb3 OCHOBA Ha U36paHUs Kpumepuil 3d 8s3/102aHe «HAli-HUCKA YeHa», Ha OCHOBAaHUeE YJI.
70, an.2, .1 ot 30II.

VI. U3TOYHUK HA ®UHAHCHUPAHE: CpeacTBa oT 610/KeTa Ha JIe4eOHOTO 3aBe/IeHUE.

VII.CPOKBT HA BAJIMJHOCT HA NIPEAJIOKEHUATA He Tps6Ba Aa 6bAe mo-Majko oT 30

(TpuaeceT) KaJIeHAAPHM JHHU U 3aI104Ba Jja Te4e OT KpalHUs CPOK 3a [oJjlaBaHe Ha odepTUTe.

VIII. MACTO U CPOK 3A IIOJABAHE HA O®EPTH 3a yuactue: rp. [abpogo, yi. ,J-p Uiues
Jetckus” Ne 1, nenoBoacteoTo Ha MBAJI ,JI-p Tora BenkoBa” A/l - 'a6poBo, A0 16:304. Ha 30.07. 2018
ro/.

B cayuaii, ye do 16:30 uaca Ha 30.07.2018 2 He ca nojy4eHu Hal-Ma/nko mpu ogepmu 3a 8CSKA
060cobeHa no3uyus , Beaaoxcumenssm we yooeaxcu cpoka coeeaacHo 41.188, an.2 om 3011 do 16:30 yaca Ha
03.08.2018e.



IX. JATA U MACTO HA PA3IVIEXKAAHE HA O®EPTHUTE: IlocThnuaute obepTH Iie 6bJaT
otBopeHu B MBAJI ,/JI-p Tota BenkoBa” A/, rp. 'abpoBo Ha 31.07.2018r. ot 10:004. B 3acenaTesHaTa
3asia (6ubsMoTeKaTa).

OTBapsiHeTO Ha opepTHUTe e MyO6JMYHO M HA HEro MoraT Ja NPUChCTBAT yYaCTHULUTE UM TEXHU
YI'bJIHOMOILEHH [IpeICTABUTE/IU IIPY Clla3BaHe Ha YCTAaHOBEHHA PEXUM 33 JOCTBII 0 CIpaZiaTa, B KOUTO
ce U3BbpIIBA OTBAPSHETO.

B cayuail, ye e ydwsaxceH cpoka Cws2AacCHO 3a noayyasaHe Ha ogepmume 4188, ar2 om 3011
omeapsivemo Ha ogpepmume we 6sde 8 MBAJI ,/I-p Toma Benkosa” A/], ep. [abposo Ha 06.08.20182. om

10:00u. 8 3acedameaHama 3aaa (6ubauomexkama).

U3UCKBAHUA KbM CbA'bPKAHUETO U OBXBATA HA
ODEPTATA

1.1I0OATOTOBKA HA O®EPTATA. OBLIIH I10JIOKEHUA

3a yyacTue B IpoleJypaTa, Y4acTHUKBT cJeJBa Ja MNpeAcTaBU odepTa, HU3roTBeHa IpHU
yCJIOBUAATA U WM3WCKBAHUATA Ha HACTOAIIMTE yKa3aHUA U JOKyMeHTalusATa 3a y4yacTde. Cbljata ce
npeJCcTaBs B CPOKA U Ha afipeca, I0COYeHH B 00SBJIEHUETO 3a 06llecTBeHaTa NOP’bUKa, 0 pe/ia, ONHUCaH B
HACTOSIUTE YKa3aHHUSI.

Y4yacTHULMTe TpA6Ba Aa Npoy4yaT BCUUYKM YKa3aHUs M YCJI0BUA 3a y4yacTHe, AaZleHU B 00sBaTa 3a
yyactve. OTrOBOPHOCTTA 3a MNPaBUJIHOTO pa3y4yaBaHe Ha JJOKyMEHTalUsiTa 3a y4acTHe Ce HOCH
€/JMHCTBEHO OT y4yacTHUIMTe. HeBb3MOXXHOCTTA Ha yyacTHMKaA Ja NpeJoCTaBU LigjaTa UHPoOpMalus,
M3MCKBaHa B JOKYMeHTalMATa, WM NpeAcTaBaAHeTO Ha odepTa, HeOTropapslla Ha YC/J0BUATA Ha
Bb3/10xKUTENA OT AOKYMEHTALUATA, IPU BCUYKH C/1y4au BOAU [0 OTCTPAHSBAHETO MY.

[IpencraBsiHeTo Ha odepTa 33/ ’b/KaBa yYaCTHUKA Jia MPUEMe HAll'bJIHO BCUYKU MU3UCKBAHUS U
yCJIOBUS, TIOCOYEHU B Ta3W 0051Ba, MpU crna3BaHe u3uckBaHUATa Ha 30Il. [locTaBsiHeTO OT cTpaHa Ha
y4YacTHUKA Ha YCJOBHUS U U3UCKBAHUS, KOUTO He OTTOBApAT HA 00SIBEHUTE B IOKYMEHTALUATA, BOAU /0
OTCTpaHsBaHe Ha TO3W YYaCTHHUK OT y4acTHe B NpoleaypaTa.

Bceku yuyacTHUMK MoXe Ja MpejcTaBu caMo ejHa odeprta. Jluie, kKoeTo y4acTBa KaTo
NOAM3II'BJIHUTEJ B 0odpepTaTa Ha pyT yYaCTHHUK, He MOXe /la IpeJiCTaBs caMOoCTosATeHa odepTa.

Y4acTHUKBT Lie ObJe OTCTpaHEH OT ydacTHe B IpoliefypaTa 3a Bb3JlaraHe Ha HacToslaTa
obLiecTBeHa NMOpP'bYKa, ako B odepTaTa CH € MOCTABUJI YCI0BUS U U3UCKBAHUsI, KOUTO He OTTOBApAT Ha
06siBeHUTe B 005iBaTa, WJIM € NpeJCTaBW/ NOBedye OT efHa odepTa, WJIU e NpeAcTaBUI odepTa C
BapUaHTH, WU € NpeJCTaBUJ CaMOCTosiTeJHAa odepTa, BBIpPeKHd 4ye B odepTa Ha APYr Y4YacCTHHUK €
nocoyeH KaTo [loU3II'bJIHUTEI U € NOI'bJIHUII IeKIapalius 3a TOBa 0OCTOSATENICTBO.

OdepraTa ce M3roTBd M NojAaBa Ha ObJArapcku esuk. KoraTo y4acTHUKBT B NOpBYKaTa e
YyXKJEeCTpaHHO OPUAMYECKO JIMIe WIM O00eAUHEeHHe Ha 4YyXKAeCTpaHHU HOPUAUYECKH JIULa,
JIOKyMEHTHTe, KOUTO ca NpeACTaBeH! Ha 4yK/ e3UK Ce NPeJACTaBAT U B IPeBOJ, Ha 6'bJIrapcKy, a caMo B
M3PUYHO IOCOUYEHHUTE B JJOKYyMEHTALUATA CJIy4YaH, JOKYMEHTHUTE Ce IPeACTaBAT B opulMaseH NpeBo/ Ha
O'bJITAPCKHU e3UK.

KoraTo 3a HSIKOM OT NMOCOYEHHUTE JOKYMEHTH € OIpesiesIeHO, Ye MOXe Jla Ce MPeJCTaBAT ype3
«3aBepeH0 OT y4YaCTHHMKa KOIHMe», 32 TaKbB JOKYMEHT Ce CYMTA TO3H, IPU KONUTO BBPXY KONHETO Ha
JIOKyMeHTa Npe/CTaBAsABALMAT YYaCTHUKA e NocTaBuI rpud «BspHO ¢ opuruHaaa», co6CTBEHOPBbYEH

MoAIKC CbC CMH OBAT IO 3aB€pKaATa U CBEX Me4aT - B IPUJIO2KUMUTE CJIydaH.



CpoxkbT Ha BaJUAHOCT Ha odepTUTe TpsibBa Ja O'bAe CbOOpa3eH C OmpefiesieHUs CPOK B
00651BJIEHHETO 3a o6liecTBeHaTa mopbuka - 30 KajeHAApHU JHH, CYMTAHO OT JlaTaTa, IOCOYEHA KaTo
KpaeH CpOK 3a mHojaBaHe Ha odepTHUTe, U NpeJCTaBJsBa BPEMETO, Npe3 KOeTO YYACTHUIUTE ca
06BBp3aHU C YCJAOBUATA HA MpPEACTABEHUTE OT TAX OodepTH. Bb3/N0KUTENAT MOXKe Ja IOKaHU
YYACTHHUIUTE JIa Y'bJDKAT CPOKA Ha BaJIMTHOCT Ha 0pepTUTE, KOTaTO TOH € U3TeKbJ. YUYACTHUK, KOUTO
c/eJ; TIOKaHa W B ONpeJieJieHUs B Hes CPOK He YIbJ/DKHM CPOKa Ha BAaJUAHOCT Ha odepraTa cu, ce
OTCTpaHsIBa OT y4acTHe.

2. U3UCKBAHUA INIPU U3IrOTBAHE U INIPEACTABAHE HA O®PEPTUTE

2.1. Msacmo u cpok 3a nodasaHe Ha oghepmu

JlOKyMeHTHUTe, CBbP3aHU C y4aCTHETO B NpOleAypaTa, ce MPeACTaBAT OT KaHAWJaTa WJIH OT
YYaCTHUKA, WU OT YI'bJHOMOIIEH OT HEro MpeJCTaBUTE] - JIMYHO WM 4Ype3 TOUIeHCKAa WU Jpyra
KypHepcKa ycyra ¢ mpenopbyaHa npaTka ¢ 06paTHa pasnucka, Ha ajpec: rp. [a6poso - 5300, yi. ,/I-p
Wnues Jlerckus” Ne 1, Bceku pa6oTeH JieH oT 08:30 yaca 10 16:30 y., Hali-k'bcHO J10 30.07. 2018 rop.

B cayuaii, ye do 16:30 uaca Ha 30.07.2018 2 He ca nojay4yeHU HAU-MAJAKO mpu ogepmu 3a 8cCsIKA
060cobeHa no3uyusi , Beasoxcumensm we yo0oaxcu cpoka coeaaAdcHo 44.188, an.2 om 3011 do 16:30 yaca Ha
03.08.2018e.

AKO y4YacTHHKBT wu3mpama odeprara 4pe3 IMpenopbyaHa IIOla HJIU KypuUepcKa CJIayx6a,
pa3xo/iUTe ca 3a HeroBa cMeTKa. B To3u ciy4all ToM cjie/iBa Jja U3npaTu opeprara Taka, ye Jja 06e3neyu
HEeWHOTO NMPUCTUTAHE HA MTOCOYEHUs OT Bb3/103kUTe NS aJipec peu U3TUYaHe Ha CpOKa 3a MoJlaBaHe Ha
odpeptuTe. PUCKBT OT 3ab6aBa WM 3ary6BaHe Ha odepTaTa e 3a YYaCTHUKA. Bb3/OXKUTENAT He ce
aHTaXKHUpa Jla CbJeHCTBa 3a MPUCTUraHeTO Ha odepTaTa Ha ajJjpeca U B CPOKA OMNpeJieJIeH OT HEro.
YYacTHUKBT HEe MOXKe Ja HMCKa OT Bb3/okuTens cbJeHCTBUS KaTO: MUTHHYECKO OCBOOOXKJaBaHe Ha
MpaTKa; MoJiydaBaHe Ype3 MOMCKBaHe OT IMOIeHCKH KJIOH; B3aUMO/IeHCTBUS C KypHepH HUJIH JIPYTH.

JlOKyMeHTHTe Cce Ipe/ICTABAT B 3alleyaTaHa HEMPO3pavyHa OMAaKOBKa, BbPXY KOSTO Ce MOCOYBAT:

1. HauWMeHOBaHHWETO Ha KaHJWJAaTa WJIM YYaCTHUKA, BKJOYUTEJHO YYACTHUIIUTE B
06e/IMHEHUETO, KOTATO € MPUJI0KUMO;

2. azipec 3a KOpeCNnoHieHIU, TeJledOH U TI0 Bb3MOXKHOCT - GaKC U eJIEKTPOHEH a/[pec;

3. HAUMEHOBAaHUETO Ha MOP'BYKATA, a KOTAaTO € MPUJIOKUMO - U 060COOEHHUTE MMO3UIINH, 32 KOUTO

ce moJaBat AokyMmeHTtuTe: ,OdepTa 3a yyacTHe B 001IeCTBEHA MTOP'BUKA, C IpeIMET:

~IIpedocmaesHe nod Haem Ha 1A60pamMopHa anapamypa, 8K/1I04umeAH0O ocu2ypsieaHe Ha
cepeuU3HOMO 06C/1yHC8AHE U KOHCyMamueume u peakmusume 3a paéoma c anapamypama e MBAJI

»A-p Toma Beukosa“ A"
060c06eHA MO3HITHS N2 ....coveeremiin i snsnssss v snssvesnn e
4. Monyyaten: MBAJI ,/JI-p Tora BenkoBa” A/], rp. I'abposo - 5300, yna. ,Ji-p WiaueB
Jetckus” Ne 1

Ha KOMHUCHSATA OT Bb3JIOKUTEJS Y NyO6JHMKyBaHeTO My B mpoduia Ha KymyBaya.

2.3. Bs3MO02#CHOCIM 3a yds/1ca8AHe HA CPOKA 3a nodasaHe Ha odhepmu

Bb3/I0KUTENAT ybJXKaBa CPOKOBETE 3a MoJIy4aBaHe Ha odepTH cbriaacHo w188, am.2 ot 30I1.

2.4. [Ipuematre Ha oghepmu / 8psujaHe HaA ohepmu



2.4.1. 3a nonyyeHuTe odpepTH UJIM 3asBJI€HHUs 3a y4aCTHe [IPY Bb3JI0XKUTES Ce BOAU PETUCTBP, B
KOWTO ce 0TOe/I13BaT:

1. nozates Ha opepTaTa UIH 3asBJEHUETO 3a y4acTHE;

2. HOMep, AaTa U 4ac Ha [I0JIy4yaBaHe;

3. IpUYUHHUTe 3a Bp'blliaHe Ha 3asiBJIEHUEeTO 3a y4acTHe Ui odpepTaTa, KOraTo e NPUI0KHUMO.

2.4.2. Ilpy noJsiyyaBaHe Ha 3asBJIEHUETO 3a yyacTHe WM Ha odpepTaTa BbPXy ONlaKOBKaTa M0 YJL.
47, an. 2 ot [I130II ce oTbenss3BaT NOpeAHUSAT HOMED, AAaTaTa U 4YaCchbT Ha MOJIy4aBaHETO, 32 KOETO Ha
IPUHOCHUTEJIA Ce U3/jaBa JOKYMEHT.

2.4.3.He ce npueMar 3asBJIeHHS 3a y4yacTHe U opepTH, KOUTO ca NpesCTaBeH! c/e/i U3TUYaHe Ha
KpaWHUs CPOK 3a I10Jly4aBaHe WJIM Ca B He3alledaTaHa ONIaKOBKa MJIM B OIIAKOBKA C HApyILIeHa LAJIOCT.

2.4.4. KoraTo KpM MOMEHTA Ha W3TH4YaHe Ha KpalHMA CPOK 3a IoJydyaBaHe Ha 3adBJIEHUA 3a
ydacTve Uaud opepTH Npes MsCTOTO, ONpe/iesieHO 3a TAXHOTO NoJaBaHe, BCe Ollle MMa YaKallly JIULa, Te
ce BKJIIOYBAT B CIIMCBHK, KOWTO Ce MOANMUCBA OT NpeJCTaBUTes] Ha Bb3JOXKUTeJs U OT NPUCHCTBALLUATE
Juna. 3asBJeHUATa 3a y4acTue Uad opepTUTe Ha JIMLATA OT CIMCBKA Cce 3aBeXJaT B pervucrbpa Io T.
2.3.1.

2.4.5. B ciyyauTe no T 2.4.4. He ce AoNycka IpMeMaHe Ha 3asBJIEHUA 3a y4acTHe WU 0pepTH OT
JINIA, KOUTO He ca BKJIIOYEHHU B CIIUCBKa.

2.4.6. TlonyyeHUTe 3asBJeHMUA 3a y4yacThe WM odepTHUTe ce NpejaBaT Ha NpejcejaTess Ha
komucusATa o wi. 97, an.1 ot II30II 3a koeTo ce cbCcTaBd NPOTOKOJ € JaHHUTE 110 T.2.3.1. [IpoToKONIBT

Ce MMoAMNKuCBa OT MpeaaBalloTo JIMIEe U OT IpeacedaTtesid Ha KOMUCUATA.

2.5. Cpok Ha eaiudHocm Ha ohepmume

CpoKbT Ha BJILIHOCT Ha 0pEPTHUTE He MOXKe J1a O'bJle MO-KpaThK oT 30 (TpuaeceT) KaJeHJapHH
JTHU, CYNTAHO OT KpalHHUs CPOK 3a MoJiyyaBaHe Ha 0pepTHTe.

CpoKbT Ha BaJIMAHOCT Ha odepTHUTE € BpPeMeTo, Mpe3 KOEeTO YYAaCTHUIMTE ca OOBBpP3aHU C
YyCJOBUSTA Ha NpPEACTaBEeHUTE OT TAX OQEepPTH. Bb3JOKUTENSAT MOXKe Ja MOKaHHW YYaCTHHUIUTE Ja
YABJDKAT CPOKA HA BAJIUAHOCT Ha 0pepTHUTE, KOTATO TOU € U3TeKbJl. YUACTHUK, KOUTO Cjie/l TOKaHA U B
ompejiesieHHsl B Hesl CPOK He Y'bJ/DKH CPOKa Ha BaJIMJHOCT Ha odepTaTa CH, Ce OTCTpPaHsiBa OT y4acTHe.

Odepra c mMoO-KpaTbK CPOK Ha BAJUAHOCT Ille O6bJEe OTXBBbpJEHA OT Bb3yj0oKHUTENd KaTo

HeCbOTBETCTBAIlld HA U3BUCKBAHHUATA.

3. MUHUMAJIHU U3UCKBAHUA 3A JIOKA3BAHE HA TEXHUYECKUTE Bb3MOKHOCTHU:

3.1. YyacTHUKDBT Tpsi6Ba Ja mpejjara MeJULHUHCKO 06Opy/ABaHE KOETO IMpUTeXaBa BalUJHA
crMcTeMa 3a yIpaByieHHe Ha KadecTBoTo mo cranzapt BJC EN ISO 13485:2008 wiau eKBHUBasIeHTHaA
CcHMCTeMa 3a ympaBJjieHHe Ha KayeCTBOTO, M3/JafieH OT akpeAUTHPaHa HHCTUTYLWs WA areHuus 3a
ynpaBJ/ieHHe Ha Ka4eCTBOTO, C 00XBaT €/JHAK'bB UJIH CXO/IeH C IpeAMeTa Ha IOpPbYKaTa.

Csomeemcmauemo ¢ hocmageHomo u3uckeaHe ce JOKa3g8d ¢ konue Ha 8aaudeH cepmugukam, uzdadeH
om akpedumupdHa Auya 3a ynpasJjeHue HA Ka4ecmsomo Ha meduyuHcku usdeauss no cmaHdapm ISO
13485:2003 unu ekgusaseHm



3.2. Y4acTHUKBT Ja € BHEJPWJ U Ja MpuJara CUCTeMa 3a ymnpaBJjeHHe Ha KadectBoTo EN ISO
9001:2008 usin MO-HOB WUJIM EKBHBAJIEHTEH, C 00XBAT, CXO/IEH C MMpeJIMeTa Ha HACTOsIIATa MpoLeaypaTa

¢ /npozax6a, cepBU3 U NOAJPBKKA HAa MeIMIIMHCKA anapaTypa/.

Csomeemcmesuemo ¢ nocmaseHomo U3UCKeaHe ce doka3ea ¢ konue Ha eaaudeH cepmugukam,
uzdadeH om akpedumupaHa Auya 3a ynpas/ieHue Ha Kayecmsomo, ydocmogepsisauju ceomaemcmauemo
HA cmoKume csC coomeemuume cheyuguxkayuu uau cmaHdapm I1SO 9001:2008 uau exkeusasieHmeH C

06xeam npodaxcba, cepsu3 u noddpasicka Ha MedUYUHCKA anapamypa.

4. CbABbPXAHHUE HA OITAKOBKATA:

BcHMYKM AOKYMEHTH ce MOCTaBAT B OMaKOBKaTa ¢ odeprara. OmakoBkara TpsiGBa Ja
CbAbPiKA C/IeJHUTE JOKYMEHTH:

1. OdepTa, cbaABbpIKaLlA JAHHUTE Ha yYaCTHUKA — momb/iHeHA Mo OBPA3EI] Ne 1

2. JlokyMeHTH 3a Jj0Ka3BaHe Ha NMpejNpUeTHTe MEPKHU 3a HaZeXKJAHOCT, KOraTo € MPUJIOKHUMO,
MOCTAaBSAT Ce B 0011[aTa 3aMe4yaTaHa Hepo3pavyHa ONaKoOBKa;

3. Ilpu ydyacTHUK obGeJuHEHHE — AOTOBOP 3a 06eJJMHEHHE — 3aBEPEHO OT YYaCTHUKA KOMUE C
rpud ,BspHo c opuruHaia“, noctaBs ce B obljaTa 3aneyaTaHa Helmpo3payHa onakoBKa; [Ipu ydyacTHUK
o6e/IMHEHUE, KOETO He € IOPUIUYECKO JIUIle — IOKYMEHT, OT KOWUTO /ja € BUJHO MPAaBHOTO OCHOBaHUeE 3a
Ccb3ZlaBaHe Ha 00eJMHEeHUETO, ChrjacHo wi. 37, at. 4 IIII30I1 - 3aBepeHO OT y4YaCTHHKA Komue C rpud
,BSIpHO c opurrvHasa“, nocTass ce B 06I11aTa 3aeyaTaHa Helpo3pavyHa OMaKoBKa;

4. Jlekynapanus OT NOAU3I'BJAHUTEN (B cjlydal, 4e O'bJle U3MNOJ3BaH TAaKbB) — OpPUTHHAJ C
MOJIMKMC U MOKBP IIeYaT, OCTaBs Ce B 061aTa 3arnevyaTaHa Hermpo3padyHa onakoBka - OBPA3EIL] Ne2;

5. Jeknapanus 3a OTChCTBHE Ha obcTosiTesicTBaTta mo 4. 54, an. 1 T1.1-2 u T.70T 30I],
CbIVIACHO MPUJIOKEHUS KbM JJOKYMEHTAI[MsATa 06pa3el] - OpUTrHHaJ C MOJMNUC U MOK'bD MeYaT, IOCTaBs Ce
B 06111aTa 3aleyaTaHa HeMpo3payuHa ONaKOBKa;

6. [Jlekapanus 3a OTCbCTBHE Ha 06CTOATE/ICTBATA MO 4. 54, an. 1, T. 3-5 ot 30II - opuruHan c
MOJIKYC U MOKBP Ile4aT, IOCTaBs ce B 0011laTa 3areyaTaHa Helpo3pavyHa ONaKoBKa;

OcHosaHussma 6 dekaapayusma no ua. 54, aa. 1, .m. 1, 2 u 7 ce omHacsam 3a Jauyamd, KOumo
npedcmaes.isisam yuacmuauka/kKaHoudama, 4/aeHogeme HA ynpasumesHu U HAJ30pHU Op2dHU U 3a dpyeu
AUYd, Koumo umam npagomoujusi da ynpaxcHs18am KOHmMpOoJ1 Npu 83eMAaHemo Ha peweHus 0m me3u opeaHu.

CvenacHo ua. 97, an. 6, om [I130I1, dekaapayusima 3a Aauncama Ha o6cmosimesacmseama no 4. 54,
an. 1, m. 1, 2 u 7 301l ce nodnucea om auyama, koumo npedcmasaagam yuacmHuka. Koeamo yvacmHuksm
ce npedcmasisi8a om nogeve om edHo Jauye, deKaapayusima 3a obcmosimesacmeama no ua. 54, an. 1, m. 3 -5
30II ce nodnucea om /1uyemo, Koemo Moxce camocmosimeaHo da 20 npedcmas.is8d.

YuacmHuk, 3a koeomo ca Haauye ocHoeaHusi no u/a. 54, asa. 1, uma npaso da npedcmasu
dokazamescmea, 4e e npednpuea MepKu, KOUMO 2apdHmupam He208ama HadexcoHocm, 8shpeKu
Ha/IU4uemo Ha cs0MeemHOMo 0CHO8AHUe 3a omcmpaHsagaHe. 3a masu yesa y4acmHuksm moxce 0a doKaxce,
ye:

1. e nozacus 3adwsaxceHusama cu no 4. 54, an. 1, m. 3, ekarouumenHo HayucaeHume AuxXeu u/uau
2/106U UAU Ye me ca pa3cpoyveHu, Omcpo4eHu uau ob6e3nedeHu uau ca no akm, Kolimo He e 8.15136.1 8 CUd.

2. e niamua uau e 8 npoyec HA u3n/aaujaHe Ha O0saXCUMO o6e3wemeHue 3d BCUYKU 8pedu,

Hacmenusiu e pe3y/imam om u38spuleHono om He2o npecmsen/eHue u/au HapyuleHue,



3. e ussacHua usyepnamesiHo hakmume u ob6cmosimescmeama, KAMo akKmueHo e cesdelicmeasa Ha
KoMhemeHmMHUme Op2dHu, U € U3N®/AHU/A KOHKpemHUu npednucadus, mexHu4ecku, Op2aHU3AYUOHHU U
Kadposu MepKu, upe3 Koumo dd ce npedomepamsim Ho8U NPpecmsn/aeHUs UAU HAPYWEeHUs.

7. Konne Ha BanujieH cepTUPUKAT, WU3A3aJleH OT aKpeJAUTHPAHU JMIA 3a ylpaBjeHHe Ha
KadyeCcTBOTO Ha MeJULMUHCKU HU3JeJrs MO0 CTaHAapT ISO 13485:2003 wuaM eKBHUBaJIeHT Ha
Mpes0CTaBIHOTO MEJUIMHCKO 000pyABaHE.

8. Konue Ha BanuzeH cepTuduKar, U3[ajleH OT aKpeJUTUpaHa JMIA 3a yIpaBjeHUe Ha
KayeCTBOTO, Y/JOCTOBepPSABAIIM CbOTBETCTBUETO HA CTOKHUTE ChC CbOTBETHHUTE CHelUPUKAIUN HIH
ctanaapt 1SO 9001:2008 uyin eKBUBaAJIEHTEH C 0OXBAT MPOJaX6a, CEpBU3 U NMOAAPBKKA Ha MeJUIIMHCKA
anapaTtypa M3/ajJieH Ha UMeTO Ha yYaCTHHUKA.

9. TexHUYECKO NpeAJOXKeHUE ChAbPKaIl0:

a) IOKYMEHT 3a YII'bJIHOMOIIIaBaHe, KOTATO JIUIETO KOETO No/ANNUCBa odpepTaTa, He € 3aKOHHUST
MpeACTaBUTEJ HAa YYaCTHUKA — OPUTUHAJ WJIM HOTapHUaJIHO 3aBEPEHO KOIUE;

6) TexHUUYeCKO NpEeJIOXKeHUE 332 U3I'bJHEHHE Ha MopbyukaTa B ChOTBETCTBUE C TEXHUYECKATa
crenpUKaIMsa U U3UCKBaHUATA Ha BBb3JOxKUTeass — CoriacHo OBPA3EL] Ne 3- momaBaT ce TOJIKOBa
[IpensiockeHue 3a U3ITbJHEHHE Ha MOP'BYKATA 33 KOJIKOTO 060COOEHHU MO3UIUM YIYACTHUKBT y4acTBa.

B ) Jlekyiapanus 3a CbIVIaCHE C KJIay3UTe Ha MPUJIOXKEHHS NMPOEKT Ha JIOr0OBOP U IpeAJiaraHUuTe OT
y4yacTHUKa cpokoBe — CbriacHo OBPA3EL Ne 4;

I') OpUTMHAJIHU KaTaJjo3Uu U Gpoulypu Ha odepupaHaTa JlabopaTopHa anaparypa, OT KOUTO Ja e
BUJIHO CbOTBETCTBHUETO C ocoueHUTe B [IpessiokeHue 32 U3MI'bJHEHHE HA TOPbYKATA B CbOTBETCTBUE C
TexHU4YecKaTa cneluduKanusa U U3UCKBAaHUSITA Ha B'b3JIOKUTEJIS.

10. Jexmapanusa 3a kKoHOHAeHIMAJHOCT 10 4. 102, an. 1 ot 30Il - B NpUJIOKHUMHUTE CAyYau —
OpHUTHHAJ C IOAINC U MOK'BP IeYaT, IOCTaBs Ce B 00II[aTa 3alleyaTaHa Hellpo3pavyHa OIaKOBKa;

11. «lleHoBo mpejioKeHHe» (M3roTBEeHO MO o6pasen Ha xapTueH Hocures) — OBPA3EILL Ne 5. -
noJlaBaT ce TOJIKoBa o6pasinu -l[lpeAsaraHu 1leHOBHM NapaMeTpPU 3a KOJIKOTO 000CO6eHU MO3UIUU
Y4aCTHUKBT y4acTBa.

YkazaHus: lleHume 3a usns/aHeHUe HA ycjAyzama ho HAcmosuwjama nopsyka csaedea da 6sdam
KpatiHu, nped/103ceHU 8 /1eea ¢ movyHocm do 8mopusi 3Hak cied decemuyHama 3anemas ¢ sxkarover [/]C.

HauuH Ha yeHoobpasysaHe: YuacmHuksm 6 npoyedypama cedea da nocoyu eQUHU4YHU YyeHu Ha 1
6poli uscsedsaHe U3BwvPUIEHO HA CoOMBeMHUS anapam. [Joeaxcumusm HaeMm, Kolimo uje 6sde 3an1aujaH no
dozo60opa 3a usnws/AHeHUe HA nopsvukama ce hopmupa HA 6A3a U38BPUIEHU U3C/Aed8AHUS HA CHOMBEMHUS
anapam 3a Csb0m8emHus Mecey, Kamo OpueHmuposs4Hume 6poll u3csaedeaHusi Ha 68ceKu anapam ca
nocoueru ¢ ILU3UCKBAHUA KbM IIPE/IVIATAHUTE [10/1 HAEM AITAPATH.

IIpedaoxcenama yeHa e KpaliHa 3a u3ns/AHEeHUEMO HA nopsYKama u caedsa da 06xeaujd: HAEMHA YeHa
3a npedocmassiHe HA anapama, MOHMupaHe U nyckaHe & excnioamayusi 8 MBAJ/1 ,,/I-p Toma Benkosa“ A/],
00y4eHUe Ha NepcoHajd, pa3xodu 3d cepeu3Ha NododpwiCKA om cepeuUsHUmMe cneyuaaucmu Ha gupmama
docmag4uk, noOMsIHA HA pe3ep8HU 4Yacmu / 8KAYUMEHO eneKmpodu/u KOHCyMamueu 3a cMemka Ha
HaemodameJs, CoOomEeMHUME peakmuseu 3d U38BPUIEAHEMO HA CbomeemHume 6poll u3c/aeds8aHus,
noco4eHu 3a 8ceKu anapam.

CepsusHomo o6cayxceaHe obxeawa ecuvku deliHocmu no npoguiakmuka, mekywu U OCHOBHU

peMOHMU HA Cs0mMmeemHus anapam, eK/1rn4umesiHo 3ape3fc0aHe C KOHCymamueu u peakmueu, pesepeHu



uacmu u 8s63/1U. CpOK’bm 30 om30ededHe HA cepeUsHUmMe cneyuasaucmu csnedsa da 6s0e He no-20459M om 24

uaca om nosiyyaedHe HA cucHas1 3d noepeda/l-lee’bswoafc;-locm 3a pa6oma Hd CeOomeemHusi anapam.

JOTI'OBOP U TAPAHIIUA 3A U3ITBJIHEHUE

1. /JloroBopuTe 3a o06lecTBeHaTa NOpPbYKA le OBAAT CKJAKYEHU CcJjeJ, uU3bUpaHe Ha
WU3I'bJIHUTENH, N0 MpPeJOoCTaBeHU KbM HaCcTosllaTa AOKYMeHTallus MNPOEKTH Ha JI0roBop. TAXHOTO
M3MeHeHUe ce I0MycKa:

- B caydauTe 1o 4wi.116 1.2-6 ot 3011

- Ha ocHoBanue 4a.116, T.1 oT 30II - IIpy HamaseHHMe HAa [OTOBOPEHUTE €JUHUYHHU I|€eHU
Y/WJIY IPOLIEHT OTCT'bIIKA B [10J13a HA B'b3JIOKUTEIS.

2. l'apaHuyud 3a U3N'bJIHEHUE:

FapaHuusi 3a U3MbJHEHUE ce MpPeAoCTaBsd OT CIedyeJUIus Y4acTHUK NpPU Clla3BaHe Ha
n3nckBaHuATa Ha 41.111 ot 30I1. CruiaTa e B pa3aMep Ha 2% OT NpOrHO3HATa CTOMHOCT 3a CbOTBETHATA

o6ocobena no3unus 6e3 J1/1C.

OBMEH HA UHOOPMALIUA

1. Bcuuku gelicTBuA Ha Bb3y02kuTe 11 M HA y9aCTHULMTE, CBbP3aHU C HACTOALATa Npouesypa
clesBa a 6'baT 06EKTUBUPAHU B IMCMEH BUJ,

2. 0O6MeHDBT Ha MHPOpMALMs, MOXKe Jla Ce U3BBPIUM N0 NolaTa, o $akc, N0 eJeKTPOHEH I'bT,
IpU YCJOBUATA U MO pela Ha 3aKOHA 3a eJIeKTPOHHMS JOKYMEHT U eJleKTPOHHUS NMOJNUC WJU 4ype3
KOMOMHaIMs OT Te3U CpefcTBANo u360p Ha BbanoxuTens.

3. OOMeHBT M CbXpaHsIBAaHETO Ha MHPOpMalMs B X0/Ja Ha NPOBEX/JAHETO Ha MpoleAypaTa 3a
Bb3/laraHe Ha oOllecTBeHa MOpbYKAa Ce U3BbpPIIBA [0 HA4YMH, KOWTO TrapaHTHUpa LeJOCTTa,
JIOCTOBEPHOCTTA Y IOBEPUTENHOCTTA Ha OpepTHUTeE.

4. 3a BCHYKHM HeypeJieHU BBIPOCH B HACTOsALlAaTa JOKYMeHTalus 3a y4yacTue lie ce Npujarar
pasnopen6ute Ha 30II, [II13011 u gpyruTe AelicTBellM HOPMAaTUBHU aKTOBE, CBbP3aHU C NpeAMeTa Ha

O6LL[€CTB€HaTa MMOpBbYKa.

MHPopmaumaTa e 3a/1MyeHa Cbr/1acHO
un.2 nun.4 or 3314

JaTta:23.07 2018 . /u-c/
Munko Muxos - YiieH Ha
CbBeTa Ha JUPEKTOPUTE HA

MBAJI ,A-p Tora BenkoBa” A/l, rp. FaGpoBo



