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CbADBPKAHMUE

HA IOKYMEHTAIHATA 32 yYacTHe B IPOLEAYPA 32 Bb3JIaraHe
Ha o0mecTBeHa MOPBbUKA, chIvIacHo Wi, 31, aia. 1 ot 3011

1. Pemenue 3a oTkpuBaHe Ha Mponeypa 3a Bb3JaraHe Ha oOIIECTBEHA MOPBYKa —
B OTAEJIEH (aiiL.

2. ObsiBlIeHHE, C KOETO Ce OIOBECTABA OTKPHBAHETO HA MPOIEIYpaTa — B OTAENEH
aiin.

3. Texnnyecka cierudukanms.

4. Merozvka 3a onpejensHe Ha KOMIUIEKCHATa OLieHKa Ha odepraTa.

5. YKa3aHH 3a IOArOTOBKa Ha odepTara.

6. [IpoekT Ha I0rOBOp ¢ MPHIIOKEHHS KBM HETO.

7. Obpasiy Ha TOKYMEHTH — B OT/ejIeH (aiin:

7.1. Ilpunoxenne Ne 1 - sanpbmkutesnen obpaser: LleHoBo mpeanoxeHue;

7.2. Ilpunoxenne Ne 2 - sappmkutenen obpaser: TeXHMYECKO IPeIOKEHHE:,

7.3. Ilpunosxenne Ne 3 — 3axbimkuTeneH obpaserr; Hexnapamnus mo un. 59, an. 1, 1.
3, BB Bp. ¢ Wi 53, am. 2 or 3akoHa 3a MEpKHTE Cpemly H3NHpaHe HA [apH, 3a
HICHTHQHUIMPAHETO HA (U3MYECKO JHIe, NACHCTBATENeH COOCTBEHHK Ha FOPHIMYECKO JIULE
Wi apyro obpasosanue. [Ipeactaps ce Npu MOAMKMCBAHETO HA JOroBOpa 3a OOIIECTBEHA
IIOPBYKA.

8. CranmapteH ofpa3sell Ha €IMHHHs €BPOIEHCKH JOKYMEHT 3a OOLICCTBEHH
nopwukd (eEEJIOIT) — B *zip daiin.
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TEXHUYECKA CHELU®UKALA

1. O0mu H3MCKBAHMS 32 KAYECTBO HA MEQHIHACKATA anaparypa:

1.1. la oTroBOps Ha M3MCKBAHUATA HA 4l 82, an. 1 ot 3akoHa 3a MEIHIIHHCKUTE

usaenus (3MU).
1.2. Jla nma MHCTPYKIHMS 38 ynoTpeba Ha OBNrapcku e3uk.

1.3. Menununckara anapaTypa na e (abpuuno HOBa, HeymoTpeGsBana,
HEPCLHKINPaHd, HEICMOHCTPALHOHHA | IPOM3BE/ICHa He 10-PaHO OT 6 (LIecT) Mecena npeu
KpaiHaTa JaTa 3a puemMaHe Ha odepTuTe, nocoyeHa B OOSBICHHETO, ¢ KOETO CE OMOBECTSIBA

OTKpHBaHETO Ha IIpoLeaypara.

2. TexHHYeCKH H3UCKBAHUA KbM MeIHIHHCKATA anapartypa:

Ne Texnuueckn mokasaresnn Texnuuecku
H3UCKBAHHS KbM
TeXHHYECKHUTE
NOKa3aTeu
1 |Ienrpu:
1.1 |OtBOp Ha renTpH He I10-MaJIko o1 70 cm.
1.2 | ®u3uyecKkd HAKIOH HA FEHTPHTO MHH, =+ 30°
1.3 |Pascrosgaue oKyc-H30UEHTHD He noBeyde ot 60 cM
1.4 |Hamrame Ha GyToHu 3a 6Bp30 NO3UIIHOHKMpPAHE Ha MalleHTa HaJInume
2  |IlanmenTHa Maca:
2.1 |ObxBar Ha CKeHupaHe MHH. 160 cm
2.2 |MuHMMamHa TOBapOHOCHMOCT Ha Macara Ipu MHEH. 200 kr.
rapaHTHPaHe Ha TOYHOCTTA Ha NO3HIIHOHHPAHE
23 |Axcecoapu 3a NO3MIMOHHpaHE H O0OE3/BMIKBAHE Ha HaTHIne
NalueHTa
3 |PeHTrenoB reneparop:
3.1 |Mommoct MHH. 50 kW
3.2 |ObxBar Ha HampeKeHHe MuH. 80 — 130 kV
3.3 |ObxBar Ha aHOJHHUS TOK MHH. 20 — 300 mA
4 |PenTtrenoBa Tpn6a:
4.1 |Tun Ha peHTreHoBarta TphOa JABy(hoKycHa
4.2 |EQexTHBeH TOINIMHEH KananuTeT Ha TphOaTa™ MuH. 6.0 MHU*
4.3 | TommootnaBane (oxnaxaHe) MuH. 800 kHU/min
4.4 |Ilnour Ha dokycuTe (cvriaacuo [EC 6033 6:2005) Ila ce IOCOYH
5 |derexkTop:
5.1 |Tun Ha jerektopa TBBPAOTEJICH
5.2 |Bpoii nerekTopHH penoBe MHH. 64
5.3 |Ha#i-TBHKHS IETEKTOPEH €JIEMEHT 110 Z-0CTa Makc. 0.625 MM
5.4 |HaarbKHO MOKpHTHE Ha JeTeKTopa (z-HampaBrenue) MHH. 30 Mm/poTanus
5.5 |Bpo# neTekTopHH Kasam Ha pex Mun. 672
6 |CxanupaHe M peKOHCTPYKIHSI:
6.1 |MHHHMAaIHO BpeMeé Ha IIBJIHO 3aBbpTane (360°) wa| ue moseue ot 0.6 cek
CHCTEMAaTa PEHTI€HOBA TphOa-/IeTeKTop
6.2 |IIpoABIKMTENHOCT Ha HENpeKbCHATO CHMpaIHO| He no-Maiuko ot 100
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CKaHHUpaHe ceK
6.3 |Ctenka (pitch) mpu cupaino ckaHupane J1a C€ TIOCOYH
6.4 |Bpoii mosyyenu cpe3oBe/porauns (Ipu aKBU3aIMs) MUH. 32
6.5 |Hanuume Ha BB3MOXKHOCT 3 [OC/IEIBAIIO HAATPAKIAHE HaJIM4ue
J10 PeKOHCTpyKuKs Ha 128 cpesa/porauus
6.6 |[leOenuHa Ha pEKOHCTPYHPAHHTE CpPE30BE MpH Makc 0.7 Mm
CIIMPAIHO CKaHHpaHe
6.7 |Marpuna Ha BH3yaIu3anus muH. 1024 x 1024
6.8 |Martpuia Ha peKOHCTPYKIUS MHH. 512 x 512
6.9 |CkopocT Ha peKOHCTpyKuus NpH MaTpuua He mo-| muH. 20 oGpasa/cex
Masiko oT 512 x 512
6.10 |Tlone na Busyanusamus (FOV) npu peKOHCTPYKITHSI MHH. 50 cM.
6.11 |BHCOKOKOHTpacTHA pa3geNuTelIHa ClIoCOOHOCT MHH. 15 lp/cm.
(@ 0% MTF)
6.12 |MrepaTHBHA TeXHHKA 3a PEKOHCTPYKLHS C HAMAJCHHE HaJlu4yue
Ha go3ara > 50 %
7 |OnepaTopcka KOH30.1a:
7.1 |KanauuTer 3a cpXpaHeHue Ha 06pas3n He 1mo-Maiko ot 500
000 nHexommnpecupanu
obpasa
7.2 |lIBeTeH mucnnen PE30IIIOL S MUH.
1280 x 1024 u
pasmep MuH. 19"
7.3 |Yerpoiicto 3a 3ammc/apxuBHpane Ha o6pasu B DICOM HaJIH4ue
¢opmar Bepxy CD/DVD
7.4 |USB 2.0 nopr 3a Tpacdep Ha naHHH HaJTaue
7.5 |Codryep 3a CbIOB aHATHI - ABTOMATHYHO CETMEHTHPAHE HaJIn4He
(oTHEnsAHEe Ha KOCTH U KPBBOHOCHH ChJIOBE)
7.6  |Ilporpamu 3a 3D pekoHCTpyKuus: B peanHo Bpeme MPR, HaJlMuKe
3D SSD, obemHo penaupane (VRT)
7.7 |Ilporpamu 3a 06eMHH H3MEPBaHKA H AHHAMUYHA OLIEHKA HaJIM4ne
7.8 |Bp3MOXKHOCT 33  JQMpeKTHa,  oOpraHHo-Ga3mpaHa Hau4Ine
HacTpOHKa HAa  rpaHMLUTEe 33 CKaHWpaHe u
PEKOHCTPYKIIHSI
7.9 |ApromMaTHYHa HAacTpOMKa TroNeMHMHATa Ha TOKAa Ha HaJT4ue
peHTreHoBara Tphba B peaHO BpeMe, B 3aBUCHMOCT OT
aHaTOMHSTA Ha NalHeHTa
7.10 |IIporpama 3a anruorpadckd m3ciaemBaHus - KT HaJIM4He
aHruorpapuu
7.11 |Pexynmpane Ha apredaktd B KT wusobpaxenmusra, HaJIMYHE
IPUYMHEHH OT METAJIHHA HMIUIAHTH
7.12 |Tlporpama 3a JAMHAMUYHO TPOCIESBAHE HACHTEHOCTTA HaIM4ue
Ha KOHTpacTa
7.13 _|ITaker 3a 06eMHO H3ClIeIBaHE HA MO3bYHA EpDy3Hs HaJlHvue
7.14 |Hanuume Ha CIIENHATH3UPAHH TIEJHATPUYHH POTOKOJIH 3a HaJlu4yue
CKaHMpaHe IPH HHUCKA J103a
7.15 |BB3MOKHOCT 3a PEKOHCTPYKuMs Ha OOpasd, MOJyHeHH HaJIMyHe
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[IpH CKaHWPAHE C JIB€ eHEPTHHHYN HHUBA

7.16 |Ilporpama 3a aHammM3 u YOpaBJI€HHE Ha jgo3ara — HaJIU4He
usrotesne Ha DICOM crpykrypen panopr. Ynpasneuue
Ha TPOTOKOJNH M 3alUTa HA [ALKEHTHTE OT HEHYKHO
o0nBYBaHe

7.17 |MHtepdeiic 3a npejaBaHe Ha MEIMIMHCKH CHHMKHA M HaJIn4ue
HH(popMalus, u3Mon3Baiiku cranapra DICOM
DICOM Storage (Send/Receive)
DICOM Query/Retrieve
DICOM Print
DICOM Worklist (HIS/RIS)
DICOM MPPS (Modality Performed Procedure Step)
DICOM Storage Commitment, DICOM CD Viewer

7.18 |MHTepkoM 3a  JBymocouHa KOMYHHKAaIHS  MEXIY HaJTH4He
KOMaHIHOTO U IPOLEIYPHO [TOMEIICHHE

7.19 |BB3MOXHOCT 3a AMCTaHIMOHEH CEpPBH3EH JI0CTBHII HaJIn4ue

720 |Koncymanms Ha en.eHeprus OpH  ycioBusA  Ha| He nos. oT 100 kVA
MaKCHMAJIHO HaTOBapBaHe Ha CHCTEMATa

8 |Jlexkapcka paGorHa crannus 3a o0paborka Ha

MEIUIHHCKH H300Pa’keHHs] M JHATHOCTHKA ChC
clleiHATa PYHKIHMOHAJIHOCT:

8.1 |[la mo3eonsea nocro6paGoTka Ha 2D, 3D u 4D nannm, Halluvue
reepupanu ot KT

8.2 |MHCTpyMeHTH 3a M3MepBaHe M OLCHKA (pa3mepu, Brim, HaJIM4He
o, obeM ROI u ap.)

8.3 |[llpencrassine ma 2D, MPR, MPR/MPR Fusion, MIP, HaJInune
MiniP, VPT

8.4 |KT cwbooB anmamms (mpocienssane Ha ChJIOBE, Haju4ue
BHU3yalM3allis Ha IIAKH, H3MEPBAHE Ha CTEHO3H)

8.5 |KT  xononorpapus — 3D BHpPTYyallHa EeHJOCKOIIHS, HallH9He
NIaHOPaMEH MperJie/l Ha CTEHUTE Ha KOJIOHA, H3MEpBaHe
Ha IOJIHITH

8.6 [KT mespo-mepdysus — codryepen naxer 3a amamms na Haau4ue
nepeOpalHus KPBBEH I0TOK. M3umcienue rapameTpuTe
Ha mepdysus, GasMpaHO HA JBAa pa3IH4HU nepdy3uu
Mojelna

8.7 |Codryepen maxer 3a 6enonpoben anamms - OTKpHBaHE H Hajp4ue
aBTOMAaTHYHO CErMEHTHpPAaHE Ha JIE3HH B OeluTe
Apo0oBe, IUMPHHTE BB3JIH U APYTH 0OIIH IPOMEHHU

8.8 |MsBnuuaHe Ha HM3CIeIBaHMS 33 MALMEHTH OT ougpos HaJH4ue
apxuB, paboTHA CTaHLMS WIH Jpyra CcHCTEMa 3a
00paboTka Ha H300paKeHHUs

8.9 |Mpexosu (DICOM) dpyHKummu: HaJIn4yue

DICOM Print

DICOM Send/Receive
DICOM Worklist

DICOM Structured dose report
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8.10 |LiBeren mucnneii PE30IIOIHS MHH.

1280 x 1024 u
pasMep MuH. 23"

3abenexcka: *Be3noxutensr e mpHeme NPEIOKEHHE € eKBHBAIEHTHO

TCXHHYECKO peIIeHHE 3a TOIJIMHEH KallalTHTET Ha Tp'B68.Ta, YAOBJIETBOPSBALIO0 MHHUMAJIHOTO
H3UCKBaHE 110 TO3H IMOKAa3aTen.
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METO/IHKA
3A OIIPEJIEJISIHE HA KOMILIEKCHATA OLEHKA HA O®EPTATA.

1. Kpurepusr 3a Be3nmarane Ha o6liecTBeHaTa NOpBRUKa € "ONnTHMaIHO
CBOTHOLICHHE KaYeCcTBO/1ieHa",

2. TlokasarenurTe 3a oOueHKa ca: "llpennarana wenma (I)" u "TexHmuecku
napametpu (TII)".

3. Onenkara mo rnokasareis 3a OLEHKa "llpennarana nena (1)" ce onpexens mo
(popmynara:

I = Imun/Lly x 60, kbaeTo

I e onenkara Ha ygacTHHKA 110 TO3H nokasarer,

IIMuH e Hali-HHCKaTa npennoXkena uexa;

Ly e nenara, npemioxena or onenspanms YYacCTHHK.

4. Ouenkara mo nokasatens 3a onenka "TexHHYECKH napamerpu (TII)" ce
ONpe/iesist KaTo cOOp OT OIEHKHTE 110 CIIETHHUTE MOANOKA3ATENH:

Pasmep (1iom) Ha rotemus okyc Ha perreHoBarta TpEGA B KB.MM (TTI)

Bpoit nerexropru xanamu na pen (TI12)

Hebennna Ha pexoucTpynpanuTe CPE30BE IIpH CrIUpaiHa aksu3anus B MM (TII3)

Koncymanus va en.eneprus s PEXKUM Ha MAKCHMATHO HaTOBapBaHe B KVA (TI14)

4.1. Omenkara H0O MOANOKA3aTENs "Pasmep (miom) Ha ronemus ¢dokyc Ha
petrenoBara Tpeba B kB.MM (TIT1)" ce OIPCACIA TIO CIENHMSA HA4YMH: YYaCTHUKBT
TIPCIUIOIKHII Hal-MalbK pazMep (ILIOLI) Ha roJeMust dokyc Ha perreHoBarta TppGa B KB.MM
nonyyasa 10 Touku; crexBamoro mpeoKeHMe MOJTy4aBa 5 TOYKH; BCAKO CIIEIBAILO
IPEIUIOKECHHE I10JIy4aBa 2 TOYKH.

4.2. OneHkara no moamnokaszaresis .»DpOll NeTeKTOpHH KaHamu Ha pea (TI12)” ce
OIPEICILA IO CJICAHUS HAYHH: YYaCTHHKBT IIPEIIONKMIT HAM-To/sM Opoit eTeKTopHY KaHau
Ha pe/ nosy4asa 10 TOUKH; CIEBAIOTO mpeiokeHue NOJTy4aBa 5 TOUKH; BCAKO CIIEIBALIO
IIPEUIOJKEHHE T0Ty4aBa 2 TOYKH.

4.3. OneHkara 110 nomoxasareis "Jlebennna Ha pekoHCTpyHpaHHTe cpesoBe npu
chimpaina akBusauus B MM (TII3)" ce ompenens no ciennus zauwy: Y4YacTHHKBT Mpeioxu
HaW-manka JgeGenuHa Ha PEKOHCTPYHPAHHUTE CPE30BE NPH CHHPAIHA AKBHM3ALHUS B MM
nonysasa 10 ToukH; clieIBamoTO NpemIoKeHHe MOJy4aBa 5 TOYKH; BCSKO CJEIBALIO
NPEeANOKEHHE M10TyYaBa 2 TOYKH.

4.4. Ouenkara mo mojmoKasarens "Koncymanus na en.eueprus s peXHM Ha
MakCHMaJlHo HatoBapBaHe B KVA (TII4)" ce ompenmens mo CICOHHS HA4YWH: YYaCTHUKBT
NPENNIOKUI HaH-MaJlka KOHCYMAllUsl Ha JT.eHeprus B PEXKHM Ha MaKCUMAJIHO HATOBapBaHe B
KVA nomyuasa 10 Toukw; cieapamoro TIPENIOKCHHE T10JIy4aBa 5 TOYKH, BCAKO CIIEHBAIIO
IPEJUIOKEHHE T0JIy4aBa 2 TOYKH.

5. Komnuiekcuara onenka ma opeprara e cOOPBT OT OLIEHKHTE 110 IOKA3aTeNHTE 3a
onerka "lIpennarana nena ()" u "Texunyeckn napamerpu (TIT)".

6. Ilpennoxennsra Ha yyacTHUIIHTE TpAOBa 1a OBJAT MOJIOKUTENTHH YHCTa, TTO0-
FOJNICMH OT HyJIa. 3aKPBIISIHETO HA OLEHKATA € JI0 BTOPHS 3HAK CJIe/] JECEeTHYHATA 3arieTas.

7. MakcuManHaTa oleHKa, KOSTO MOXKe 1a nosy4u yyacTHuk € 100 Toukw.
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YKA3AHMSA 3A IOATOTOBKA HA O®EPTATA

1. IToaroToBka Ha odepraTa:

L.1. Tlpu moaroroskara Ha ogepruTe YYaCTHHIIMTE ca JUIbXKHH Ja Cra3Bar
H3UCKBAHHATA Ha BB3NONkHUTENL. Odeprara cie/iBa 1a OTrOBaps HA H3HCKBAHMATA, TOCOUYCHY
B PCLICHHETO, OOSBICHWETO W JOKYMEHTAaUMATA 3a Y4acTHE B nporeaypata U ga Obje
OOpMEHa 1O HPHIOKEHHTE KBbM IOKYMEHTAIHATA o0pasuM, KOraro Topa ce H3MCKBA.
OTroBOpHOCTTa 3a MPAaBHIHOTO Bb3IPHEMaHE HA JOKYMEHTALHATA 33 YYacTHE CE HOCH
€IMHCTBEHO OT YYaCTHHIIUTE.

1.2. Odeprute ce u3roTBAT Ha GHITAPCKH €3HK. JOKyMeHTH, KOMTO ca Ha uykn
C3UK C€ MPE/ICTABSAT U B NIPEBOJ Ha OBJITapCKH.

1.3. Jlo u3THYaHeTO Ha CpPoKa 3a mojaBaHe Ha o(epTHTE, BCEKH YYACTHHK MOKE
Ala IIPOMEHH, Jia ION'BJIHK WJIH Jia OTTErNIH odepTara cH.

1.4. TlpencrapsHero Ha odepra 3ambmkapa YYaCTHHKA Jla NpPHEME HAaIIBJIHO
BCHYKH M3MCKBaHHS U YCIIOBHS, IIOCOYEHH B PEIEHHETO, OOSBICHUETO U JOKYMEHTAaIusATa 3a
yuYacTue B IIponeaypara.

1.5. Beekn yuacTHEK B IIpole/typaTa HMa Ipago ja IPEJICTaBH camo eHa odepra.

1.6. Jlune, xoeto ydyacTtBa B O0CIMHEHHE WJIH € Jajl0 ChIIacHe ja Onnae
NOIM3MBIIHHTEI Ha IPYT YYACTHHUK, HE MOJKE J1a [10/1aBa CAMOCTOSTEHA oepra.

1.7. B nponenypa 3a B3naraHe Ha oGIiecTBeHa NIOpBYKaA €1HO (GH3HYECKO HJIH
IOPHIMYECKO JIHIIE MOJKE JIa yyacTBa caMo B eIHO 0OeTuHeHHe.

1.8. CBbp3anu smMua He Morar ga GBIAT CAMOCTOSTEHHU YYaCTHUIM B €JHA H
chbma npouenypa. Ilox "cBbp3anu nuna" ciemsa ma ce uma [PENBH] ONpPENE/IEHHETO 110 § 2,
T. 45 ot JIP na 30I1.

1.9. VuactHuimTe Morar ma ce mo3oBar Ha KamampTeta Ha TPETH JIHIIa,
HE3aBUCHMO OT IpaBHATa BPB3Ka MEXy TAX, [10 OTHOINEHHE Ha KPHTEPHUUTE, CBbP3aHU C
HKOHOMMYECKOTO M ()MHAHCOBOTO  CBCTOSHHE, TEXHHUECKHTE  CIOCOGHOCTH
npogecHoHaIHATA KOMIETEHTHOCT. 3a TPETHTE JIMLA ce mpunara 4wi. 65 ot 30I1.

1.10. VyactHuumTe mocoyBar B odeprata CH NOAM3IBIHUTENWTE M 1ela OT
NOPELHKATA, KOHTO INe MM BB3JIOXKAT, aKko BH3HAMEPSBAT 14 H3MOI3BAT TaKkuBa. 3a
[IOJIM3IIBIIHUTENIMTE ce mpHiara wi. 66 ot 30I1.

HesaBucumo 0T  BB3MOXKHOCTTZ 3a M3MOM3BaHe Ha ITOAM3IBIHUTEIN
OTTOBOPHOCTTA 32 M3IIb/JIHEHHE Ha I0r0BOPA 3a O0IIECTBEHA IOPhYKA € Ha H3IIBIHATE/IS.

Besnokurensr  mama  ma usBbpusa JAUPEKTHH  paslallaHus ¢
OAM3ITBITHUTEIIUTE.

1.11. VuacTHunuTe MOTraT na mocouysaT B odeptuTe cu wHOPMAIUL, KOATO
CMATAaT 3a KOHQHIEHIMATHA BBB BpPB3KA C HAIMYMETO HA Thproecka taiHa. Korato
YIaCTHHINTE Ca Ce MO30BIM HA KOH(HICHLMATHOCT, CHOTBETHATa MH(OPMALMA HE ce
Pa3KpHBa OT BE3JIOXKHTEJIA. Y YaCTHHIIMTE HE MOIaT Jia Ce [O30BABAT HA KOHOUICHIHATHOCT
T10 OTHOLICHHE HA MPEIUIOKEHUATA OT OPEPTHTE UM, KOUTO TOZJIEKAT HA OLCHKA.

1.12. Beuykn JOKYMEHTH ce NpencTaBsT B OPHTHHAIl MJIH KOIHS, 3aBEPEHH OT
y4acTHuKa ¢ "BsipHo ¢ opurunana”. Jleknapanunte u 6aHKoBHTE rapaHIys, KOraTo TakuBsa ce
U3HUCKBAT, C€ NMPEACTABAT CaMO B OPHIHMHAIL.

1.13. Jluuara Mmorar ma NMOMCKAT IHCMEHO OT BB3JIOKHTENS Pa3siCHEHHS IIO
PEIICHHETO, OOSBICHHETO U JOKYMEHTAI[HATA 34 obmecTBeHaTa nopeyka 10 10 qau npenu
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HSTHYAHE HA CpOKa 3a NOJyyaBaHe Ha OQEPTHTe, a KOraTo CPOKBT € ChKpAaTeH pu
HEOOXOMMOCT OT CIIEIIHO Bb3JIaraHe - 10 7 HH. Bh3iokuTessT NPE/IOCTaBs Pa3sICHEHHUATA B
4-JIHEBEH CPOK OT TIONyYaBaHe HA MCKAHETO, HO HE MO-KBCHO OT 6 IHH IpeIn cpoka 3a
noTy4aBaHe Ha OepTH, a KOraTo CPOKBT € ChKpAaTeH MOPajd HEOOXOMMMOCT OT CIIELIHO
Bb3JIaraHe - 10 4 JIHM PE/i TO3U CPOK. B passcHEHMsTa He ce TI0CoUBa JILETO, HallPaBUIIO
3aNUTBAHETO. BB3IOXKHUTENAT HE NPENOCTaBs PassiCHEHMS, aK0 HCKAHETO € MOCTHIIIO0 cien
Cpoka M0 M3peuCHHE MBPBO. PassicHennsTa ce mpenocTassT upes my6IMKyBane Ha npoduia
Ha KyIyBaya.

2. IlopaBane Ha odeprara:

2.1. JlokyMeHTHTe, CBBbP3aHH C YYacTHETO B nponeaypara, €€ IMpeCcTaBAT OT
YHaCTHHKA, WK OT YI'BJIHOMOLICH OT HEro MPEJCTABHTEN - IHYHO HJIM upe3 IOLIEHCKA WK
Apyra Kypuepcka yciyra ¢ IpernopbyaHa IpaTka ¢ obpaTHa pasmucka, Ha ajgpeca Ha
BB3N0KHUTENA: Ip. Jlo6pru 9300, yu. "[Manaiior Xutos" 24.

2.2. JlokyMeHTHTE Ce IpeJCTABAT B 3aleyaraHa HETIpO3pavyHa OIaKOBKa, BBHPXY
KOSTO c€ IOCOYBAT: HAMMEHOBAHHETO HA YYaCTHHKA, BKIIOYMTENTHO YYACTHHIMTE B
00eIMHEHHETO, KOraTo € MPUIOKUMO; aIpec 3a KOPECIIOHACHIIHA, TeIe(POH H 10 BE3MOKHOCT
- (hakc H eNeKTPOHEH aJpec ¥ HAUMEHOBAHHETO Ha OpPBYKATA.

2.3. 3a monyyennte odepTH NpH BBIIONKUTENS Ce BOIM PETHCTBD, B KOHTO ce
otbensssar: mojaren Ha odepraTa; HOMep, AaTa M uyac Ha [I0JTy4aBaHe; MPUYHHHTE 3
BpBlIaHe Ha o(epTara, KOraTo € MPUIOKUMO.

2.4. Tlpu nonyyasane Ha oepTaTa BBPXY ONAKOBKATA CE OTOEIS3BAT IIOPEHHUSAT
HOMED, JlaTaTa i 4achT Ha [OJTyYaBaHETO, 33 KOETO Ha IPMHOCHTEJIS CE W3/[aBa JOKYMEHT.

2.5. He ce mpuemar odepry, KOMTO ca IpencTABEHH ClIe H3THYAHE Ha KpalHus
CPOK 3a [IoJTyaBaHe MM Ca B He3areyaTaHa ONaKoBKa MIIH B ONIAKOBKA C HAPYIIEHA LSIOCT.

2.6. Korato kbM MOMEHTa Ha M3THYaHE Ha KpaifHus CpOK 3a mojIyyaBaHe Ha
oepTH Ipes MACTOTO, OIPEACICHO 3a TAXHOTO [IOJJaBaHe, BCe OLIE MMa YaKallld JIHIA, Te ce
BKIIOYBAT B CHHCBK, KOMTO C€ MOANUCBA OT MNPEJCTABUTEN HA BB3MOKHTENS H OT
lpucheTBamuTe jnia. OdepTuTe Ha NHUATA OT CHOMCHKA CE 3aBEKIAT B perucrepa Ha
BB3NOKATENA. He ce momycka mpuemane Ha odepTd oT nHuA, KOHTO He ca BKJIFOYCHH B
CIIHCBKA.

2.7. B cmyyaute, koraro odeprara ce H3lpaina 1o moimara MiIH ¢ KypHepcka
ciy:k0a, Y4acTHHKBT CIe[BA fJa OCHIYpH HEHHOTO CBOEBPEMEHHO [IPHCTHTaHE IIPeH
H3THYAHE Ha Cpoka 3a 1ojiaBane Ha odepr. Puckbr ot 3abasa uim 3aryGBane Ha oteprara e
3a YYaCTHHKA.

3. CbabpikaHHe HA 3aMeYATAHATA HENPO3PAYHA ONMAKOBKA H YKa3aHus 3a
NOIbJIBAHE HA JOKYMEHTHTE B Hesl:

3.1. Onuc Ha npeacTaBeHuTE JOKYMEHTH.

3.2. Crannapren ofpasel 3a eIuHHHS EBPOICHCKH OKYMEHT 3a oOliecTBeHuH
nopeuku (EEJIOIT) 3a ywacthuka, a xoraro e IIPHJIOXKUMO - 32 BCEKH OT YYACTHHIIUTE B
OOC/IMHEHHETO, KOCTO HE € IOPHIMYECKO JIHILE, 33 BCEKH MOIM3IIBIHATEN M 34 BCSIKO JIHIIE,
HHATO PECYPCH IIEe OBJAT aHIKUPAHH B H3IBIHEHUETO HA TOPHYKATA.

Ha ocHoBamme un. 67, an. 4 or 30I1 EaunuusT CBPOIIEHCKH JIOKYMEHT 3a
obmectsenu nopeuku (EEJIOIT) ce npegocraes B CIICKTPOHEH BHJ 110 oOpasel, YTBbp/IEH ¢
aKkT Ha EBpomnefickara KOMHCHSL.

Enexrpornusar EEJIOIT e wact oT moxyMmeHTauusta 3a oGliecTBeHA IOpBYKa,
nmybiuKyBaHa Ha TpoduIa Ha KylyBada 3a KOHKPETHATA oGIIecTBeHa IOPBYKA. YYaCTHHKBT
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nmombnBa  eEEJIOII  ype3s wuH(opManuoHHAaTa cHcTeMa 3a eEEJIOII na ampec
https://ec.europa.eu/tools/espd. B MH(OPMAIMOHHATA CHCTEMA yYaCTHHIHTE 3apexaar
TIPENIOCTAaBEHIs OT BB3IOKHUTEN (aiin BbB hopmar *.xml, momsiBar Heo6X0MMHUTE JAaHHH U
IO M3TEIJIAT U 3amassar BeB Gopmar *.pdf u * xml.

Bb310XHUTENAT U3HCKBA yYacTHHIIHTE ja npezocrassat EEJIOIT B enexrponen
opmar, KOHTO He 1103BOJIIBA PENAKTHPAHETO HA HEFOBOTO ceabpxkanue (*.pdf). JlokymenTsT
TpibBa na Gbje MommucaH ¢ KBaJMpHOHPaH €/IEKTPOHEH NOANHC OT JHIETO, KOeTO e
3anb/okeHo aa noanuime EEJIOIL. Enexrponno noxmucanust JOKYMEHT, 3allMCaH Ha ONTHYEH
Hocuren (CD, DVD, durai nameT) ce moctasst B 0NaKOBKATa ¢ o(eprara.

IlpenocraBeHuaT or yuacTHHKa ¢aiin, ceaepxkam EEJIOIT me TpsibBa 1a e
3apasceH ¢ BHPYCH, J@ HE ChABPIKA MAKPOCH WIIM M3IBIIHHM IIPOTpaMeH KO, JloxyMeHTBT
CJIe/iBa 11a ChIbpKa NpaB (HEKPHIITHPAH) TEKCT.

He ce npuemar 3a penoBHo moaagenn no emuchbaa Ha wi. 67, an. 4 or 3011
MOANHCAHH HA PbKa B ckaHupanu EEJIOII.

Honpo6no 3a eEEJIOI1 yyacTHHIHTE MOTaT 1a ce 3ar03HaAT OT Merouueckure
yKa3aHus Ha eJIeKTpOHHara cTpanuna va AQOIT.

IIpu moaroroBkara na EEJIOII cienga aa ce nva NpeJBH/ CJIeIHOTO:

3.2.1. Ype3s EEJOIl y4acTHHKBT ACKIIapupa JIMIICaTa Ha OCHOBAHHUATA 3a
OTCTpaHs;BAHE U CHOTBETCTBHE C KPHTEPHHTE 3a MoAGOpP. B Hero ce mpexocTass choTBeTHATA
HH(OPMAIUS, H3HCKBAHA OT BB3JIOKHTENS, H Ce [PENCTABAT OAHHM OTHOCHO MYOIHYHUTE
PCTHCTPH, B KOHTO Ce CBhAbpkAa HH(OPMAIHA 3a ICKIApUPAHHTE OGCTOSTENICTBA MM 32
KOMICTCHTHHSA OpraH, KOHTO CBIJIACHO 3aKOHOMATENCTBOTO HA CHOTBETHATA IObpKaBa e
JUTBKCH Jia TIPENIOCTaBs HHBOPMAIHS 32 Te3d 06CTOATENCTRA CITYIKEGHO HA Bb3JIOIKHTEITS.

3.2.2. B wacm II, pasoen "A: Hughopmayus 3a uxonomuyeckus onepamop”, &
nonemo  "Hoenmugpuxayus" yd9acTHHKBT cleasa  nia OTTOBOPH B CBOTBETCTBHE ¢
PETHCTPAlluATA CH B ThPrOBCKHA PErHCTHD WM JAPYT PETHCTHD CHOOPA3HO HAIMOHATHOTO CH
3aKOHOZATEJICTBO.

3.2.3. B wacm II, paszoen "A: Hugpopmayus 3a uxonomuueckus onepamop", &
nozremo "®opma na yuacmue" na EEJJOIT yuacTHHKST cresa Jla OTTOBOPH JIAJTH y4yacTBa B
[IpOLeAypara KaTo YacT OT 00eIuHeH e,

324. B wuacm 1I, pazoen "B, Hugopmayus  3a  npedcmasumenume na
UKOHOMUYECKUsL  onepamop", y4aCTHHKBT Cle[Ba Ja OTTOBOPH B CBOTBETCTBHE C
PETHCTPAlMATA CH B TBPrOBCKHS PErHCTBD WM JIPYT PETHCTHP ChOOPA3HO HAMOHATHOTO CH
3aKOHO/ATENICTRO.

32.5. B wacm II, paszoen "B: Hupopmayus omuocno usnonzeanemo na
kanayumema Ha Opyau cybexmu', y4acTHHKBT ClelBa na OTrOBOPH JIalld 1II€ H3II0JI3Ba
KallalluTeTa Ha TPETH JIMIA [0 OTHOIIEHHE Ha KPHTEPHHTE, CBHP3aHH ¢ MKOHOMHYECKOTO M
(bMHAHCOBOTO CHCTOSHME, TEXHHYECKHTE CIIOCOGHOCTH H npo)eCHOHATHATA KOMIIETEHTHOCT.
3a BCAKO TPETO JIMIIE Ce MPEACTaBs OT/eIeH EEJIOII.

3.2.6. B wacm II, pazoen T Hugopmayus 3a noousnvanumenu, vuiimo
kanayumem UKOHOMUMECKUAM Onepamop HAMA O0d u3non36a”, YYaCTHUKBT cienBa ja
OTrOBOPH KOH Ca MOAM3ITBIHHUTEIHTE, KOUTO IIe MOJI3BA.

3a BCeKHM MOMM3MBIHHTEN Ce npeacrassa oraened EEJIOIN. [Toausnbiaaurenure
TpsiOBa J1a OTrOBapsAT Ha CHOTBETHUTE KPHTEPHH 3a MoA0Op cHOOpa3sHO BHAA M jena OT
NOPBUKATa, KOHTO L€ U3MBJIHABAT, U 34 TSX /1a HE Ca HAIHIIE OCHOBAHHS 33 OTCTPaHsABaHE OT
npouenypara.
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3.2.7. B wacm IIl, pazoen "A: Ocrosanus, cevpsanu ¢ naxazamenny npucvou”
YHAaCTHHKBT JNCKIApHpa HAIMYHETO Ha OOCTOSTENCTBATA 34 OTCTpaHsBaHE OT y4acTHe B
liponienypara 1o 4. 54, ain. 1, 1. 1 u 2 ot 3011 (ocBKnane 3a MpecTHILIEH s 110 L, 108a, ui.
159a-159r, un. 192a, uj. 209-213, un. 301-307, wr. 321 u ur. 3212 oT HK nmi ananoruuny g
7ipyra AbpikaBa YWICHKA WM TPETa CTPaHa), KAKTO U NPEJIIPHETHTE MEPKH 33 HAEHKTHOCT 110
wi. 56 ot 30Il, korato e NpuIokuMo. Te3n OCHOBaHHS ce OTHAcST 3a JULara, KOHWTO
TPCACTABIISIBAT YYACTHHKA, YIEHOBETE HA YIPABUTE/HH U Ha/(30pHH OpraHu W 3a JAPYTH JIHIA,
KOMTO MMaT NpPaBOMOINMS Ja yNpPaKHABAT KOHTPOJI IIpH B3CMAHETO Ha pEINEHHUS OT Te3u
oprand. Jlunara, sagbpmkxenn na JACKIIapupaT o0CToATeNCTBaTa 110 Wi, 54, a. I, 1u2ca
nocoyeHu B wi. 40, an. 2 or [1I130I1. Koraro H3UCKBaHUATA 110 4. 54, an. 1, 1. 1 u 2 ot 3011
CC OTHACAT 3a [I0BEYE OT €JIHO JIHLE, BCHYKH Jluna nonnuceat euH U e EEJIOIT. Korato e
HaJE HEOOXOAMMOCT OT 3alMTa HA JIMYHHTE NAHHE MK IIpH pasjiiyue B 00CTOsTENICTBATAS,
CBBP3aHH C THYHOTO CHCTOSHHUE, HHPOPMALMATA OTHOCHO M3HCKBAHHSTA no 4. 54, an. 1, 1. 1
1 2 or 3011 ce mombiaBa B oraener EEJIOIN 3a Besko nuue wm 3a HIKOH OT juuara. B
ClydauTe, KOraro ce ImojaBa II0OBEYEe OT euH EEJIOIT, 00CTOsATENICTBATA, CBBP3aHH C
KPHTCPHHUTE 3a 1OAGOD, Ce CHABPKAT camo B EEJIOIL, noanucan ot JIMIE, KOETO MOKe
CaMOCTOATEIIHO 1a NPENCTABIABA ChOTBETHHUS CTONAHCKH cybexr.

3.2.8. B vacm IlI, pazoen "b: Ocnosanus, cevpsanu ¢ naawanemo na oanvyu u
coyuanHoocueypumentu 6HOCku" yJacTHHKBT ACKIIapupa HaIMYHETO Ha 00CTOSITENCTBATA 34
OTCTpaHABAHE OT y4acTHE B IpPOLEAypaTa o .. 54, an. 1, 1. 3 or 3011, re. Jand uMa
3a1BIDKEHHS 32 JaHBIH U 3a0bJKATEITHH OCHTYPUTE/IHM BHOCKH 110 CMHChJIA Ha Wi, 162, an.
2, 1. 1 or IOIIK, kakTo u IPEIIPHETATE MEPKH 3a HAJIeKAHOCT 110 4. 56 oT 30I1, koraro e
IPHIIOXKHAMO.

3.2.9. B wacm III, pasoen "B: Ocnosanus, cevpsanu c Hecvbcmoamennocm,
KOH@AUKM Ha unmepecu unu npoghecuonanno Hapywenue" YYaCTHHKBT JieKJIapupa
HAITYHETO Ha 0DCTOATENICTBATA 32 OTCTPAHSBAHE OT YHacTHe B IIpoLeaypara o 4i. 54, ar. 1,
T. 4, 5, 6 1 7 or 30I1. OcHoBanusTa 1o 91. 54, 1. 7 ot 30I1 ce oTHacsT 3a JIMIAaTa, KOUTO
HPEJCTABIIABAT YYACTHHKA, 1ICHOBETE HA YIPABHTE/HH U Ha/[30PHK OpraHH M 3a JIPYTH JIHIIA,
KOHTO MMAaT IPaBOMOIIHMS Jia YIPaKHABAT KOHTPO [IpH B3E€MAHETO Ha PEINEHUS OT Te3u
oprand. JIumara, 3agbmkend na ACKIapupaT oOcTosTeNcTBaTa M0 Wi 54, a. 1, 7. 7 ca
noco4eny B wi. 40, a. 2 or ITII30I1. KoraTo H3UCKBAHUATA 1O WI. 54, am. 1, T. 7 ot 3011 ce
OTHACAT 3a MOBEYE OT €HO JIHIIE, BCHYKH JIMIA foamucear enud u cwi EEJIOI, Korato e
HAALE HEOOXOAMUMOCT OT 3aIUMTA HA IHYHHTE JAHHH HITH IIpH pasn4ue B o0cTosTeNCTRaTA,
CBBP3aHH C JITIHOTO ChCTOSHUE, HHPOPMALIHATA OTHOCHO M3HCKBaHMATA 110 4. 54, an. 1, 1, 7
ot 3011 ce nomsiBa B otaenen EEJIOIT 3a Besiko JHIE WM 32 HIKOM OT Jmuara. B cinyyamnre,
Koraro ce moxasa nosede ot eaun EEJIOIT, oOcTosTe NICTBaTa, CBBP3aHH C KPHTEPHHTE 3a
nozabop, ce ChabpKAT camo B EEJIOII, noanucan ot nuue, KoeTo Moe CaMOCTOSTETHO Jia
TIPEACTABIIIBA CHOTBETHHS CTONAHCKH cyGekT. [Tox "KOHGIMKT Ha uHTepecH” cresBa 14 ce
pa3bupa onpezneseHHeTo, 1aneHO B § 2, 1. 21 ot JIP na 30Il, koraro BB3JIOXKHTENSAT, HErOBH
CTYJKMTCIH WIIH HAeTH OT HEr0 JIMIA W3BLH HEroBaTa CTPYKTYpa, KOMTO ydYacTBaT B
[IOAITOTOBKAaTa MJIM Bb3JaraHeT0 Ha OOLIeCTBEHATA [IOPbYKa WM MOTAT 1A MOBJIHSIST Ha
PE3YJITaTa OT Hes, MMAT HHTEPeC, KOHTO MOXKe A2 BOIM 10 06ara 110 CMHCBJIA Ha 4l 54 oT
3akona 3a mpoTHBOxElicTBHE Ha KOpynuusTa W 3a OTHEMaHE Ha HEe3aKOHHO IpHI0OHTO
MMYIUECTBO ¥ 32 KOHTO 6M MOIIIO Jia ce IpHeMe, Ye BiHse Ha TAXHATa Oe3npHCTpacTHOCT U
HE3aBHCHMOCT BbB BPB3Ka C BB3/IaraHETO Ha 0OIIECTBEHATA IIOPBUYKa.

3.2.10. B wacm III pasoen "I': Crneyughuunu HAYUOHANHU OCHOSAHUS 3
usKiousane " y9aCTHUKBT NeKIapupa HATHYHETO Ha:
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3.2.10.1. O6crosTencreata 3a OTCTpaHABAHE OT y4acTHE B IPOIELYypaTa IO Y.
54, am. 1, T. 1 u 2 ot 3011 (OCBXKIIaHE 3a NPeCThIUIEHHUS 110 YL, 172, wn. 194-208, . 213a-
217, un. 219-252 1 wi. 253-260 u . 352-353e or HK WJIH aHAJIOTHYHK B JIpyra JIbpikaBa
WICHKa MJIH TpeTa cTpaHa). Te3n OCHOBaHHS ce OTHACHT 3a JTHIara, KOMTO IIPENCTaBIIABAT
YHACTHUKA, HIICHOBCTE HA YNPABUTEIHH M HAJA30PHH OPTaHH M 3a APYTH JIMIa, KOHTO HMAT
TPaBOMOIIHA 1a yNPAXKHABAT KOHTPOJI NIPH B3EMAHETO HA PELICHHUS OT Te3u oprany. Jlunara,
3aIbIDKCHH 14 IeKIapupat o0CcToATeNcTBaTa 110 wiI. 54, ajl. I, 1.1 12 ca nocouenu B u. 40,
an. 2 ot IIIT30I1. Korato u3mMckBaHMSTA 110 9L, 54, an. 1, . 1 u 2 ot 30II ce orHacsT 34
TIOBEIC OT €IHO JIMLE, BCHYKM JIMIA MOIMCBAT €IHH H ChHII EEJIOIL. Koraro e namuue
HEOOXOMMMOCT OT 3aliMTa Ha JTHYHWTE JAHHH W NpH pasnuyue B oOCTOsATENCTBATA,
CBBP3AHH C THIHOTO ChCTOAHHE, HH(OPMALIHSATA OTHOCHO H3MCKBAHMSITA 110 WL 54,am 1, 1. 1
u 2 or 30I1 ce monmbiBa B OTHENCH EEJIOIT 3a Besiko nuIe wmim 3a HSKOH OT nunara. B
CIydauTe, KOraro ce IoJaBa IOBEYE OT eIHH EEJIOIT, odcrosTencraara, CBBP3aHH C
KpUTCPHHTE 32 1moabop, ce chabpxkar camo B EEJIOIT, IOAIKCAH OT JIMIE, KOETO MOXKE
CaMOCTOATENHO J1a IPENICTABIISIBA ChOTBETHHS CTONAHCKH CYGEKT.

3.2.10.2. Cssp3anocrt ¢ APYT' YIaCTHHK B IIpONEyparta 10 CMUCHJIa Ha § 2, T. 45
or JIP na 3011, BB BpB3kac § 1, T. 13 1 14 ot JIP Ha 3akoHa 3a my6iauunOTO Ipe/ularaHe Ha
LIEHHH KHHXA,

3.2.10.3. Ilpeukw 3a ydactie B 06IecTBeHH IIOPBYKH 110 4. 3, T. 8 oT 3akoHa 3a
UKOHOMHYECKHTE H (PUHAHCOBUTE OTHOIICHHS C ApY*KECTBATA, PETHCTPUPAHH B FOPUC/IUKIIUK
C mpeepeHIHaNeH NaHBYeH pexHM, CBBpP3aHUTE C TAX JIHIA H TeXHUTE NEHCTBUTEIHU
COOCTBEHHIH, OCBEH aKO € HAIALE M3KITIOYCHHETO 110 YL, 4 0T chIIHSA 3aKOH.

3.2.10.4. Tpennpuernte MEPKH 33 HameKAHOCT mo 4wi. 56 or 30I1, korato e
TIPHIIOKAMO MM HATHYHETO Ha M3KIOYEHHs 1Mo 4. 4 oT 3akoHa 3a HKOHOMHYECKHTE M
(unanCOBHTE OTHOmMEHHS ¢ ApYKECTBATa, PETHCTPUPAHHU B IOPHCAMKIHH C npedepeHnuaieH
AGHBUICH PEIKHUM, CBBEP3aHHTE C TAX JIMIA M TEXHUTE JAeHCTBHTEHH COOCTBEHHMIIH;

3.2.11. B wacm IV, pazden "A: I'oomocm" g noremo "Bnuceane ¢ cvomeemen
npogecuonanen  pezucmup”  yY4acTHHKBT —[0COYBA ZIOKYMEHTa, ¢ KOHTO JI0Ka3Ba
CBOTBETCTBHETO cH 110 paszen I11.1.1) or o6seneHueTo 3a OIIOBECTSABaHE Ha 0OINECTBeHaTa
nopeuka: 1. Jla ca THProBUM Ha epo ¢ MeTHIHHCKHM H3JICIIHST WM TIPOM3BOAMTETH Ha
MEAHIMHCKE M3MEIHs, YCTAHOBEHM HA TEPHTOPHUATA Ha Peny6nmuka Boarapus; 2. Ha
TIPUTEKABAT BAIH/HA JTUIIEH3US 3a paboTa ¢ H3TOYHHIY Ha HOHM3MpAIIH JTBYeHHs, U3aaneHa
0T ATEHIHUATA 3 IAPEHO peryiupane

Y4acTHHK, HMall IpaBoTO ja TBpryBa ¢ MCAMIMHCKH H3/IEHA, KOKTO € IOy mII
Pa3pEIICHUETO CH OT KOMIIETCHTEH OpraH Ha JAbpiKaBa-uwieHka Ha EC wim Ha Ipyra IbpikaBa
- cTpana mo CriopasymeHHeTo 3a EBpOmeifcKoTo HKOHOMUYECKo IIPOCTPAHCTBO, MM Ha
Kondenepanus Ilseiinapus, [IpH MOJNMHCBAHETO HA JOrOBOpa ClEIBa Aa ObJe BIHCAH B
peructbpa mo 4. 81 or 3MMU, B kauecTBOTO My Ha ju1e 1o 4i. 78a or 3MHU.

3.2.12. B wacm IV, 6yxea "B: Texnuuecku u npoecuonannu cnocobrocmu" g
nonemo "Ynpaenenue na eepuzama na docmasxa" YJacTHHKET [10COYBA JOKYMEHTA, ¢ KONTO
A0KasBa CLOTBETCTBHETO CH no pasgen II1.1.3) or obseienmero 3a OMOBECTSABAHE Ha
ofllecTBeHaTa INOpBUKa: Ceprudukar 3a npunarame wu IOJIbPXKaHE Ha CcHCTeMa 3a
ylpasicHue Ha kadectBoTo EN ISO 9001 w/um EN ISO 13485/13488 M/HITH eKBHBAJICHTHA,
¢ 00XBaT B 06J1aCTTa Ha IPOU3BOICTBOTO /WK ThPTOBHATA C MEAULIMHCKY H3EIIH.

3.2.13. B wacm IV, pasoen "B: Texuuuecku u npogecuonannu cnocobrnocmu’ g
nonemo "Bvznazane na nodusnvinumenu RpOYenmHo uspaxcenue' y9aCcTHHKBT IOCOYBA
Al€1a OT NOpBYKATa, KOMTO 1€ BB3JI0XKH HA MOAH3IBIHHTEL
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3.2.14. YyuacTHHIIUTE ca [UTBXKHU 7la yBEOMAT IUCMEHO BB3JIOKUTENS B 3-HEBEH
CPOK OT HACTBIIBAHE Ha OOCTOATENCTBO 110 Wi. 54, art. 1 ot 3011, JAEKJIapUPaHO OT TAX B YACTH
I u IIT ma EEJTOIT.

3.2.15. VyacTHHLIHTE MOrar 1a H3MnoN3BaT EEJIOTI, koiiTo Beue e 6un H3MmOI3BAH
[IpH TpPEAX0Ha IPOLEAYpa 3a OOLIECTBEHA NOPBYKA, NpPH YCIOBHE, Ye IOTBBPIAT, e
ChAbpIKAINATA CC B HETO MH(OPMALK BCE OIlE € aKTyasHa, IIpH yCOBHATA Ha 4. 44, an. 2
ot IITT30I1.

3.3. Hloxymentu mo un. 45, an. 2 or IIII30I1 3a Jl0Ka3BaHe Ha IPEeANpHETHTE
MEPKH 32 HaZCKAHOCT 10 w1, 56 ot 3011, Koraro e NpHIIoKEMO.

3.4. llpu yyacTHHUM OGeNHHEHNS, KOMTO He ca FOPUAMYECKH JIMIA — KOMHE OT
AOKYMEHT, OT KOHTO J1a € BH/IHO TIPABHOTO OCHOBAHHE 34 Ch3aBAHE Ha 00eIMHEeHHETO, KaKTO
W crenHata HHGOPMalMs BBB BPb3Ka C KOHKPETHATA OBIIECTBEHA MOphYKa: IMpaBara U
3a/(PIDKCHMATA Ha yYaCTHUIMTE B OOEIMHEHHETO; paslpe/eiCHHETO Ha OTTOBOPHOCTTA
MEJNIy HICHOBETE HA OOECJMHEHHETO; NEMHOCTHTE, KOHTO 1€ HM3MBIHABA BCEKH WIeH Ha
obeTHHEeHHETO.

3.5. IleHOBO MpemIOKEHHE, CHABPIKAILO NPEIOKEHHETO Ha Y4aCTHHKA OTHOCHO
LICHaTa 32 MPUJI00HBaHe — M0 3aIbJIKATENEH o0paser Ipunoxxenne No 1.

IIpennoxenara nena tps6sa 1a e B eBa, Ge3 HJC, 3akperieHa 10 BTOpHs 3HaK
CJIe/l JeceTHYHATA 3aleTas.

IlenoBOTO nMpemT0KeHne MozKe /12 He ce MOCTABS B OTJeJIEH 3alle4YaTaH IIMK,
ThH KaTO BB3JIOKUTEIAT € NPeABHINI PA3TICKIAHETO HAa AOKYMEHTHTE Ja CTaHe M0
peaa na 4. 104, an. 2 or 30Il, npu Koero ouneHKaTa Ha TEXHHYECKHUTE U [EHOBHTE
MPEATOKEHHs Ha Y9aCTHHIMTE 1€ Ce H3BBPIIH NPEeIH PasriieKIaHe HA AOKYMEHTHTE 32
CHOTBETCTBHE ¢ KPUTEPHHTE 3a m0A00P.

3.6. Texauyecko NIPEIIOKEHHE, ChIBPIKALLO:

3.6.1. TexHHYECKO NPEUIOKEHHE - 10 3aTBIKUTENEH obpasen ITpunosxenne No 2
KbM JIOKYMECHTALIMATA 38 YYACTHE.

B TO3H IOKYMEHT y4acTHHKET:

- IlpaBu mnpemnoxenne 3a mocTaBka Ha KOMITIOTBPEH TOMOrpad, MOHTaK,
BBBCKIAHE B CKCIUIOATALlMs, BKJIFOYHTEIHO H3TOTBIHE U ChIJIACYBAHE  HA JThYe3allUTeH
IPOCKT H MOJy4aBaHE HA JHLUEH3Us OT ATEHILHMSATA 33 SAPEHO perynupane, oOydeHue Ha
TICpCOHANa U rapaHIHOHHO MOUIbPIKAHE HA MEIMIMHCKATA arapaTypa, KaTo MocouBa Mapka,
MOJI€JI, IIPOU3BOUTE]L, AaTa Ha IPOU3BOICTRO.

- IlpaBu npemnoxenne 1o mokasatess 3a onenka "TeXHHYECKI napametpu (TII)",
KaTo B Ta0JIMUaTa 10 To4YKa 2 Cpelny BCEKH I0AMO0Ka3aTell 10CouBa NPEIJIOKEHHUETO CH.

- IlocouBa B Tabmuumara nmo Touka 3 CHOTBETCTBHETO Ha npe/yiaraHara
MCAHIIMHCKA arapaTypa ¢ H3UCKBaHHSTA HA TEXHHYECKATa CTIeIH(HKALHS:

-- B kosona 4 na taGmuuara no touka 3 mocousa napaMmeTpute ((PpyHKIHOHAIHH,
TCXHUYECKH M3HCKBAHHSA, PabOTHH XapaKTepPUCTHKH M OKOMILICKTOBKA) Ha IIpejlaraHara
MEJMIMHCKA arnaparypa;

-- B konona 5 na tabmunmara mo Touka 2 mocousa CTpaHHIlaTa OT KaTalior,
TPOCHEKT, MPOJYKTOB JIMCT HJIM JPYT JAOKYMEHT Ha IPOM3BOMMTENS, HA KOSTO € MOCOYEHO
CROTBETCTBHETO Ha NPE/TOKECHHETO C M3UCKBAHMATA 110 KOJIOHA | OT Tabnumara.

- [IpaBu mpeutoxenue 3a: CPOKa/CPOKOBETE U pasMepa Ha IUIAllaHe;
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- IIpaBu nmpenioxenne 3a cpoka na Al0CTaBKa; CpOKa 3a MOHTaX H BbBEXKIAHE B
CKCILIOATalllA; CpoKa 3a o0yveHHE Ha IepcoHana, Cpoka 3a FapaHIMOHHO NONAbPIKaHE,
CpOKa 3a OTCTpaHsBaHEe Ha [OBPE/H B CPOKA HA rapaHIMOHHOTO HObpIKaHE.

- lexnapupa cpoka Ha BaIMIHOCT Ha o¢eprara,

- Jlekiiapupa CbIi1acHeTo CH ¢ KIay3uTe Ha [IPHTIOXKEHHUS IPOEKT Ha JOroBoOp;

- Mlexnapupa Apyru 06CTOSTENCTBA, H3UCKBAHE OT Bb3JIOKHTETS U NIOCOYEHH B
ofpasena Ha JOKyMEHTa.

3.6.2. JIokyMeHT 3a ynbIHOMOIIABaHe, KOraTo JIMLIETO, KOETO nojaea oeprara,
HE € 3aKOHHHSAT NPEACTABUTEN HA YYaCTHHKA.

3.6.3. IlpocmexTH, Katanosm, NPOAYKTOBH JIHCTH HWIIM JDPYTH paBHO3HAYHH
AIOKYMEHTH Ha IPOM3BO/IUTENS, IPEBECHH Ha OBJIrapcKu e3HK, JOKa3BAalIH CBhOTBETCTBHETO
Ha TPCIUIOXKEHUETO C M3UCKBAHHMSATA KbM MEJMIHHCKATA anapaTypa (TeXHHUCCKH JIpyru
napamMeTpu): (QYHKUHOHAIHM, TEXHHYECKH M3HCKBAaHUS, pPabOTHM XapakTepHCTHKH U
OKOMIUIEKTOBKA. B Te3u NOKYyMEHTH y4acTHHKBT 3aXbiIKHTEIHO TpsibBa 1a orbGenexn
(moaveprae) m HOMepHpa BeeKH 0T fapaMeTpHuTe 10 KOJIoHa 1 Ha TabnMuara mo Toyka 3 or
3aBIDKUTENHUS 0Opasenl Ha "TeXHHYECKOTO NpPENIOKEHHE 33 H3IIbIHCHHE Ha NOpbYKaTa
ITpunoxenne Ne 2 Taka, 4e ja cTaBa SCHO HATMYMETO Ha CbOTBETHUTE (YHKIIHOHAIIHH,
TCXHHYECKH U3HCKBaHMsl, PAOOTHU XapaKTEPUCTHKH H OKOMILICKTOBKA.

Bb3ao:kuTensT He H3IMCKBA NpeACTaBEHUTE OT YY4ACTHHIMTE A0OKYMEHTH 1A
0bJaT NOCTABEHH B OTIENHH INIHKOBE, NAaNKH W/HJIH JKoboBe 3a JOKYMEHTH.
HokymeHTHTE MOraT aa 6GbaaT MOCTaBEHH CBOOOAHO B ONAKOBKATA ¢ odeprara.

4. Pasraexnane Ha odeprure:

4.1. lMonyuenure odepru ce OTBAapAT Ha MyOJIMYHO 3acefaHue, HA KOETO MOTaT 1a
MPACHCTBAT YHACTHUIATE B IIPOLEypaTa HilM TEXHH YIIbIHOMOIIECHH NPEICTABUTEIH, KAKTO
H IIPCICTABUTEIIM HA CPECTBATA 32 MACOBO OCBEIOMSBAHE.

4.2. BB3I0OKHTENAT IpeIBHKIA PasTIeKAaHETO HA ODEPTHTE Ja Ce MU3BBPILIH 110
pena Ha wi. 104, an. 2 or 30IL, IIpH KOCTO OLEHKATa HA TEXHUYECKHUTE W II€HOBHUTE
TPEATOXKEHNA Ha yHaCTHUIMTE LIe Ce M3BBPIIA NPEIH MPOBEKIAHETO HA TIpeIBApUTEIHHS
noabop.

4.3. JleficTBuATa HAa KOMHCHSTA 3a M3BBPINBAHE Ha MOJADOP HA KaHIMAATHTE U
YHAaCTHHUIHTE, pasTIIeXkIaHe U OLIEHKA Ha o(epTaTe (KOMUCHSTA 110 L. 103, an. 1 ot 30I1T) ce
H3BBPIIBAT B CJIEJHATA ITOCJIENOBATEIHOCT:

4.3.1. KOMHCHATa OTBaps 0O pella Ha TAXHOTO IOCTHIIBAHE 3aleYyaTaHHUTE
HEIIPO3paiHH ONAKOBKH H OINOBECTABA TAXHOTO ChIBPIKAHHE, BETIOYHTENHO IIPEIIOKEHUATA
Ha Y4aCTHHIHMTE IO MOKA3aTelNs 33 OLeHKA Ha odeprHTE;

4.3.2. TEXHHYECKOTO W IIEHOBOTO [IPE/ITIOYKEHHE Ha BCEKH OT YYACTHHUIUTE Ce
TNIOJITHCBAT HAH-MaJKO OT TPHMa HYICHOBE HA KOMHCHSTA H ce npennara Mo eaMH OT
PUCBCTBAIHTE PEICTABUTEIIM HA IPYIUTE YUACTHHIH /1a TH NOANHKIIE, ¢ KOETO My6IMYHaTa
4acT OT 3aCeIaHHETO IIPHKITIOYBA;

4.3.3. KOMHCHATA pasriexia [PEACTABEHUTE O(MEPTH M OLEHSBA CHIVIACHO
H30paHHs KPHTEpHH 3a Bb3jaraHe Te3| OT TAX, KOHTO CBOTBETCTBAT HA IPEABAPUTEIIHO
00sIBEHUTE YCIIOBHUS;

4.3.4. KoMHCHSTa pa3riexna AOKYMEHTHTE, CBBP3aHH C JIHYHOTO CHCTOSHHE H
KpHTEpUHTE 32 IOAOOP, HA YYACTHHUIIUTE B HA3XOMIAII PEA CIPSMO MOJIYYEHHUTE OLIEHKH;

4.3.5. KOrato yCTAaHOBH JHMMCAa, HEI'BIHOTA HIIA  HECBOTBETCTBHE Ha
MH(OPMAIUATA, BKIIOYHTENHO HEPEeIOBHOCT HIIH (hakTHyUecKa rpeuika, MM HECHLOTBETCTBHE C
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H3HCKBAHHUATA KBM JIMYHOTO ChCTOSHHE WIIH KPUTEPUHTE 3a MOAOOp, KOMHUCHATA THCMEHO
YBEIIOMSIBA yJaCTHHKA,

4.3.6. B cpok 110 5 paboTHH gHM OT TIOJTyJaBaHETO HaA YBENOMIICHHETO YYACTHUKHT
MOxe na mpencrasu HoB EEJIOIT w/wmu npyru AOKYMEHTH, KOMTO CBABDKAT MPOMEHEHA
/WA IOTIBIIHEHA UH(OPMALTHS;

4.3.7. xomucHsTa pasriexia AOKYMCHTHTE, CBBP3aHH C JMYHOTO CHCTOSHHE M
KPUTEpHHUTE 33 MOAOOP N0 YCTAHOBSBaHE HA CHOTBETCTBHE C H3UCKBaHUATA Ha [BaMa
YIACTHHIIH, KOUTO KJIACHPa HA ITBPBO M BTOPO MSCTO; OCTAHAIIHTE Y4aCTHUIIH, YHUTO 0pepTH
Ca OLICHEHH, HE Ce KIIacHpar.
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IIPOEKT
CTAHJIAPTH3UPAH OBPA3EL HA

AOI'OBOP 3A OBIIECTBEHA IIOPBYKA
3A IOCTABKA U PEMOHT HA CIIEHHHAJIU3UPAHA
MEIUIAHCKA AITAPATYPA

b1 T ——— 2018 rox., B rp. Io6puy MEXIY:

"MHOI'OTIPO®MIIHA BOJIHUIIA 3A AKTUBHO JIEHEHME-JIOBPUY" AJ]
rp. Hobpud, cbe cepamume u aipec Ha ynpasnenue: rp. JoOpuy, yn. “[Tanaiior Xutos" 24,
Ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,

fpencrasnasano ot [[-p Cerosap Baiiuesn Iletpop  — Wsmennurenen Jupextop Ha
APYKECTBOTO, HapHYaHa HAPHIAH/a/0 33 KPaTKOCT BB3JIOXKUTEJL ot enna CTpaHa,
H

............................................................................................ »  CBbC CelalHile B
............................... H  @opec  HA  YHPABICHHE.........oouerveeeeearrenrensraesensoseossoosooosoooo
EUK ..o, ; IIPEJICTaBISABaH T e vm s amemmemsmnesies o 5o 505 M REASS S ammamam oms smrstacsencs
....................................................... » B KaUECTBOTO MY  Ha....cooooovveieeeerensensoooeoo
Hapu4aH/a/o 3a KpaTKocT H3ITBJIHUTEL, ot npyra CTpaHa,

BB3JIOJKUTEJIAT u USITBJIHUTEJIST Hapu4anu 3aenuo ,,Ctpanure”, a Bceku
OT TAX mooTaenHo ,,CtpaHa®, Ha ocHoBaHme 4i. 112 u CJI. OT 3aKOHa 3a OBIIECTBEHUTE
MOPBYKH U Pemenme No ..................... ... rox. Ha Bb3JIOJKHUTEJIS 3a onpenelsHe Ha
U3ITBJIHUTEJ] Ha o6mecTBena TIopkHKa ¢ npeamer: JlocTaBka Ha HOBAa MeIMIMHCKA
anapatypa — KOMIOIOTBPEH ToMOrpad 3a HyKIuTe Ha "Muoronpoduina GonHuNA 33 aKTHBHO
neuenne-Jobpua" AJl, MoHTaK, BBBEXIAHE B EKCIUIOATAlMS, BKIIOYHTEIHO HM3rOTBSHE W
CPITIACYBAHE HA JIbYE3AIMMTEH MPOEKT H MOJyYaBaHE HA JHIEHIUS OT AreHnusTa 3a sIpeHo
peryiupane, o0y4eHHe Ha mHepcoHana M TapaHIIHOHHO MNOIbPKaHe Ha MEIHIMHCKATA
anaparypa,

€€ CKIOYH TO3H N10ToBOp (,,Jloroeopa//loroBopst™) 3a BB3arane Ha ob1ecTBena
[IOPBYKA [IPH CIICTHUTE YCIIOBHSL:

I. IIPEAMET HA JOT'OBOPA

Yinen 1. lpeamer

(1) Be3noxurensr swinara, a Usmsamnrenst TIpHEMa N1a I0CTaBH M IIPEeXBbPIIH
cobcTBeHOCTTa HA BB3I0%KHTENs Ha HOBA MEIHIHHCKA arapaTypa — KOMIIOTBPEH TOMOrpag,
MOHTAX, BBBEK/AHE B eKCILIOATALHS, BKMOYHTENHO H3FOTBIHE W CBIllacyBaHe Ha
THYE3ALIUTEH NPOCKT W MOJIydYaBaHe Ha JIMIEH3HS OT ATCHIHSTA 32 SAPEHO peryJipaHe,
o0y4yeHne Ha nepcoHama u l4paHIlMOHHO IOANLP)KaHE HA MEIHIMHCKATA anaparypa,
CBIJIACHO TEXHHYECKOTO M IEHOBO MpEIOKEHHE Ha M3nennurerns, wepasmenna wact or
Horosopa cpemy 3anpbmkennero na Bo3noxwurens na s npueme u na samnatu JOTOBOpEHAaTa
LICHA CBITIACHO YCIOBHATA, TOCOUEHH MO-0TY.
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.......

raaa

Ne Texnu4yeckn nmokasaresn Texnuueckn
NoKa3aTe/Id Ha
MeAHIHHCKATA
anaparypa
1 2 3
1 [Tentpmu:
1.1 |OTBOp Ha reHTpH
1.2 |Dusuyecku HaKIOH Ha T'€HTPUTO
1.3 |Pascrosinue dokyc-H30ueHTEp
1.4 |Hamiuue na 6yronu 3a 0bp30 NO3HUIMOHKUpaHE Ha IAIHeHTa
2 |IManmenTHa Maca:
2.1 |O6xBar Ha cKeHHpaHe
2.2 MuHMMaTHa TOBapOHOCHMMOCT Ha  macaTa pHu
FApaHTHPAHE HAa TOYHOCTTA HA MO3HIHOHHPAHE
2.3 |Akcecoapu 3a NMO3UITHOHHPaHe H O00e3IBHXBAHEe Ha
IalKMeHTa
3 |PenTreHoB reneparop:
3.1 |Mommnoct
3.2 |O6XBar Ha HANpeKEHHe
3.3 |O6xBar Ha aHOIHHS TOK
4 |Penrtrenosa Tpnba:
4.1 |Tun Ha peHTrenoBara TphOa
4.2 |EdeKTHBEH TOIMHEH KaraiureT Ha TpbOaTa*
4.3 |Tomnoornarane (oxnaxxnane)
4.4 |Ilnom Ha pokycute (chriaacuo IEC 603 36:2005)
5 |Hderexrop:
5.1 |Tun Ha aerekropa
5.2 _|Bpoii netekTopHu penose
5.3 |Hali-TBHKHS I€TEKTOPEH eJIEMEHT 10 Z-0CTa
5.4 |HaurexHo mokpurre Ha JETEKTOpa (z-HalpaBJicHHE)
5.5 |Bpoii retexropuu kanam Ha pen
6 |Ckanupane n PEKOHCTPYKIHA:
6.1 |MuHHMaTHO BpeMe Ha MBIHO 3aBbpTaHe (360°) mHa
CHCTEMAaTa PEHTTeHOBA TpBhOa-IeTeKTop
6.2 |llpogemxurennoct Ha HENPEKBCHATO  CHHPAIHO
CKaHHpaHe
6.3 |Crenka (pitch) mpu cnmpanuo CKaHHpaHe
6.4 |Bbpoii noayuenn Cpe3oBe/poTanus (IpH aKBU3aIHs)
6.5 |Hamuuume Ha BBE3MOXHOCT 3a MOC/IEIBAINO Haarpaxxkaane

A0 PEKOHCTPYKIHA Ha 128 cpesa/poranus
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6.6 |[eGenuna mua PEKOHCTpyupanuTe cpesose mpu
CIIMPAHO CKaHHpaHe
6.7 |[Matpuna ua BHU3yaIu3aius
6.8 [Marpuna ua PEKOHCTPYKIHS
6.9 |Ckopoct Ha PCKOHCTPYKUMS NpPH MaTpUla He Io-
MaJIKo oT 512 x 512
6.10 |ITone Ha Bu3yanusammus (FoV) npu pekonctpykuus
6.11 |BucokokonTpactua PasJieUTeNIHa CIoCOOHOCT
6.12 |HteparuBHa TexHuka 3a PEKOHCTPYKIHS C HAMAEHHE
Ha Jo3aTta > 50 %
7 |OnepaTopcka Kon3zo.ia:
7.1 |Kanmanurer 3a ChXpaHeHHe Ha o0pasu
7.2 |llBeTeH mucreii
7.3 |Verpoiictro 3a 3anuc/apxuBupane Ha oGpasu B DICOM
¢opmar Brpxy CD/DVD
7.4 |USB 2.0 nopr 3a Tpacdep Ha naHHH
7.5 |Codryep 3a cbroB anammz - ABTOMAaTHYHO CErMEHTHpaHe
(oTHensHe Ha KOCTH U KPBBOHOCHH CBJIOBE)
7.6 |[Iporpamu 3a 3D PEKOHCTpyKIWA: B peatHo Bpeme MPR,
3D SSD, o6emno peHmpane (VRT)
7.7 _|TIporpamu 3a oGemmn M3MEPBAHUA H IMHAMHYHA OLICHKA
7.8 |Bb3moxHOCT 32 AHPEeKTHa,  opranHo-OasmpaHa
HaCTpOMKa Ha  rpaHuUmHTe 132 CKaHHpaHe W
PEKOHCTPYKIIHS
7.9 |ABroMarnuna HaCTpOHKa rojeMHHATA Ha TOKa Ha
PCHTICHOBATa TPBOA B PeasHO BpeMe, B 3aBHCHMOCT OT
aHaTOMHSATA Ha MalHeHTa
7.10 |TIporpama 3a aHruorpadcku  uscnemBaHus - KT
aHruorpaguu
7.11 |Pexyumpane mna aprepakta B KT H300paKeHusTa,
IPHYHHEHH OT METAIHH UMILIAHTH
7.12 |Ilporpama 3a muHAMH4YHO NPOCIIEAsIBAHE HACHTEHOCTTA
Ha KOHTpacTa
7.13 |[Taker 3a 06emuO M3CJIeIBaHE Ha MO3b4HA epdy3us
7.14 |Hammuue Ha CICIHATH3NPAHH NIEAMaTPHYHK TPOTOKOJIH 3a
CKaHMpaHe [IPH HHCKA /1034
7.15 |Bw3moxHOCT 32 PEKOHCTPYKIMS Ha 0OpasH, monydeHu
IIpH CKaHMPaHE C JIBE eHEPrUiiHH HUBA
7.16 |Tlporpama 3a amamus u yOpaBJieHHE Ha n03ata —
u3rotssHe Ha DICOM crpykrypen panopt. Ynpasnenue
Ha NPOTOKOJHM W 3alllUTa HA MAlHEHTHTE OT HEHYXKHO
obpuBane
7.17 |Hntepdeiic 3a [IpelaBaHe Ha MEOMIIMHCKH CHHMKH M
HH(DOPMALIUS, H3NOM3BANKH craggapra DICOM
DICOM Storage (Send/Receive)
DICOM Query/Retrieve
L DICOM Print
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[ |DICOM Worklist (HIS/RIS) l
DICOM MPPS (Modality Performed Procedure Step)
DICOM Storage Commitment, DICOM CD Viewer

7.18 |MmtepkoM 3a  jBymocouna KOMYHUKALAA — MEXKIy
KOMaHJTHOTO H [IPOLIE/IyPHO [IOMELICHHE

7.19 |Bb3MoxkHOCT 32 AUCTAHLIMOHEH CEPBU3EH JOCTBII

7.20 |KoHcymauus Ha CI.CHCPrUsd IIPH  YCIIOBHS Ha
MaKCHMaJIHO HaTOBapBaHe Ha CHCTEMATA

8 |Jlekapcka paGorna craHuuss 3a oOpaGorka wa

MEIHUMHCKH H300paskeHHS] W [JUATHOCTHKA Cbe
CJIeAHATA PYHKIMOHATHOCT:

8.1 |Hda mosBonsga nocrobpaborka Ha 2D, 3D u 4D JIaHHH,
resepupanu ot KT

8.2 |HucTpyMeHTH 3a M3MCPBAHE M OLICHKA (pa3MepH, bIIH,
o, o0em ROl u Ip.)

8.3 |llpencrassne na 2D, MPR, MPR/MPR Fusion, MIP,
MiniP, VPT

84 KT cbaoB anamus (mpocnenssane Ha  chioBe,
BU3SYATM3ANKS HA IVIAKH, H3MEPBAHE HA CTEHO3H)

8.5 |KT konomorpadus — 3D BUPTyaJiHa €HIOCKOIH,
[TdHOPaMEH MpEeriea Ha CTEHHTE Ha KOJIOHA, H3MepBaHe
Ha MOJIMITH

8.6 |KT meBpo-nepbyzus — cobTyepeH maker 3a aHanM3 Ha
lepeOpaHus KpbBEH MOTOK. M3umcienue napamMeTpuTe
Ha nepdysus, GasupaHo Ha 1Ba pasimuyHy nepdy3Hu
Mojiena ]

8.7 |Codryeper maker 3a Oenoapoben anamms - OTKpHBaHE H
dBTOMATHIHO CEIMEHTHpPAHE Ha JIe3WH B  GejuTe
IpoGoBe, THM(HUTE BB3IY U APYrd 001K npoMeHH

8.8 |M3piuyane Ha wW3cnenBaHms 3a MalKMeHTH OT HU(POB
apXuB, pabOTHA CTAaHLMS WIM JIpyra CHCTeMa 3a
00paboTka Ha H306pasKeHHs

8.9 [Mpexosu (DICOM) byaxumn:
DICOM Print
DICOM Send/Receive
DICOM Worklist
DICOM Structured dose report

8.10 |IlBeren nucmeit ]

(2) OcBen nocraBkara nmo amuHes 1, mpeamersT Ha Jloroeopa BxmOYBa M
H3ITBJIHEHUETO Ha CIEAHUTE NeHHOCTH:
1. mocraBka Ha MemuumHCKaTa anapatypa 0 MACTOTO Ha J0CTaBKa, MOCOYEHO B
HacTosuks Jlorosop;
2. MOHT)X/MHCTANAIHNS Ha JOCTABEHATA MEIMIHHCKA anapaTypa ¥ BBBEXIaHE B
€KCIUIOATALIMS,
3. M3TOTBSHE M CHIVIACYBaHE Ha JTBHC3AIUTEH NIPOCKT M NOJIyYaBaHe Ha JIUIEH3US
OT ATeHIIHATA 32 SAPEHO peryiupane;
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4. oOy4eHue Ha NepcoHaa Ha Bb3JIOKHUTEJIA,

5. rapaHlMOHHO NOANbPKAHE Ha METHIMHCKATA amaparypa W4 [JOCTaBKa Ha
HEOOXOZUMHUTE YaCTH M MaTepHallH, B PAMKHTE Ha CpOKa 3a rapaHIHOHHO MOIIbpIKaHE,
CUNTAHO OT JlaTaTa Ha NMoanuceane Ha IIpoToKoNa 3a MOHTaX M BhBEXIAHE B eKCIIIoaTaIi
IIpunoxenue Ne 2,

Ia. KJIAY3A 3A OTJIOKEHO M3ITbJIHEHUE

Ynen 1a.(1) Hacrosumst AOr'OBOp C€ CKJIIOYBA IIPH YCJIOBHETO Ha wi., 114 or
30Il. Vi3smbiHeHHETO Ha OTOBOpa Iue 3amovHe caMo B Cityual, 4e Ciel CKIIIOYBAHETO My
MHHHCTEPCTBOTO Ha 3apaBeorna3BaHeTo OCHTYpH (DMHAHCHDPAHETO Ha I0CTABKATa B pamMKuTe
Ha puHaHcoBara 2018 roguma.

(2) BB3JIOXXHUTEJIAT me nocu oTrosoprocT npen U3ITbJIHUTEIIA B cnyuai,
4ye (QpHHaHCHpaHETO He 6bie ocurypeno. B Tosu CIydJadl BCSKA OT CTPAHMTE MOXeE /1A MOUCKA
[peKpaTsiBaHe Ha 1OroBopa 0e3 INpeaM3BecTHE cjei M3THYAHE Ha TPUMECEUEH CPOK OT
CKITIOYBAHETO MY.

II. HEHA U HAYMH HA ILTAIIAHE

Ynen 2. llena

(1) 3a u3nbnHeHMETO HA MpeaMeTa Ha Horosopa, Beanoxurenar ce 3axnnkasa Ja
3aIuiaTd Ha M3nenauTens obma mena B pasMep Ha ............. (ossmnanens sens .) neBa 6e3 JIJIC u
.............. (cereeiiiiiiiinen....)) T€BA € BKIIOYEH JJIC, cbriacHo neHoBOTO MY IIpEI0XKEHHE,
Hepas/ie/Ha 4acT oT HacToswus Jlorosop.

(2) Ilocoyenara uena e kpaitHa H BKITIOYBA BCHUKH Pasxomy U Bb3HArPaXKICHHS Ha
W3nbaauTens 3a M3mbiIHEeHHE Ha MpeIMeTa Ha HacToslMs JloroBop, kato, HO He camo:
Pa3XOJUTE 3a TPAaHCIOPTHPAHE M JOCTAaBKA HAa MEAMIMHCKATA anapartypa 10 MSCTOTO 3a
AOCTaBKaA, BKJIOWHTE/IHO OMAKOBAaHE, TPAHCIIOPT, pa3oNaKOBakHe, TOBapeHe, pa3TOBapBaHe,
MHCTAIMpane, MOHTAX, BLBEXKIAHE B EKCILIOATALMS H IPHBEXKIaHE B paboTHO chCcTOsHME,
TOTOBO 3a IIPHEMAHE U EKCILIOATALMS, H3TOTBSHE W ChITIACYBAHE HA TBYE3AIIUTEH IPOEKT U
TOTy9aBate Ha THUECH3HS OT ATrCHIHMATA 3a SAPEHO PeryIupaHe, o0y4eHHe Ha CenUAaNTHCTH,
AOCTABKa Ha IIIaTa TEXHHYECKA M CEPBH3HA JOKYMEHTALMS, BCHYKH Pa3Xo0/IH 3a U3BLPIIBAHE
Ha rapaHIHOHHO NOTbpXKaHe (TPY/l, PE3EPBHH YacTH U KOHCYMAaTHBH), KAKTO H pasXOIHTe 3a
OTCTpaHABAaHE 3a CMETKa Ha M OT M3IbIHWTENS HA BCHUKH TeXHUYECKH HEH3IIPABHOCTH,
BB3HHKHAIM HE 10 BHHA Ha Bw3noxurens u mokpuru ot TapaHIHOHHHUTE YCJIOBHS W
FapaHIMOHHATA OTTOBOPHOCT Ha M3nbaauTE 1.

(3) Ilocouenara B HacTosmHs HoroBop 1eHa e kpaiiha u ocrapa HEMpPOMEHEeHa 3a
CPOKa Ha A€HCTBHETO My.

Yien 3. Hauun Ha naamane

(1) Ilnamannsra ce uspbpmsar B OBJIrapcKu JieBa, ¢ IJIaTeXRHO HapexaaHe 1o
cieHarta GaHKoBa CMeTKa, ocoueHa oT MambIHuTe s

Msubiautensar e muibxeH na yBeIoMABA IHCMEHO Buanoxurens 3a Bcuukm
HOCJCABAIIM IDOMEHH Ha DaHKOBAaTa My CMETKa B CPOK 10 3 (TpH) THH CUMTAHO OT MOMEHTA
Ha npoMsHata. B ciyvaii ue UsmsaauTensT e yBeomH Br3noxkurens B 1031 cpok, cuuTa ce,
H¢ IUIAaHHATa, 10 TMOCOYCHAaTa B HACTOSIMA WieH GAHKOBA CMeTKa ca HaJJIEKHO
H3BBPIICHH.
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(2) Tnamasero Ha menara mo ammnes 1 mo HacTosmus Jlorosop ce m3pbpisa,
CBIIACHO MPCIOKEHHETO HA H3N'BIIHUTES, KAKTO ClIe/IBa;
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(3) 3a mata Ha namanero, ce cuuTa aTaTa Ha 3aBepsiBaHe Ha OaHKOBaTa cMeTKa
Ha M30bITHATENS Che CHOTBETHATA IBIDKHMA cyMma.

(4) OxoHuaTenHOTO MNawaHe MO anuHes 2 (korato e mpuioKEMO) ce H3BBPIIBA
CJIC/ IIPE/ICTaBAHE Ha CJICAHUTE [OMIHCAHH OKYMEHTH KYMYJIATHBHO:

1. TlpueMo-npenaBatenen mpoToKon 3a JOCTABKA Ha MEIMIIMHCKATa anaparypa c
BCHYKH OKOMIUICKTOBKH, CEpPTH(HKATH, pasperieHus u HHCTPYKLHH 3a CBbXpaHEHHE u
CKCILIOATaNHs, OANKMCcaH OT aBeTe CTPaHU MIIM YIIBIHOMOIICHEH OT TSIX mana (Ilpunosxkenue
No 1);

2. IlpoToxon 3a MOHTaX M BLBEXIaHE B CKCILIOATAllMsd Ha MeAMIMHCKATA
anaparypa, IOANHCaH oT ABeTe CTPaHH MM YIIBIHOMOIIEHH OT TSIX mna (Ipunoxenue
Ne 2);

3. IlpoTokon 3a W3BBpILIEHO o0yJeHHe HA MeTUIIMHCKHS NepCoOHall, MOCOYEH OT
Besnoxurens 3a pabora ¢ meumunckara anaparypa (Ilpunoxenne Ne 3);

4. QakTypa, m3maneHa or M3mbiHETeNs H nonmucana ot Bw3moxkurens wium
YI'BJIHOMOIIEHO OT HEro JIHIIE, ChABPKAIIA BCHUKH 3aKOHOBH PEKBH3HUTH.

III. CPOKOBE. MSICTO M YCJOBHUS HA AOCTABKA.
IIPEMUHABAHE HA COBCTBEHOCTTA U PUCKA

Yien 4. CpokoBe u MCTO Ha 0CTABKA

(1) Hacrosmust Jlorosop Biu3a B cuiia oT jatarta Ha ITOJIITMCBAHETO MY H M3THYA
CJIEN U3TMYAHETO HA CPOKa Ha I'apaHIMOHHOTO IO/UIbpXKaHe Ha MENHIMHCKATa amaparypa,
npeamer Ha Jlorosopa.

(2) CpokbT 3a mocraBkaTta Ha MCIHIUHCKAaTa amnaparypa e .......... Ceaisinininns )
KQJICHIAPHH JTHH, CYMTAHO OT JaTaTa Ha OCHTYDSIBAHETO Ha ¢buHaHCHpaHeToO OT CTpana Ha M3
MO “IeH la, W3p.BTOPO WM OT MBPBOTO MIAIIAHE [0 NI0TOBOpa, B Cly4Yail, ye TakoBa e
NPEaBUJICHO.

(3) Cpokbr 3a MOHTaX wH BBBEKAAHE B eKCIIOATallMsi HAa MeIMIMHCKATA
amaparypa € ............ T ...) KaJIeHIapHW AHH, CIe] NOCTaBKATA H CYHUTAHO OT
Aarata, Ha KosATo Bw3noxurensr npenaje TIOMEIICHHATA, B KOMTO TpsGBa 1a ce MOHTHpa
MEIHIHMHCKATA armapaTypa (IIoIaKaTa).

(4) CpokbT 32 00yuenue Ha CIHCUHATCTH, IOCOUCHH OT Bh3noxkutens 3a paGora ¢
Menuuunckara anapatypa € ................. KalICHIApHH [HH, CYHMTAHO OT CYHMTAHO OT
oamucsaneTo Ha [IpoTokorna 3a MOHTAX M BBBEXK TaHE B eKcruoaranus [Ipunoxenne Ne 2.

(5) CpoxsT 3a m3roresme Ha TBYUCIANMTHAS NPOCKT M BHACSHETO My 3a
ChIIIACYBAHE B ATCHIHUATA 33 AAPEHO PETYIHpAHE € CPOKBT Ha JIOCTABKA HA MEIUIIMHCKATA
amaparypa 1o ai. 2 '

(6) CpoxsT 3a chriacyBane Ha THYE3ALUTHHSA [IPOCKT U MOJIyYaBaHEe Ha JIHICH3HS
OT ATeHLHATA 32 SAPEHO PEryIHpaHe e 2 (21Ba) Mecena oT BHACKHETO Ha IIPOEKTa.

(7) Cpoxsr 3a rapaHuHoHHO O/UTbpXKaHe HA MEJMUMHCKATa amapatypa e
e - .) KaJeHIapHH Mecelld, CYHTAHO OT noanuceanero Ha [IpoTokona 3a
MOHT&X U BBBEKIaHe B eKcroatanus [Ipunoxenue No 2.

(8) B cmyuyai, 4e npu u3mwIHEHHETO € Heo0XoMMa Iponenypa 3a ChIUIacyBaHe,
PaspeleHne u/uim Apyro AeicTBHe, MPOU3THYAIH OT HOPMATHBEH aKT, CPOKOBETE 110 all. 3,
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5,6 u 7 ce yammkasar c BPCMETO, HEOOXOOMMO 3a NPOM3HACAHETO Ha CBhOTBETHHUS
KOMIIETEHTEH OpraH.

(9) Mscroro Ha mocraska e B rp. Mobpuy, yn. "Manaiior Xutos" 24, "MBAJI-
Hobpuy" AJl, Otnenenne "Muamusno nevenue”

UYaen 5. Yenosus na nocraska

(1) HocraBka

1. UsnenHurtensr ce 3aibiKaBa na JOCTaBH JI0 MSACTOTO Ha JOCTaBKa M B
CHOTBETHHS CPOK Ha NOCTABKa, CHOTBETHO ja IIPeXBBPIH COOCTBEHOCTTAa W Tpeane Ha
Bosnoxwutens Menuumuckara anaparypa, IpPeAMET Ha J0CTaBKa, OTroBapsina Ha
TEXHUYCCKUTE CTAHAAPTH H M3HCKBAHHMSA M OKOMILIEKTOBAHA C HHCTPYKIHSA 3a eKCILIoaTalus
Ha OBJITapCKU €3UK, CepTH(HKATH, PAspeIICHUs ¥ MHCTPYKIMH U MIPENOPBKH 32 ChXpaHeHHe
H €KCIJIOATAalNs, KAKTO M C JIPYTH JOKYMEHTH U aKcecoapH.

2. VsnbnuuTensar npemasa  MeMIMHCKaTa anapatypa Ha yIbJIHOMOILEH
MpeAcTaBuTenl Ha Bw3noxurend. 3a cboTBETCTBHETO Ha NOCTaBeHaTa MeAMLHHCKATA
dliapatrypa W [pHEeMaHeTo U 10 BHJ|, KOJHYECTBO, KOMIIOHEHTH, OKOMIIJIEKTOBKA CE TIO/[IIHCRA
[IPHEMO-TIPE/IaBATENICH IIPOTOKOI, BBB (JOPMATa U Che CBABPKAHUETO ChIVIacHO [Ipunoxenue
Ne 1 (,JIpuemo-npenaparenen IpoToKon) or CTpaHHTE WIH TexHu YITBJIHOMOIIIEHH
[IPEICTABUTENH, CJIel IpPOBEpKAa 3a: OTCHCTBHE Ha »HecboTBeTCTBHS (HemocTaThIy,
Ae(eKTH, MOBPemH, JIUICH W/HiH HECHOTBETCTBHA HA JIOCTABEHATA MEMIMHCKA anaparypa
H/MIIH [pUIpyKaBamata s AOKYMCHTAllH H aKCECOapH C M3UCKBAHHATA Ha HACTOSIIHA
JIoroBop, KakTo u ¢ TexHHYecKmTe XApakTCPHCTHKH M C H3MCKBAHHATA, NPEJCTABCHH B
Texuuyeckoro npenosxkenye Ha V3nbiuuTens, Hanuuue Ha OKOMIIEKTOBKA Ha J0CTaBKaTa
TPCACTaBAHE HA NOKYMEHTHTE, H3MCKBAIIH Ce CHIIACHO TOYKa ] Ha HacTodIaTa aJuHes.
[Ipuemo-npenapatenuust IIDOTOKOJI ChABP)KA OCHOBAHHETO 3a ChCTABIHETO My (HoMmep Ha
AOrOBOpa), CepHeH HOMEp/CepUitHH HOMEpa MM IpYrd HACHTHGHUMPAINY MeaHIMHCKATA
anaparypa JaHHH.

3. Msnbmnurensr ysenomsasa Bu3iokuress B CPOK OT 3 (TpH) IHHU NIPEABAPHTEIHO
38 KOHKPETHHTE JaTH H 4Yac, Ha KOHTO INe ce U3BBRPIIM nocraBkarta. [Tpu mpenaBanero Ha
ME/IMIMHCKa anapatypa, UsnbimuTenst ocurypssa Ha Bw3noxurens meobxomumoro cropen
obcrosTencTBaTa BpeMe a s NpEriena 3a IBHU HEChOTBETCTBHSI, KATO CHIIOTO HE MOKe na
HaJBUIIaBa 3 (TpH) OHH.

4. Ilpy KoHcTaTHpane Ha SBHH HECBOTBETCTBHSA, Be3noxurensr uma IIpaBo na
OTK&X€ i IOAMHINE IPHEMO-TIpeiaBaTeeH IPOTOKoL. B Tesu ciydau, CTpaHuTe noamucear
KOHCTATHBEH MPOTOKOJ, B KOHTO Ce OMMCBAT KOHCTaTHPAHMTE HECBOTBETCTBHS, M Ce
TIocOHYBa CpOKBT, B KOHTO CBHIIMTE Ime GbaaT OTCTpanenu. Ciex oTcTpaHsBane Ha
HECHOTBETCTBUATA, CTpaHMTe MOAMUCBAT AsycTpaneH [lpuemo-npenagarenen MPOTOKOJI 3a
lIpUEMaHe Ha JpocTaBKata. B ciywait we HechoTBeTCTBHSTA Ca CBUICCTBEHH W He Obaar
OTCTPaHCHH B PaMKHTE Ha JaJieHHs OT Bb3IoKuTes CPOK, HWJIK NpH 3a0aBsiHe Ha MOCTaBKAaTa
Ha MEIUIMHCKA amaparypa ¢ moseue or 30 (Tpuaecet) nuu, Branoxkutenst uma 1IpaBo 1a
npekpatd Jlorosopa, KakTto u paBo Na TONy4u HeycTolka B pasmep Ha 10 % (necer
NpOLIEHTa) OT CTOMHOCTTAa Ha AIOTOBOpa, KakTO W Nia MOJNy4YH OGpaTHO BCHYKH ILIATEHH
aBaHCOBO OT Branoxurens cymu.

5. INonmuceanero ua IIPHEMO-TIpeAaBaTeHus NpoToKoa [Ipuoxkenue No 1 Ges
3a0eeXKH UMa CHilata Ha TIIpHeMaHe Ha JIOCTaBKaTa OT CTpaHa Ha Bu3noxwurens, ocsen B
CIyJauTe Ha CKPHTH HECBOTBETCTBHS, KOMTO HE MOIAT Aa OBJAaT yCTaHOBeHH Tipu
OOMKHOBEHHS Iperiej Ha MeIHIHHCKA anapatrypa. llpuemaHero Ha nocraBkara mHa
MEMIMHCKa anapatypa ¢ Ilpuemo-npenasarennus porokon no Ilpunoxkenne Ne 1 Hsima
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OTHOIICHHE KBM YCTAHOBEHHTE BIIOCIIEJICTBHE HECHOTBETCTBHS B CpOKa 3a TapaHIIHOHHO
NOIIBbpHKAHE.

6. Be3noxwuTenir ce 3anmmkasa na YBECIOMH NMMHUCMEHO M3MBJIHHTENA 38 BCHUKH
CKPHUTH HECHOTBETCTBHS, KOUTO HE € MOT'B]I /A y3HAE [IPH MPHEMAHETO HA JIOCTaBKara B CPOK
70 3 (TpH) OHH OT y3HABAHETO MM, HO HE MO-KBCHO OT H3THYaHE Ha CPOKa 3a TapaHIHOHHO
OJUTbPIKAHE,

7. Ilpn Hanmwuue Ha SBHH HECHOTBETCTBHS, [IOCOYCHH B KOHCTATHBHUS MPOTOKOJI
IO TOYKA 4 M/HIIM NPH HAJIWYKE HA CKPHTH HECBOTBETCTBHS, KOHCTATHPaHH OT Be3moxureis
M ChOOIEeHH Ha M3mbiHuTens mo pexa Ha Touka 6, VIsmbIHUTENST 3aMeHs 10cTaBeHATa
MCIHIMHCKA anapaTypa WK ChOTBETHHS KOMIIOHEHT ChC CHOTBETCTBALIH C H3UCKBaHUATA Ha
HacToAmuUs JloroBop B Cpoka, MOCOYEH CHOTBETHO B KOHCTaTHBHHUS IPOTOKON H/HIH B
PasyMEH CpOK CIIe[{ oNTyyaBaHe HA yBEIOMIICHHETO 110 TOYKA 6, KOHTO HE MO3Ke J1a 6p1e no-
OeIer 0T 14 (4eTHpuHazecet) KaJleHIapHH THH WM LeHata 1o Jlorosopa ce mamanssa
CBOTBETHO C I€HaTa Ha HECHOTBETCTBAIMTE KOMIOHEHTH HIIH C pasxonMre 3a OTCTpaHsBaHe
Ha HecpotBercTBHATa, ako ToBa He Bomm 10 IIpPOMAHA B TpeaMeTa Ha I[OPHYKATA |
3alla3BaHETO Ha TC3M KOMIIOHEHTH I103BOJISBA HOPMANHATA EKCILIOATALIMS HAa MEIHIHHCKATA
amnaparypa.

8. B ciiyuanTe Ha HeCHOTBETCTBHS, OCOYCHH B KOHCTATHBHHUA MPOTOKOJI 10 TOYKA
4 BB3NOKHTENSAT HE NBKM 3amiamaHe Ha AB/DKHMH Ha M3IBIHHUTENA CyMH IIpeau
OTCTPaHABAHETO HA HECHOTBETCTBHATA M H3ITBJIHCHHE HA OCTAHAIHTE YCJIIOBHA 3a IUTaulaHe,
npensusieny B Jlorosopa.

(2) MonTax

. Msnenuutenar e mnbxen na [PUKIIIOYH H3II'BIHEHUETO HA BCHYKH JNEHHOCTH
CBBp3aHH C MOHT@Xa (MHCTAIAlMATA) H BBBEXKIAHEC B EKCIUIoATallMs Ha MEJIMIHHCKA
amnapaTypa B CPOK OT ......evvevnnrnnn..., KaJICHapHH THH, CUUTAHO OT JaTaTa Ha IOJIIHCBAHE
Ha IpHeMo-TIpelaBaTe/IH|SA POTOKOJ [Iprnoxenne No 1.

2. 3a HU3BBPIIEHMS MOHTAX W BBBCXK/aHE HA MEIWUMHCKA amnapaTtypa B
ekcrtoarauuss CTpaHHTe, MM YIBJIHOMOLIEHH OT TSX JHNa TOJANMCBAT JBYCTPAaHEH
POTOKOI, BB ()OpMaTa H ChC CHABPKAHHETO 10 [Ipunoxenne Ne 2, mepasmenua wact or
HacToAmusa JloroBop. Bru3noxwurensr uma NpaBo Ja OTKaXke [a MOIMHIIE MPOTOKOJA 10
HACTOAIMA ~ TOYKA JI0 OKOHYATEJTHOTO BBBEXAAHE HA MeIHIIMHCKA amaparypa B
CKCIUIOaTallks, B CTENEH MO3BOJIABAIIA He3a0aBHATA | GesnpensrcrBena ynorpeta.

(3) UsroTsne Ha ThuesamuTen [IPOCKT, CBrIIaCyBaHE H II0JIyYaBaHE HA JIHIIECH3HS
OT ATCHIMSITA 32 SIPEHO peryJIHpaHe:

1. VI3OBJIHUTENAT W3rOTBA JBYC3AIMTEH TPOEKT B  CBHOTBETCTBHE ¢
MHBECTHIHOHHHSA MPOCKT 3a IPeyCTPOHCTBOTO Ha CBIIECTBYBAIIUTE IIOMEIIEHHS B TAKHBA 24
paslolarane Ha KOMIIOTBPEH ToMorpad M B CBOTBETCTBHE ¢ U3/a/ileHaTa BH3a 3a
IIPOEKTHPAHE.

2. U3UBITHUTENAT BHACS JIbYE3aIUTHHS IPOCKT 3a ChIJIACYBAHE ¥ IOJIyYaBaHE Ha
JUIeHsusa ot ASP.

3. BB3N0OXKHTENAT ce 3amBiDkaBa Jla OKazBa HE0OX0MUMOTO chIeHCcTBHE Ha
H3I'BJIHUTEIS M0 IOCTHTaHETO HAa CHLOTBETCTRHE MEXKIY JIbYE3AIMUTHHS U HHBECTHIHOHHUS
IIPOEKT.

4. TlomydaBaHeto Ha BH3a 3a [IPOCKTHPAaHEe 3a I[pPEyCTPOHCTBOTO Ha
CPINCCTBYBAIMTE MOMEIICHHSl B TAKUBA 3a pasloNaraHe Ha KOMITIOTBPEH TOMOTpad,
M3TOTBAHETO Ha HMHBECTHLHOHHHS IPOEKT, C H3K/IIOYECHHE HA 4acTTa 3a JTbYE3aITUTHHS
TTPOEKT, IONYy4aBaHETO Ha Da3spelleHHEe 3a CTPOEX M MOATOTOBKATA Ha IIOMEILIEHHATa €
3aIbJDKEHHE HA BB3JI0MKHTEJIS.
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(4) O6yuenne Ha nepconana

1. B cmyuait we Wsmbmmmrenst HMa  ONpENeNICHH H3HCKBAHHSA KbM
KBATH(HUKAUATA U 06Pa30BAHUETO Ha CHCUHATACTHTE, KOUTO Iue Gbaar ofyuasanu, Toii e
AUIBKEH Jia yBeNOMH 3a ToBa BB3inoxurens mucMeno, B cpok or 30 (Tpuaecer) mHM oT
floanucsane Ha HacToAWKs Jlorosop.

2. VI3OBIHUTENAT € MIbXeH Aa TIPHKIIOYH OOYYEHHETO Ha CHelHaIHCTHTE Ha
Boanoxurens B cpok or ............... +- KQICHIAPHA JIHU, CYUTAHO OT IIOJIIHCBAHETO Ha
IIporokona 3a MoHTax u BBBeXIaHE B excrnoaranus Ilpunoxenwe Ne 2. Usnwiamrenst e
AIBICH 110 OCHTYPH JOcTaThueH Gpoii o6ydaBammm, KakTo u MPHCBCTBHETO UM Ha MICTOTO Ha
A0CTaBKa H HHCTalMpaHe Ha MemunuHCKaTa anaparypa, KaTo BPEMETO W rpaduKbT Ha
oOy4eHme ce crriuacysar Mexy Crpanure.

3. 3a wmsBBpHIEHOTO o0yuenme CrpanuTe, MM YIU'BIIHOMOIIEHH OT TAX IHIA
TOMUTHCBAT BYCTPAHEH MPOTOKOI, BbB (hopMaTa H Che ChAbpxkaHueTo 1o [punoxenne Ne 3,
HEpas/eliHa 4acT OT HacTosus Jlorosop. M3mBiIHHTENST He HOCH OTTOBOPHOCT 3a 3a0aBsiHe
Ha 00y4EHHETO MOPA/ | OTCHCTBHE HA CIICLHATHCTHTE Ha Branoxmurens o peme na nepuona
Ha 00yYEHHETO, IIPH YCIIOBHE, e e YBCIOMHUII IHCMEHO Bh31oxkuTeNs 3a TakoBa 0TCHCTBHE.

4. 3amsHa Ha crenHanucTH, lIoiexanmy Ha o0ydyeHue e nomycTiuma B CPOK 10 2
AHH, CIIENT HAYAI0TO Ha 00YYEHHEeTO U He ITOBEYE OT J[BA IILTH.

Ynen 6. Korato MWsnbmmurensr e CKIIOYMII  I0TOBOP/OTOBOPH  3a
NIOMM3NBIHEHAE, paboTaTa HAa MOAM3NLIHHTENHTE ce npueMa ot Bw3noxurens B
IIPUCECTBHETO HA VI3mbIHUTENS M mOM3mbIHMTe S IO PeZia H TIpH YCIIOBMATA HA HACTOSIIHS
Horosop, npunoxumu kM Usnbanres.

Ynen 7. [lpemunaBane na COOCTBEHOCTTA U pHCKa

CobcrBeHocTTa M prcka oT CITy4allHO MOBPEXXIAaHE WITH TOTHBAHE HA MEJTHIUHCKA
alaparypa npeMHHaBa oT M3nbiumurens BbPXy B®3noxkurtens or narara ma mommucsane ma
[IpoTokona 3a monTax wu BBBEXIAHe Ha MENMUMHCKA amaparypa B SKCILIoaTaIus
[punosxenue Ne 2.

IV. IIPABA U 3AIBJIKEHUSI HA CTPAHUTE

Ynen 8. Ilpasa u 3agb/okenus na Hznbannrens

. VsmenHmTenst ce sambiokasa Ad  JIOCTAaBH MEIHUMHCKA alaparypa,
OKOMIUICKTOBAHA CBINIACHO M3MCKBAHMATA Ha Wi. 5, an. 1 u IPUIPYKEHA ChC CHOTBETHHTE
AOKYMCHTH, KaKTO H Jla IPEXBBPIH COGCTBEHOCTTA BBPXY Hed Ha Bwanoxwurens s
AOTOBOPCHHTE CPOKOBE M CBHITIACHO YCJIOBHATA Ha Hactosmmwms [foroBop, na MemuimmHcKara
alapatypa u 11a s BbBEJIE B €KCILIOATAL[HS.

2. VI3UBLIHHTENAT € UIBXkKeH 1a H3mbiIHY 3a1BIDKEHHATa ¢H 1o JloroBopa u ma
YIpaXXHsiBa BCHUKHTE CH IIPABa, ¢ OTJIe] 3alIUTa HHTepecuTe Ha Bu3noxurens.

3. MsnbnamTensr ce 3axbmkasa a M3BBPLIBA TEKYIIa IOIPBKKA U FapaHIMOHHO
obcityKBaHe Ha MeIHIMHCKA aiapatypa B paMKHTE Ha CPOKa 3a rapaHIHMOHHO HOJbPIKAHE,
TPH yCIIOBHATA M CPOKOBETE Ha To3H J[oroBop, ChOTBETHO IPH YCIIOBHUSTA Ha rapaHIUsITA,

4. snbuurenar ce 3axbmkasa na OTCTpaHABa 3a CBOA CMETKA H B JIOTOBOPEHUTE
CPOKOBE BCHYKH HECHOTBETCTBHS, TOBPE/IH, Ne(eKTH W/HIH OTKJIOHEHHS HA JOCTABEHATA
MEIHIMHCKA anapaTtypa, IPOSBEHH W/HIIH OTKPUTH B DaMKHTE Ha CPOKa 3a rapaHHOHHO
TNOMbpIAHe, KOHCTATHPAHH M TPEASBEHH 10 peia Ha HacTosimust JloroBop u chriiacHo
T4paHIMOHHHUTE ycloBHA. V3MBIHMTENAT ce 3ambinkaBa IIpH OTCTpaHSBAHE Ha MOBpEH,
Ne(EKTH HIIH HEJ0CTAThIH, KAKTO U TpY M3BBPIIBAHE HA rapaHIHOHHOTO TOJIBpXKAHE Ja
BJlara CaMo OPHIHHATHY PE3EPBHH YacTH H MATEPHANH.
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5. MsmbitHETEIST Ce 3anbmKkaBa a crassa TIpaBHIaTa 3a BBTPEIUHUA PEJl, KAKTO U
XHTHCHHATC H3UCKBAHHMA M M3UCKBAHHSA 33 OE30IaCHOCT B MOMEIIEHHITA Ha Wsnenuurens u
Ad M3IBJIHABA 3a0BbIDKCHUATA CH 110 JloroBopa Ge3 na nmpeun Ha HOPMAaTHOTO IPOTHYAHE Ha
paboTtara na Br3noxurens.

6. Ilpy TOYHO M HABPEMEHHO W3IIbLIHEHHE Ha 3ab/DKCHHATA CH 10 HACTOSIIHS
Horosop, H3nbaHUTENSIT HMa Npao Ja moiydn meHata no Jloroeopa, chbIJIacHO
ONPECICHUTE CPOKOBE U Pa3MEPH Ha IIallaHe.

7. U3'bJIHUTENAT ce 3abIKaBa 1a CKIII0UH ZOTOBOP/IOTOBOPH 34 MOAU3IBIHEHHE
C IIOCOYCHHUTE B odepTara My HOAM3IBIHUTEIN B CPOK OT 7 (cezmeM) MHM OT CKJIIOYBAHE Ha
HacTosmust lorosop. B cpok no 3 nuu ot ckmrouBareTo Ha JIOTOBOP 3a MOAU3IIBIHEHHUE HITH
Ha NONBJIHUTEIIHO CIOpasyMeHHE 3a 3aMsiHa Ha I0COYeH B odeprarta NOAUINBIHHTEN
U3IBJIHKTEIAT M3Ipalla KOIHE HAa JOTrOBOpA MM Ha JOMBIHHTETHOTO CIOpa3yMEHHE Ha
BB3JIOKUTEIIA 3a€HO C JOKA3aTelICTBa, Ye ca M3IBIHEHH YCIOBHATA 110 4i. 66, an. 2 u 11
30I1.

8. W3SnbinMTenaT WMa mpaBo na Mcka OT Bo3noxutens neobxommmoro
CBJCHCTBHE 3a OCHIIECTBABaHe Ha paGoTaTa mo Horosopa, BkmoYnTENHO NpenocTaBsHe Ha
HYXHaTa HHQOPMAIKS U JOKYMEHTH 34 M3ITbJIHEHHE Ha Horosopa i Ha HEOOXOAMUMHES TOCTBI
J10 IOMeIeHHsITa Ha BB3ToskuTeNs, B KoHTo L€ C€ MOHTHPA MEJUIMHCKA anaparypa.

9. Wsnbmautenst ce 3ambimkasa na U3BBPIIH O0y4eHHWEe HA MEeIHUIHMHCKHS
NepcoHall, Ha Bb3/I0XKuUTeNs B yroBopennte cpokose u rpayK, ¥ CHIIACHO TOTOBOPEHUTE
YCIIOBHS.

10. UsnbnHuTENAT € auBKeH na OTCTpaHH 3a CBOS CMETKA BCHYKH MOBDENH
HAHCCEHH Ha HMYIIECTBOTO HAa BBb3moXkuTess, KakTo H 1a 06e3IeTy BeSKo TPETO JHIE, Ha
KOCTO Ca HAHCCCHH BpeIM 1O BpeMe HAa M BLB BPH3KA ¢ MOHTaXa/HHCTAAUATa W
BBBCIKIIAHETO HAa MEMIIMHCKA anapaTtypa B eKCILIOATALHS.

Yien 9. IlpaBa u 3aab/kenus Ha BbaoxuTens

1. Ilpu 106pochBECTHO M TOYHO H3MBIHEHHE HA Horosopa, Beanoxurensr ce
3a/ib/DKaBa 1a 3anjiatu obmara ueHa mo 4i. 2, an. 1 oT To3u Horosop, ckriacuo ycnoeusita u
10 HA4YKHa, [IOCOYEH B HETO.

2. BB30OXKHTENST ce 3ambikapa 1a [IDHEME JI0CTaBKaTa Ha MEIHITHHCKA
alapatypa, npeamet Ha Jlorosopa mo pexa Ha wi. 5, ako OTroBapsi Ha NOTOBOPEHUTE
H3NCKBAHUs, B CPOK JI0 3 (TPH) AHM CIIe[l IHCMEHOTO My YBELOMsBaHEe, KaKTO H Ja OCHIYpH
AOCTRI J10 TIOMEIICHHATA CH M HEOOXOJHMHTE YCIOBHS 3a MOHTAXA M BBBEXKIAHETO B
€KCIUIOaTallHsl.

3. Besnoxurenst uma npaso na ucka ot Mamsiautens Jla U3ITBJIHK JOCTaBKaTa Ha
MCIMIHMHCKA anapaTypa Ha IOCOYeHHs B Wi 4, an. 5 or Jlorosopa azpec, B cpok u 6e3
OTKJIOHEHHS OT JIOTOBOPEHHTE H3UCKBAHM.

4. BB310XHTENST ce 3aabKaBa 3 chaeiicTaa [IpH ITpOBEkKAaHe Ha 0Oy4yeHHeTo
Ha CBOHTE CICIMAMCTH, KaTO OCUTYPSIBA IPUCHCTBHETO UM B ZIOTOBOPEHOTO BpPEME.

5. Bb3noxuTensT uma npaso ga T01y4aBa HHGOPMAIHS 10 BCAKO BPEME OTHOCHO
MOATOTOBKATA, XO/a M OPraHM3alHUATA [0 H3IBIHEHHETO HA JIOCTABKATA M INeHHOCTHTE,
npeamet Ha Jlorosopa.

6. Beanoxwurenar uma npaso Ha PeKIamMalnys N0 OTHOLIEHHE Ha JOCTAaBEeHaTa 1o
JoroBopa mMeaunmHCKa arnapaTypa, KakTo 10 OTHOIIEHHE HAa MOHTAKA M HHCTANANUsTa, IPU
YCJIOBHATA TOCOYCHH B HACTOSLIMS JIOTOBOD M CHIIIACHO rapaHIHOHHHTE YCIIOBHS.

7. BB3NOXHTENAT MMa [PaBO 1a M3HCKBA OT WMsnenaurens samsmata ua
HCCBOTBETCTBAIA ¢ TeXHHYECKHTe crienudHKALMK W/ HIH nedeKTHa Me/IMIMHCKa arapaTypa
H/MITH HeHHH KOMIIOHEHTH, KAKTO U OTCTpaHABaHE HA HEJOCTATBLIUTE, IO Pe/a U B CPOKOBETE,
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ONpeJIeNICHH HACTOSIITHS Horogop.

8. Be3noxurtenst uma NpaBo /1a OTKa)ke MpHeMaHeTo Ha JlocTaBKaTa, KakTo H Ja
HC 3aIUIaTH H3LANO MIIM YaCTHYHO [IEHATa II0 Horosopa, korato Mamsmuurenst HE cria3sa
H3UCKBaHHATa Ha JloroBopa, mokato Mamsanurensr ge H3II'BJTHH H3LIAJIO CBOUTE 3a1BJIKEHUS
CBIJIACHO ycyioBHsATa Ha Jlorosopa.

9. Bw3noxurenst uma [IpaBo Nla M3UCKBA OT ManmbiaHuTens ma ckmouu u Ja My
NIPEACTaBH KONHA OT JIOTOBOPH 33 MOAH3MBIHEHHE C TOCOYCHHTE B odeprara My
MOM3ITBIIHUTETH.

10. BB3n0KHUTENAT € mIbiken Aa He pasnpOCTpaHABa IIOJ KaKBATO U 71a e bopma
BCAKA TpenocTtaBeHa My oT M3mbnauTens HH(popManms, uMama XapakTep Ha TBhProBcka
TalHa U U3PHYHO yIIOMeHaTa OT U3NbIHuTe s KaTO TakaBa B IIPE/ICTABEHATA OT HEro otepra.

V. TAPAHIITHOHHA OTTOBOPHOCT " TAPAHITHOHHO
MOJIbPIKAHE

Yuren 10.

(1) T'apannuonna OTIOBOPHOCT

1. M3mbanutenst FapanTHpa neiaHaTa (QYHKIHOHAHA TOMHOCT HA MEIUIHHCKA
aImapaTtypa CBIVIACHO JOrOBOPEHOTO MPEIHA3HAYCHHE, KAaKTO M CBIVIacHO TeXHHYeckoTo
TIPE/VIOKEHHUE U TEXHHYECKHUTE CTAHIAPTH 3a KAYECTRO K Oe3omacHocr.

2. B pamkuTe Ha rapaHUHOHHMS Cpok M3mbiHUTENST OTCTpansBa ¢he crOM CHIIH |
CPeACTBa BCuukM HechoTBeTcTBUS Ha memumHCKa anapaTtypa, CBOTBETHO IOJMEHs
NePEKTHPANH YacTH H/WIH KOMIOHEHTH C HOBH, CbIVIACHO TI'apaHIHOHHHTE VCIOBHS H
Texnnueckoro npennoxenne na WsnbinuTens.

3. B pamkute Ha rapasmmomHus CPOK MBNbIHMTENST wW3BBpmIBA BeHuKH
HEOOXOIMMH, MEPHONHYHY NeHHOCTH 110 TIPOBEPKa, MPO(HIIAKTHKA H HACTPOHKA B CPOKOBeETE
H B 0DeMa, IpeNucany OT IpOU3BOIHTENS Ha ME/IMIMHCKATA anaparypa.

5. PexnamanuonsoTo cho6menue na Br3noxurens moxe na 6ne H3IIPaTeHo I10
dakc, Tenedom, CJICKTPOHHA MOINa MM OOWKHOBEHA TOIIa. V3bnuutenar e mrexen na
HSIpAaTH  CBOM  KBAIMDMLMPAHH IIPEACTABHTENM Ha MACTO 32 KOHCTaTHpaHe u
H/ICHTHQHUIHpaHEe Ha TIOBpe/aTa B CPOK OT 3 (TpH) IHH OT TMOJNy4aBaHe Ha PEKITaMaIHOHHOTO
cpoOleHne Ha B3noxure)is. IIpu Bu3nTaTa Ha cepBU3HMA exun Ha Msnennurens ce cheraps
KOHCTaTHBEH NPOTOKON 3a H3BBPUIEHOTO TEXHHYECKO obciy:xBane, Buma Ha HoBpeara,
paboTHTe H CPOKBT HEOGXOTHMH 3a OTCTpaHABAHETO, B JiBa €IHOOGpa3HH CK3EMILIIpa.

6. MsmenHuTENnsST ce 3ambmiasa Ad OTCTpaHH HACTHIMIA MOBpeaa B CPOK OT
........... -KQJICHIADHM [HH, CYHTAHO OT JaTaTa Ha YBCIOMABAHETO OT CTpaHa Ha
Br3noxurens.

(2) VsubnautensT ce sambinkasa Ala OCHTypu Ha Bbanoxurens rapasunonmo
MOZIbpKAaHE HA MEIUIMHCKA arlapaTypa B JOTOBOPEHHUS CPOK.

(3) Cpok®T 3a rapanumonno MONLIbPIKaHE Ha BCEKH OTJIENIEH amapar ce YAbIKaBa
ChC CPOKa, NIPE3 KOHTO € Tpaesno OTCTpaHABAHeTo Ha 1TOBpe/1a i MEHUMHCKATa anaparypa He
C€ ¢ [10/13BaJIA 110 NPeIHA3HAYSHHUETO CH.

VI FAPAHIUH 3A U3IbJHEHUE

Yren 11. (1) B ciyuaii, ye MsnbiaauTenst e HaIlpaBHII IPEJUIOKEHHUE 33 aBAHCORO
[1alnane, ChIIUAT IIPEJICTaBs rapaHIHs, olesmeyapamma aBaHCOBO Mpe0CTABEHUTE CpencTBa,
B pasMepa Ha aBaHCOBO IpenOCTABEHHTE cpencrsa. l'apanuusara ce mnpencrass cien
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OCHTYpABAaHCTO Ha (DMHAHCHPAHETO OT CTpaHa Ha M3 mo uren la, u3p.BTOpO M npemm
BE3JIOKUTEAT [1a H3BBLPIIH IBPBOTO IJIAINAHE 110 JIOTOBOpaA.

(2) Tapammmsra, obesmevasama aBaHCOBOTO NPEIOCTABEHUTE CpeJCTBA ce
0cBobOXZIaBa B Cpok 10 3 (TpH) IHH cliel BpbILIAHE WIIH YCBOSBAaHE Ha aBaHCa. ABAHCEHT ce
CHHTa 33 yCBOCH CJIe/l OJIICBAHE HA IOKYMEHTHTE M0 4I. 3, ar, 4 oT HaCTOSLIMS JOTOBOP.

Ynen 12. (1) Usnenuurenst IPC/ICTaBA rapaHiys, obe3neyasalna u3mbIHCHHETO
Ha Jlorosopa, B pa3Mep Ha |1 Ha CTO OT CTOMHOCTTA Ha Aorosopa. I"apannusta ce npencrags
CJIEl OCHTYpPsIBAHETO Ha (PMHAHCHPAHETO OT cTpaHa Ha M3 1o wien la, usp.BTOpO U Mpemm
BB3JIOKUTEIAT Ja H3BBPIIH IBPBOTO IIJIAIIAHE I10 J0roBopa.

(2) Tapannusita, o6e3neyasama u3mbIHEHHETO ce ocBoboK/IaBa B CPOK 110 3 (Tpm)
AHH CJICN TIOANHCBAHE HA JOKYMEHTHTE 10 4iI. 3, ajL. 4 oT HACTOSLIHS JOTOBOP.

Yaen 13. (1) Usnsnaurensr IpEACTaBs rapaHiys, 0be3neyaBana rapaHHOHHOTO
HOALBpKaHe, B pasMep Ha 1 Ha CTO OT CTOMHOCTTA Ha Horosopa. ['apanimsra ce npeacrass
CJIC OCHTYpsSIBAHETO Ha (DHHAHCHPAHETO OT CTpaHa Ha M3 1o wien la, usp.BTOpO B npemu
BB3JIOKHTEIIAT [a M3BBPLIH TbPBOTO [UIAINAHE 10 JIOroBopa.

(2) l'apannusra, o6e3neuasama TapaHIMOHHOTO MOUTbpPKaHEe Ce 0CBOOOKIABA B
CPOK 110 3 (TpH) IHH Clie]] H3THYAHETO Ha CpOKa Ha rapaHIMOHHOTO MO/UTbPIKAHE.

Ynen 14. (1) Tapanummte ce IPCIOCTABAT MO H300p HA H3NBJIHHTENS MOJ
dopmara Ha mapuuna Cyma, 0aHKOBa rapaHLUs WIIH 3aCTpaxoBKa, KOSTO o0e3nevyasa
H3ITBIHCHHETO Ype3 MOKPUTHE HA OTTOBOPHOCTTA HA H3IThIIHHTENS.

(2) B cnyuaute, xoraro TapaHllMuTe ca moa QopmaTta Ha mNapHyHa cyma,
BBITONKUTCIAT HE ABIDKH 3allNIAIaHETO Ha JIMXBH 38 BPEMETO, IIpe3 KOETO mapuyHaTa Cyma e
IPECTOANA [IPH HEro, OCBEH B CIIyYaHTe HA HEOCHOBATEIHO 3abpXKaHe Ha cymara cliej
JOTOBOPEHHTE CPOKOBE.

(3) B cmyuaure, xorato rapannuuTe ca noi ¢opmara Ha 6GaHKOBA rapaHIus,
ChINaTa CilciBa na € Oe3ycloBHA, HEOTMEHHMA, JIENHMA M ILIATHMA IPH IIBPBO MHCMEHO
HMCKaHE 32 IUIaaHe OT CTpaHa Ha Bb3/I0kHUTeNs. CpoKoBeTe Ha BAJIMAHOCT ¥ pa3MepuTe Ha
pas/iMyHUTe OAHKOBH rapaHIWM ClexBa 1a 6biar CBOOpPa3’eHH ¢ MOCOYEHOTO B 4JI. 11, 12 u
13 ot norosopa.

VIIL. HEYCTOHUKHU

Yanen 15. (1) Ilpu 3a6aBeno usnbinenne ga 3alB/DKeHUA 110 JloroBopa OT cTpana
Ha M3nbiHuTeNS B HapyineHue Ha IIPCABUICHHUTE B TO3H J[OTOBOp CPOKOBE, CHIIMAT JAbIDKH
Ha Bb3noxwurens Heycroiika B pasmep Ha 0.05 % ot cymara mo . 2, an. 1 3a Bceku
TIPOCPOHCH NICH, HO He moBeYe oT 2 (aBa) % oT 06maTa 1eHa o wi. 2.4m; 1.

(2) Tlpu 3abasa ma Bwsnoxurens sa M3MBIHEHAE Ha 3aJbIDKEHHATa My 3a
Iiamane no JIorosopa, ChIUMAT ABIKH Ha M3IbIHuTeNs HeycTokKa B pa3mep Ha 0.05 % ot
ABDKHMATa CymMa 33 BCEKH IIPOCPOYEH JIEH, HO He NOoBeue oT 20 (1Banecet) % ot pasmepa uHa
3a0aBEHOTO IIaIaHe.

(3) Ilpu cucremuo (Tpu u mopeue I'bTH) HEU3NBIHEHHAE HA 3abIDKCHHSTA 33
TApAHIMOHHO TONNBPXKAHE M/HIM TapaHIHOHHH PEMOHTH B CpOKa Ha rapaHIHsTa,
Msnbmmurenst nemxu Ha Boanosxures HEyCToOkKa B pasMep Ha | (emun) % ot oBmara LIeHa
no un. 2, an. 1.

(4) Ilpu mBnHO HeW3mBIHEHHe Ha 3a[bIDKCHHATA 33 TapaHIMOHHO 0GCITy)KBaHe
W/UIA TapaHIMOHHH pPEMOHTH B CPOKa 1O TrapaHuusTa, WM3OBIHMTENST IBIKH Ha
Bbsnoxurens neycroiika B pasMep Ha 2 (aBa) % oT cToitHOCTTA Ha Jlorogopa.



"MHOT'OITPO®UAHA BOAHMIIA 3A AKTUBHO AEYEHUE - IOBPUY" A]T

HAOBPHY 9300 <] yn. "TManatior Xuror" 24 R 058/600488 thaxc 058/600414 & e-mail: oblb@bergon.net

(5) Bm3noxurensr mosxe Aa IpEeTeHIUpa 00e3lETEHHE 3a HaHeceHH BpEeId H
[TPOTIyCHATH MOJI3H 110 OOLIMS Pejl, HE3aBHCHMO OT HAYHCIICHATE HEYCTOMKH M HE3aBHCHMO OT
YCBOABAHETO HA rapaHIMATA 3a H3NIbJIHEHHeE,

(6) Heycroiikure ce 3aljiamar  4pe3 NBIHO HIH YacTHYHO YCBOsIBaHE Ha
FapakiuTe 1o 4. 11, 12 1 13. B ciryuaid, ye Pa3MEPBT Ha rapaHUMHUTE HE € JOCTATBYEH HIIH

VIII. HOTU3NTBbJIHUTEIN

Yien 16. O6mu ycaosus NpHIIOKHMH KbM Ilomusnbanureure

(1) 3a usebpmBane Ha AeHHOcTHTE 1o JloroBopa, ManbnuuTenst uma IIpaBo Jia
TI0JI3Ba CaMO NOIM3IBIHUTENNTE, TTOCOYEHH OT HEro B odepTara, Bb3 OCHOBA Ha KOSTO e
u30paH 3a Usnbanure.

(2) IponenTHoTo yuacthe Ha NOM3IBLIHATENINTE B II€HATA 33 M3BIHCHHE HA
Horosopa He mosxe na 6B1¢ PA3IIMIHO OT IOCOYEHOTO B oeprara Ha M3mbamuTes.

(3) M3ueanuTenst moxe /la H3BBPINBA 3aMsHA Ha IOCOYEHHUTE NOIU3IBIHUTEITH
38 U3NbIIHEHKE Ha JloroBopa, KakTo U 1a BKTIOYBA HOBH HOMU3IBIIHATEIIN B IPEJABHIACHHTE B
30IT ciyyan u npu npeasuaenure B 3011 yemous.

(4) Hesaeucnmo or wmsmomsamero Ha TIO/IM3IBIHMTENH, OTTOBOPHOCTTA 3a
HM3IIBIHEHHE Ha HacToAmust Jloroop u Ha M3nsmmurens.

(5) Cxmousanero Ha AOTOBOp C MOAM3IBIHHUTEN, KOHTO HE € 06IBeH B obeprara
Ha MsmeiiHuTens u He e BKUIOYEH mo BPEME Ha u3N'bIHEHKE Ha JloroBopa 1o [IPE/IBUICHHS B
30I1 pex wmm w3mbIHEHHETO Ha JeHHOCTHTE MO AOTOBOpa OT /HIE, KOETO He e
HOMU3IBIIHUTEN, 00ABEHO B odeprara Ha Manbnuntens, ce cuura 3a HEU3ITBIIHEHHE Ha

Yuen 17. lorosopn ¢ NOAH3NbIHHTE/IH

Ipu ckmoysanero na Horosopute ¢ TOZM3IBIIHUTENHTE, Odeprpany B odeprara
Ha M3nemHurens, nocnensusr e ATBCH 1 Ch3Na/Ie YCIIOBHS H TApAHII|H, de:

1. npunoxumure Klaysu Ha Jloroeopa ca 3ambmkurennd 3a H3IIbIIHEHHE OT
HOIH3IIbIHUTEIIHTE;

2 neiictBusita Ha [TogusmbiauTe HTE HiIMa Jla I0BE/IaT NpPSAKO WM KOCBEHO IO
HeusbIHenne Ha Jlorosopa;

3. IpH oChINecTBsBaHe Ha KOHTPOJIHUTE CH (PYHKIHH 110 Jorosopa Buanoxkurensar
e MOXKe Oe3NpensTcTBeHO na H3BBPUIBA IIPOBEPKA HA AEHHOCTTA M JOKYMEHTAIlUATA Ha
[NOJU3IBIHHTEINTE,

TIpeocTaBu Ha Be3noxurens B 15-11esen CPOK OT II0JIy9aBaHeTo My.
(3) KeM uckanero no ammnes 2 Msnbnnutenar npenocrass CTaHOBHIIE, OT KOETO
/ld € BUIHO ayu OCIIOpBA IIAIMAHHATA I YACT OT TSX KaTO HEeIbJKUMH.
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(4) Br3noxurenst uma 1IpaBo J1a OTKaxke IIAllaHe 1o annHes 1, Korato MckaHeTo
34 INTAIAHE € OCIIOPEHO, 10 MOMEHTA Ha OTCTpaHsABaHe Ha INPUYHHATA 38 OTKa3a.

IX. YCJIOBUSI 3A IIPEKPATSIBAHE U PA3BAJISTHE HA TOT'OBOPA

Yaen 19. (1) HacrostmusT Horosop ce npekpatsBa B ciemuuTe CIIy4dau:

1. mo B3auMHO chriIacue Ha CrpanuTe, n3paseHo B nucMmeHa (hopma;

2. ¢ H3THYAHE Ha YrOBOpeHHs CpOK;

3. KOTaTo ca HACTBIHIM CBHIECTBEHH IIPOMCHH BBB (DUHAHCHpaHETO Ha
0oOlIeCTBeHATa OPhYKA — PEAMET Ha Horogopa, u3BbH mpaBoMommsTa Ha Ba3noxurers,
KOHTO TOH HE ¢ MOT'BJI HITH He € GUIT JIbXeH ja IPEABHIM HITH [ IPEIOTBPATH — C THCMEHO
YBEIOMIICHHE OT Bb3110KUTeIs, Be/IHara ciie/l HACTHIIBAHE Ha obcrosTencTRara;

4. IIpy HAaCTBIIBaHE HA HEBHHOBHA HEBB3MOXKHOCT 32 H3NBJIHEHHE HENpPEIBH/ICHO
I HEPEOTBPaTHMO CHOMTHE OT M3BLHPEeH XapaKTep, Bb3HUKHAIIO CJIe]] CKITFOYBAHETO HA
Horosopa (,,nenpeomommma CUJIa™) 33 CPOK HO-ABIBT OT 30 1HU.

5. IIpH HACTBIBaHE Ha 0GCTOSTENICTEBOTO 10 wiieH la, an. 2, u3p.sTopo.

(2) Bo3noxutensr moxke na npexpata  JloroBopa 6e3 IPEAU3BECTHE, C
YBEIIOMIIEHHE, H3NIpaTeHO 10 V3mbaHuTens:

l. npu cucremuHo (TpH W moseue U'bTH) HEW3NbIHCHHE Ha M3mbmHurens ma
38/1(bIDKCHUATA 32 TapaHIIMOHHO [OTbPIKAHE H/HIIH TapaHUMOHHH PEMOHTH; HITH

2. IIpM IBITHO HEH3MBJIHEHHE Ha 3a1bDkeHUsATa Ha M3IbiHuTeNs 32 rapanionHo
MOUIbPIKaHe W/HIIH U3BBPINBAHE Ha TApaHIIMOHHH PEMOHTH B CPOKA I10 TAPAHIIHSTA; HITH

3. npu 3a0aBa MPOABIKHIA MOBeYe OT 30 (tpumecer) mHE wH IIPH IIBJIHO
HCH3IBIIHCHHE HA 3aJb/DKEHHETO Ha M3nbiaurens za BBEBEXIAHETO B EKCILIOATAIHS Ha
MEIUIHHCKA arlapaTypa, Hin

4. H3MOM3BA IOJM3MBIHHTEN, Ge3 na e ACKIapupajl TOBa B JOKYMEHTHTE 3a
YHaCTHe, HJIH H3I10713Ba HOAM3IBIHATEN, KOUTO ¢ Pa3JIMYCH OT TO3H, KOHTO € M0coYeH, ocBeH
B CIyH9auTe, B KOMTO 3aMsHaTa, ChOTBETHO BKJIFOYBAHETO Ha TIOU3I'BIIHUTEN € H3BBPILICHO
CBC CBIIACHETO Ha Bhanoxurens u B crotserctsre cbe 3011 HacTosumus Jlorosop;

(3) Be3noxurenst lipekpatsasa Jlorosopa B ciaywanrte mo wi. 118, an. 1 or 3011,
0e3 na nemku obesmerenne Ha Wsnbianurens 3a IIDETBPIIEHH OT NpPeKpaTABAHETO Ha
Horosopa Bpemu, ocBen ako TIPEKpaTABaHETO € Ha ocHOBaHMe 4. 118, a. 1, 1. 1 ot 30I1.

(4) TlpexparsiBanero crasa ciex YPeXKIaHe Ha (HHAHCOBHTE B3aHMOOTHOIIEHHS
Mexay CTpaHHTe 3a H3BBPIIEHHTE OT CTpaHa Ha M3mbinutens u ono6penu ot Banokures
AEHHOCTH 110 H3IIBITHEHHE Ha Horosopa.

(5) Bw3noxwurensar moxe na pasBamu JloroBopa mo peaa wu IIPH  yCIIOBHSTA
TIPEABHIICHH B HEI'O MIIM B MPUIIOKHUMOTO 3aKOHO/IATEIICTRO.

Yien 20. Hacrosiugar HoroBop moxe na 6nie H3MCHSIH MJIM JOOBJIBAH OT
Crpanute npu ycnoBusta na wir. 116 ot 30I1.

X. HEIPEOJOJIMMA CHJIA

Yren 21. (1) Crpanure ce OCBOOOJKAABAT OT OTTOBOPHOCT 3a HCH3IIbIIHEHHE Ha
3Q/bIDKCHUATA CH, KOraTO HEBB3MOXKHOCTTA 32 M3MBIHEHHE ce ABbJDKH Ha HENpeonouMa
cuna. Hukost or Crpanmte He Moke na ce [1030BaBa Ha HENPEONOIHUMA CHIIA, aKO € GUIIa B
3abaBa u He e undopmupana Apyrara CTpaHa 3a BL3HHKBAHETO Ha HEIpeo10JIuMa CHJa,

(2) Crpanara, 3acermara ot HEIIPEONI0/INMa CHJIa, € JUTBXKHA 1a npeanpuemMe
BCHYKH pasyMHM yCHIIUsI M MEPKH, 3a JJa HAMAIH [0 MHHHMYM IIOHECCHUTE BPEAU W 3aryom,
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KaKkTo0 M 1a yBEJOMH IHCMEHO Jpyrara Crpasa mHesabaBHO npu mHacThbnBame mHa
HENPEeOo0IUMaTa CuIa.

(3) Hoxaro Tpae HCIPEOZ0/INMATA CHIIA, W3NBIHCHHETO HA 3aIbIKEHHETO ce
crupa.

(4) He Moxe na ce mososapa Ha HEpeosonuma cuia oHasu CTpaHa, 4usTO
HEOPEXKHOCT HIIM YMHUIIICHH NeHCTBHS WK OesnelicTBuA ca JOBETH 0 HEBBIMONKHOCT 34
H3I'bJIHEHKE Ha JloroBopa.

XI. TOIBJIHUTEJHHU PA3ZIIOPEABH

Ynen 22. 3a BcHuku HCYPEICHN B HacTosmms JloroBop Bhmpocu ce IpHiara
AEHCTBAIIOTO GBIrapcKo 3aKOHOATENICTRO.

Yien 23. (1) Yobnaomomenu lipeacTaButenu Ha CTpaHHTe, KOHTO MOrar na
[TPUEMAT 1 IPABSAT U3SBICHHUS 110 H3MbIHEHHETO HA HACTOSIIHS Horosop ca:

3A BB3JIOKHUTEJIS:

(2) Benukn cpobumienus u YBCIOMIICHHS, CBBP3aHH C H3IBIHEHHETO HA TO3M
Horoeop, cnexsa na ChABPXKAT HAMMCHOBAHWETO M HOMepa Ha Horosopa, na 6wvmar s
nHCMeHa opMa 3a AeHCTBUTETHOCT.

(3) Crpanure ce 3anbmkasar na ce HH(pOPMHPAT B3aHMHO 3a Besika IIPOMSIHA Ha
IIPaBHHSL CH CTaTyT, aJpecHTe CH Ha YOpABICHUE, TeneOHMTE M NMIATA, KOMTO I'M
NpPEICTaBIIABAT.

(4) Oduunanna xopecrnonen s Mexny CTpaHuTe ce pasMeHs Ha MOCOYEHHTe B
Hactoamus JloroBop ampecu Ha YOpaBi€HHE, OCBeH ako CTpaHHTEe He ce HHOOPMHEpaT
ITHCMEHO 3a Npyru CBoH anpecH. IIpu HeyBenoMsBaHe Wi HECBOEBPEMCHHO YBeJIOMSBaHE 3a
TPOMSAHA Ha ajipec, KOPECHOHICHIMATA M3IIPaTeHa Ha GApECHTE M0 HACTOSIIMS JOTOBOpP Ce
CHHTAT 33 BATHIHO U3NPATEHH U TIOJYYeHH OT Apyrara Crtpana.

(5) Benuku crobmenus u YBCIOMJIEHH C€ HU3MpAIaT 10 MOIIATa ¢ IIpernopbyaya
Tipatka Win mo Kypuep. [Ilucmenure yBenomenus mexkay CTpaHHTe 10 HacTOSIHS Horosop
CC CHATAT 32 BAIMIAHO HM3MPATEHH MO (JaKC ¢ ABTOMATHYHO FEHEPHPaHO chOOIIEeHHe 3a
TOJTy4aBaHe OT ajpecata MM IO eeKTPOHHATA TI0Ia Ha CTPaHHTE, NOIITHCAHHY C EIEKTPOHEH
OITHC.

Yien 24. Msnbaaurenst Hsma paBO /la TpPEeXBLPIS CBOMTE MpaBa MM
3a/BIDKCHHA 110 HacTOsMs JOrOBOp HA TPETH JIHIA, OCBEH B Cllyyaute npeauaesu B 3011,

Yien 25. (1) Benukn CIIOpOBE, MOPOAEHH OT TO3H JIOrOBOpP MIIH OTHACSIIH ce 110
HEro, me OBaT pasperaBanu TEPBO 110 H3BBHCBIACOCH PENl upes IPeroBopu MEXy IOBeTe
Ctpauu, xato B ciygaii na crop, Besxa CTpana Moxe Ja M3TIpaty Ha Apyrata Ha IOCOYEHHTE
aApeCH 3a KOPECTIOHIEHITHS [T0-I0Ty I0KAHA 3a TIPErOBOPH C IIOCOYBAHE HA J1aTa, Yac H MICTO
3@ IIPETOBOPH.

(2) B ciyuait Ha HenocTHrane Ha AOTOBOPEHOCT 10 pe/ia Ha MPeIXOAHATA alIHHES,
BCHYKH CIIOPOBE, MOPOJEHH OT TO3H Horosop mmm otHacsmu ce o HETO0, BKIIOYHUTEIIHO
CIIOPOBETE, OTHACAIIH C€ IO HErOBOTO TBIIKYBaHE, HENCHCTBUTEIHOCT, HEH3MIbIHEHHE WK
[IPEKpaTABaHE Iie OBJAT OTHACKHM 3a pasrieKIaHe U pemasane 1o pezxa Ha I'TIK ot pomoso
KOMIIETCHTHH CBJI B rp. [lo6pHy.
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Yien 22. HumoxHOCTTa HA HsKOS OT Knaysute mo JloroBopa mwm Ha
AOTLIHUTENIHO YITOBOPEHH YCJIOBHS HE BOAM [0 HHIIONKHOCT Ha Jpyra Kiay3a HiIH Ha
Horosopa kato msuio.

Ilpy momnmcBamero Ha Hactosmms  Jlorosop ce mpencrasmxa CIIEJTHHUTE
JOKYMEHTH:

1. 3a o6crosTencTaTa o wi. 54, an. 1, 1. 1 or 3011 - cBUAETENCTRO 3a ChAUMOCT;

2. 3a 06CTOATENCTBOTO 11O YL 54, an. 1, 1. 3 or 301 - YAOCTOBEPEHHE 3a JIHTIca
Ha yONMYHH 3afbIDKEHHS, M30aJeHO0 OT OPTaHHTE [0 NPHUXOJHUTE; YOOCTOBEpPEHHE OT
O6mmna rpax JIo6puy 3a nunca ua MyOIIMYHHN 3a/bIKEHHS; YAOCTOBEpPEHHE OT OOLIMHATA 110
CCHATMIICTO HA y4aCTHHKA 3a JIMIICA Ha MyOIHIHH 3aJIBJKEHHS;

3. 3a obcrosTencTBoTo mo . 54, am 1, 1. 6 - YAOCTOBEpPEHHE OT OpraHuTe Ha
Wsnennutenna arennus "Tiasua HHCIEKIHS 110 Tpyaa';

4. Jluuensus 3a paGora c M3TOYHHIM Ha HOHM3MpAIlX JThYEHHS, H3JlaJleHa OT
ATeHUMATa 328 AAPEHO perynupane;

5. Cepruduxkar, YAOCTOBEPSIBAI BHEIPEHA CUCTEMA 3a YIIpAaBIICHHE Ha Ka4eCcTBOTO
EN ISO 9001 w/mwmu EN ISO 13485/13488 w/wnu CKBHBAJICHTHA, ¢ 00XBaT B 061acrra Ha
IIPOH3BO/ICTBOTO W/HJTH THPrOBHSATA ¢ MEAUIIHHCKA amaparypa;

6. exnapanus mo wi. 59, an. 1, 1. 3, BBB Bp. ¢ 4. 53, amn. 2 ot 3MUII o
3anbIDKUTENHES oOpasen [Ipunoskenue No 3 ot obpa3suute JoKkyMeHTH Ha JOKYMEHTalMATa 3a
y4acTHe.

HepasﬂenHa 4aCT OT HaCTOSALIUA ,HOI"OBOp ca cClIenHure INPHIIOXKECHUSA Clel
INOAITHCBAHETO UM

1. ITpunoskenne Ne 1 kbMm i, 3.am4, 1. 1— IIpuemo-npenasarenen IIPOTOKOJI;

2. Ilpunosxxerne No 2 kb . S, amd 1.2~ [TpoTokon 3a MouTax u BBBEXIAHE B
CKCIIOATAlAA Ha MEJULMHCKATA allapaTypa;

3. llpunoxenne Ne 3 kbMm i 3, an. 4, 1. 3 — IIpotokon 3a H3BBPIIEHO 00yueHue
Ha MCMUMHCKUS TIEPCOHAL, TOCOYEH OT BB3I0KHTES 34 paboTa ¢ MeMIMHCKaTa anaparypa.

K®M Hacrosus norosop ca MIPUIIOMKEHH:
1. Texnudecko npemnoxenue Ha Waneaaurens;

2. llenoBo npemnoxenue na Wsnenaurens;

Hacrogmusar Jloropop ce mommumca 5 3 €AHOOOpA3HM eK3eMILIIpa — Ba 3a
Boanoxurens u equn 3a Usnsiaurens.

BB3JIOXXUTE: W3ITBJIHUTET:



