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JOKYMEHTAIIUA
3A YYACTHUE B OTKPUTA ITIPOLIEAYPA 11O PEJJA HA
3AKOHA 3A OBIIECTBEHHUTE NOPBYKH
C IPEJIMET:
,,JIOCTaBKA HA PEAKTHBH H KOHCYMAaTHBH 3a jeiiHocTH no Hapen6a Ne 26/2007 r., 32
NpeoCcTABSIHE HA AKYIEPCKA MOMOII HAa 3]PABHO HEOCHTYPEHH Ke€HH H 32 H3BbPIIBAHE HA

H3C/1eBAHHS U3BHbH 00XBaTa HA 3aJbJKHTEIHOTO 3IPABHO OCHIYPABaHe Ha iella H OpeMeHHU
skeHH* o 337 000co0eHH MO3HLHH

Codusn, 2016 r.



YK A3AHU A

KbM YYACTHHULHUTE

3A

v

PEJA U YCJIOBHUSTA 3A YYACTHUE B OTKPUTA ITPOIIEAYPA 3A Bb3JIAI'AHE HA
OBIIECTBEHA IIOPBYKA C IIPEJMET:

,,JJOCTABKA HA PEAKTHBH H KOHCYMATHBH 32 1€HHOCTH 10 Hapen6a Ne 26/2007 r., 32
npefocTaBsiHe HA AKYIIEPCKA MOMOII HA 3/IPABHO HEOCHTYPEHH KeHH H 32 H3BbPIIBaHe HA
H3C/IeABAHMSA H3BLH 00XBATA HA 3aAb/DKHTEIHOTO 3APABHO OCHIYPSIBAHE HA ena H GpeMeHHH
skeHu 1o 337 000coOeHH MO3HULIHMH

Codus, 2016 r.



YBAKAEMHU I'OCITOXH U T'OCIIOJIA,

MuHucTEpCTBO Ha 3ApaBeona3BaHeTO, Ha ocHoBaHHe Pemenue No Wﬂ ‘¥{ ../0%:00?.2016 r. 3a
OTKpUBaHe Ha MpolleypaTa, B KaueCTBOTO MYy Ha Bb3moxuren, oTnpaBs IOKaHa KbM BCHYKH
3aMHTEPeCOBaHH JIMIIA 332 y4acTHe B OTKpPHTA IPOLEAypa 3a Bh3jlaraHe Ha OOIIECTBEHA NOPBUKa C
npenMert: ,,/[ocmaexka Ha peakmueu u KOHcymamueu 3a oetinocmu no Hapeoba Ne 26/2007 2., 3a
npedocmasaHe HA AKYUWIEPCKA NOMOW{ HA 30PA6HO HEOCUYPDEHU HCEHU U 34 U36bPUIGAHE HA
U3C1e08AHUA U3BBH 00X6AMA HA 3A0BANCUMETHOMO 30PABHO OCUZYPABAHE HA Oeya u DpemeHHU
oceHu* no 337 obocoberu nozuyuu.

Ha ocHoBanme un. 64, an. 3 or 30I1 oT narata Ha MyGIMKYBaHETO Ha OOSBICHHETO 3a
obuectBeHara nopbuka B POII, Ha BCMUYKH 3aMHTEpECOBAHH JIMLA C€ NPENOCTaBs NBbJIEH AOCTHI 110
eNIEKTPOHEH IBT J0 JAOKYMEHTAIHATa 3a Y4acTHE B NpOIedypara Ha CICAHHS HHTEPHET aIpec Ha
MHUHHCTEPCTBOTO Ha 3[paBeonasBaHeTo (IOCOYEH M B OOSBIECHHETO 3@ OTKpHBaHE Ha
npoueaypara): http://www.mh.government.bg, Py6puxa ,,O6ImecTBeHH NOPBYKH - Hpodun Ha
KynmyBada”, a uMeHHO: http://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-
zop/protseduri-po-reda-na-zop/dostavka-na-reaktivi-i-konsumativi-za-2016-g/

VyacTHUIMTE B INpOLELypaTa CiieABa Ja NperyiefaT M Ja ce ChoOpassT ¢ BCHYKM YKa3aHHs,
o0pasuH, yCAOBHSI U U3UCKBaHHUS, IOCOUEHH B JIOKyMEHTalMaATa H Pa3sICHEHUSATA 110 Hesl. '
OdepruTe Ha y4aCTHHLMTE 1€ CE MpUeMaT Ha ajgpeca Ha MHHUCTEPCTBO Ha 3/IpaBeONa3BaHeTo: IP.
Co¢us, mi. ,,Cseta Henemns” Ne 5, Bcexu paboter e ot 09:00 4. mo 17:30 4. mo narara, nocoueHa
B paszen 1V.3.4. ,Cpok 3a nosyuaBase Ha odepTH MM Ha HCKaHHS 33 yJacTHe” OT OOSBIEHHETO 32
NopbYKa. ‘

Oodeprute e ObAAT pasrieaHy, OLCHEHH U KJACHPaHH OT KOMHCHS, KOSTO IIE 3all04YHe CBOATa
paboTa B meHa M yaca, mocodeHd B paszmen [V.3.8. “YcmoBus 3a oTBapsAHe Ha odepTuTe” OT
00sBJIEHHETO 3a MOPBHUKA, B crpajgara Ha MHHHCTEPCTBOTO Ha 3[ApaBEONa3sBaHETO, HA aApec: IP.
Cooust - 1000, m. ,,Ceeta Henemsa™ Ne 5.

OrtpapsHeTo Ha o¢epTHTe € IyOIMYHO M HA HETO0 MOrar jAa MPHUCHCTBAT YYaCTHHIHMTE B
npolLeaypara HiM TeXHH YNBIHOMOIIEHH MpPeJCTABUTEINH, KaKTO M MPEACTAaBHTENIH Ha CPEACTBATA
3a MAacoBO OCBEJOMSBAaHE W IPYTH JIHIA MPH Cla3BaHE HA YCTAHOBEHHS PEXHM 3a AOCTBI [0
crpazara, B KOSITO Ce W3BBPIIBA OTBAPSHETO.

IIpeacenaTeNaT Ha Ha3HayeHaTa OT Bb3noxuTens KkoMucus e o0sBH Harara, 4aca ¥ MACTOTO Ha
OTBapsHE HA IIEHOBHTE OGEPTH HA YYaCTHULUTE IPEIBAPUTENHO, IPH CHOMIOAaBaHEe H3HCKBAHHATA
Ha 3aKoHa 3a OOILECTBEHHTE MOPHUYKH, BKJ. 4ype3 OOsSBiBaHE Ha IIOCOYEHHS B HACTOSAIIATA
JOKYMEHTALUS WHTEPHET azpec Ha MuHHCTEPCTBO Ha 3/IpaBeona3BaHeTo:
http://www.mh.government.bg, Py6puka , O6IuecTBEHH MOPHYKH - NMpouI Ha KymyBada”, a
uMeHHO:  http://www.mh.government.bg/bg/profil-na-kupuvacha/protseduri-po-zop/protseduri-po-
reda-na-zop/dostavka-na-reaktivi-i-konsumativi-za-2016-g/

3a pesynTaTHTE OT OlEHSIBAHETO Ha odepTuTe ydYacTHHUHMTE ce yBenomssar cwriacHo 3011
PemmeHusiTa Ha BB3JIOKHTENS BHB Bpb3ka C TMpolleaypaTa ca IMCMEHH M C€ H3Ipamar Ha
YUACTHHIMTE B HOPMATHBHO YCTAaHOBEHHS CPOK.

3a nonmbaHHTe/IHA HH(OPMALMA H BLIIPOCH MOKeTe Ja ce 00pbImare KbM:

Banst MuTkoBa

['naBen excnepr B nupekuus ,,HPOII3*

Ten.: 02/9301350

Anpec: rp.Codus -1000, m. ,,Csera Hemensa” Ne 5

W



CbABPXAHUE
YACT I

1. Pemrenne 3a OTKpuBaHe Ha OOLIECTBEHA MOPBHYKA, KaTO 3aIB/DKUTENEH obpasell, omoOpeH OT
AreHnusTa MO 0OILECTBEHH [TOPBUKH

2. O6sBieHHe 3a oOLIECTBEHA NMOPHYKA, KaTO 3aAbIDKUTENICH o0pasel, 0400peH OT ATEHIHATA MO
0011eCTBEHH ITIOPBUKH

YACT 1I
T'JIABA 1. YKA3ZAHMS 3A YYACTHE B OBIHECTBEHATA ITIOPBYKA

Pasznen 1. O61ua undopmanus 1 o01M U3UCKBAHKHI KbM TOKYMCHTALUATA

Paspea I1. [TenHO onucanye Ha IpeaMeTa Ha MOpBHYKaTa

Pasaen I1I. i3uckBaHUs KbM YYaCTHHUIIUTE

Pazpgea IV. YcnoBus 1 pasMep Ha rapaHIysITa 3a y4acTHe M rapaHIUATa 32 H3IBJIHEHUE
Pa3gen V. KomyHHKaIHS MEXAY BB3JIOXKUTENA H yYaCTHUIIUTE

TJIABA II. TEXHUYECKA CIIEHHPUKAIIUA
TJIABA 1II. KPUTEPHI 3A OIIEHKA HA O®EPTATA
[JIABA IV. OBPA3IIA HA JOKYMEHTH 3A YYACTHE B ITIPOHEAYPATA

OBPA3EL] IlpencraBsHe Ha y4aCTHHKA,

OBPA3ELL Jleknapanus o 4i. 47, an. 9 ot 3011,

OBPA3EL] Jlexnapaliis 3a y4acTHETO WJIH HEYYACTHETO Ha MOAH3IBIHATENH 10 Wi 56, ail. 1, T. 8
oT 3akoHa 3a 00IIeCTBEHUTE IOPHUKH;

OBPA3EL Jleknapaius 3a CbrilacHe 3a yYaCTHE KaTO MOAU3IIBJIHHTE, :
OBPAR3EL] Jlexnapanuus no 9. 56, an. 1, 1. 12 or 3akoHa 3a 0OILIECTBEHHTE MOPBHUKHU 32 IPHEMaHE
Ha YCJIOBUATA B IPOEKTA HA JIOrOBOPA;

OBPA3EL] Jlex/apalus 3a JTHIICA HA CBBP3aHOCT C APYT YYacTHHK B COTBETCTBHE C 4. 55, all. 7
ot 30I1, kaxTo 1 JMnca Ha o6¢cTogTencTso no wi. 8, ai. 8, 1. 2 ot 3011,

OBPA3EIL] lexuiapanus mo 4. 3, T. 8 oT 3aKoHa 3a HKOHOMUYECKUTE U PHHAHCOBUTE OTHOIIEHHUS C
JpYXKEeCTBATa, PErMCTPUPAHH B IOPHCAHMKIMH C NMpedepeHunaneH JaHbYeH PEXHM, CBbP3AHHTE C
TSX JULA U TEXHUTE NEHCTBUTEIHH COOCTBEHHIH;

OBPA3EL] Texnuuecko mpeuioxeHue mo wi. 56, ain. 1, . 7 or 3011,

OBPA3EI] LleHoBO IpeanoxeHHe, ChriaacHo @i 56, an. 1, T. 10 ot 3011,

[IpoexT Ha OroBOp



YACTI

1. Pelienue 3a OTKpHBaHe Ha ODIIeCTBEHA MOPHYKA, KaTO 3aABIKUTENCH obpasel, 0100peH OT
AreHuusTa 110 00IIECTBEHH IIOPBYKH.
2. O6sBienne 3a 00IIECTBEHA MOPBHYKA, KAaTo 3aIb/DKHTENIEH 00pasel, of00peH OT AreHuusaTa
1o 0OOIIECTBEHH NOPBYKH

YACT 11

I'JIABA 1
YKA3AHUS 3A YYACTHUE B OBUIECTBEHATA ITIOPBYKA

PA3JIEJI I
A. OBILIA TH®OPMAIUA

1.1. Bb3JIOXKHTEJI

MUHHCTEPCTBOTO Ha 37IpaBeONa3BaHETO € IOPHAMYECKO JIHIE M MMa MpaBO Ha COOCTBEHOCT H
camoctosaTesed GromkeT. Oprad Ha W3MBJIHHTE/NHATa BJIACT B MHHMCTEPCTBOTO € MHHHCTBPBT.
MHUHHCTBPBT Ha 3[paBeona3BaHeTo € Branoxuten no cMuchia Ha 4it.-7, T. 1 ot 30IL

1.2. IPABHO OCHOBAHHE 3A OTKPUBAHE HA IPOLHEAYPATA

Be3oxuTeNsIT 00sBSBAa HAacTOsINAaTa OpOLENypa 3a Bb3jlaraHe Ha oOmecTBeHa IOpbYKa Ha
ocHoBanue wi. 16, an. 1, an. 4 u an. 8, BB Bpb3Ka ¢ [aBa nera oT 3akoHa 3a OOLIECTBEHHTE
MOPBYKH. '

1.3. MOTUBH 3A U3B0OP HA ITPOLIEAYPA 11O BH3JIAI'AHE HA IIOPBYKATA
[IlporHo3Hara CTOMHOCT Ha OOINECTBEHATa MOpPBYKA, MpPEIMET Ha HAcToswaTa Mpouenypa, ¢
1776 781,38 nesa 6e3 JJAC uanu 2 132 137,66 sesa ¢ JJIC.

CoriacHo pasmopenbara Ha wi. 14, an. 1, 1. 2 ot 30Il, Koraro riaHnpaHaTa 3a MPOBEXKIAHE
OpBUKA 33 JOCTABKY € paBHa MM M0-Bicoka oT 66 000 nesa 6e3 smoden JJIC, Be3noxurenit
nposesxaa Hiakos oT npeasuaeHute B 3011 mpouerypu.

b. OB U3UCKBAHHUA KbM JOKYMEHTAIIUSITA. MSICTO U CPOK 3A
IOJABAHE HA O®EPTH.

IIpencraBsHeTo Ha odepra 3ambiDkaBa ydaCTHHMKA Ja INpHEME HAIBJIHO BCHYKHM H3UCKBAaHUSA H
YCIIOBHS, TIOCOUEHH B Ta3d NOKYMEHTalHs, NIpH cna3pane usuckpanusra Ha 3011 IToctapaneTo ot
CTpaHa Ha Y4YacTHMKA Ha YCIOBMS M M3UCKBaHHs, KOHTO HE OTIOBapiAT Ha OOSBCHHTE B
JIOKYMEHTALIMATA, BOAH J0 OTCTPAHSBAHE HA TO3W YJACTHHUK OT Y4acTHE B IIPOLIEAYPATa.

JIo W3THYaHE HA CpOKa 3a MojaBaHe Ha OdepTHTE, BCEKM YYACTHHK MOXE 1a MPOMEHM, JONBIHA
HJIM OTTET/IH odepTara CH.

OdepraTta ce H3roTBS M NpeACTaBs Ha Obarapcku e3uk. Korato y4aCTHHKBT B IIpOleaypara €
YyXKACCTPAHHO (PUIUYECKO MM FOPUIHYECKO JIHIIe, odepTaTa ce 11o1aBa Ha ObIrapckH €3uK.
OdepraTta ce MOAMKMCBA OT IPEACTABIABALIMA YyYaCTHHKA WIH OT HAIJIEXHO YITBJIHOMOLIIEHO/H
nune/a, kato B odepTaTa ce npuiara IbJIHOMOIIHOTO OT MPEACTABIABAIIMSA y4aCTHUKA, CBIIACHO U
YKa3aHOTO MO-AO0NYy B HAcTosINara JOKyMEHTalus (C M3KIHOYCHHE Ha HM3MCKYEMUTE NOKYMCHTH,
KOUTO OGEKTHUBHpAT JIMYHO M3SBJEHHE HA KOHKPETHO JIHIle/a - TIPEACTABNIABAIL/Y YIaCTHHKA, U HE
MOTaT a ce TIOAMUILIAT ¥ MIPEACTABSAT OT IIBITHOMOIIHHUKA).

Korato 3a HSKOH OT IOCOYEHHTE MOKYMEHTH € OIpPEIENeHO, Y€ MOXEe Ja C€ IMPEACTaBAT Upe3
«3aBEPEHO OT y4aCTHHKA KOIIHE», 3a TaKbB JOKYMEHT CE CUATA TO3H, IPH KOHTO BBPXY KOMHMETO Ha
JOKyMEHTa TpENCTaB/ABAllMAT yYaCTHHKA € TocTaBun TIpud. «BsipHO ¢ OpHMIMHajay,
cOBCTBEHOPBYEH HOANKC ChC CHH LIBAT 10 3aBEPKATA M CBEX Me4aT B IPHUJIOKUMHUTE CIyHad.
[IpenctapennTe 0Opasud B AOKyMEHTalLUATa 3a y4YaCcTHe M YCIOBMSATA, ONMCaH¥ B THX, Ca
3aIBIDKHTETHH 32 YYaCTHHIIHTE.



CpoxbT Ha BajJHAHOCT Ha odepTuTe TpsibBa Aa ObJe chLoOpa3eH ¢ ompenejieHHs CPOK B
00sIBJIEHHETO 32 o0lecTBeHaTa mopbuka — 120 kajeHJapHM JHH, CYMTAHO OT [aTaTa,
HOCOYEeHA KATO KpPaeH CPOK 3a moJiyyaBaHe Ha odepTHTE U NPEACTABIIIBA BPEMETO, MIPE3 KOETO
YY4aCTHULUTE ca OOBBP3aHH C YCIOBHSATA HA NPEACTaBEHHTE OT TAX OQepTH. BB3M0KHTENST KaHH
YYACTHHMIHTE A4 YIABIDKAT CPOKA Ha BAJIHIHOCT Ha OQEpTUTE, KOTaTo TOH € MU3TEKBJl. YUaCTHHK,
KOMTO clle]] IOKAaHa ¥ B ONpeJie/ieH!s B Hesl CPOK He YAB/KH CpOKa Ha BaITHJHOCT Ha odeprara CH,
ce OTCTpaHsABa OT y4acTHeE.

Macmo u cpok 3a nooaeane na oghepmu
XKenaeure Ja y4acTBaT B MpoleqypaTa 3a Bb3jlaraHe Ha OOIIECTBEHATa MOphYKa NOAABAT JIMYHO
WIA 4Ype3 YIBIHOMOIIEHO juue OGepTHTe CH B JENOBOJACTBOTO Ha MHHHCTEPCTBOTO Ha
37ipaBeona3BaneTo, Ha azapec: rp. Codus - 1000, mn. ,,Csera Henensa” Ne 5, naprepeH eTax, BCEKH
paborer ned ot 09:00 4. mo 17:30 u. no maraTa, mocoueHa B OOSABJIEHMETO 3a OOIIECTBEHATA
HOpbYKa.
AKO YYaCTHHKBT M3npama odeprara upe3 IpenopbyaHa Moua HiH KypHepcka ciiyx0a, pasxoaure
. ca 3a Heroea cMerka. B To3u ciyuail To# cieiBa ma usnpaTtd odeprara Taka, 4e Ja obesmeuH
HEIHOTO NPUCTUTaHEe Ha MOCOYEHHUS OT BB3noxuTens aapec npeay U3THYaHe Ha CPOKa 3a MoJaBane
Ha odepTuTe. PHCKBT OT 3abaBa i 3arybBaHe Ha odepTara € 3a y4acTHHKA. BB3IOXKHUTENAT HE Ce
aHTaXxupa [a ChIeHCTBa 3a NPHCTUTaHETO Ha odeprara Ha ajpeca U B CPOKa ONPEAENICH OT HEro.
VYacTHHKBT HE MOXKE [1a HCKa OT BB3/I0KMTENS ChAEHCTBHS KaTO: MUTHHYECKO OCBOOOX1aBaHe HA
TpaTKa; IojlyuyaBaHe ype3 NOHCKBaHe OT MOMWIEHCKH KIIOH; B3aUMONCHCTBHS C KyPHEPU HITH IPYTH.
OdepTHTe ce MoAaBaT B 3aNeyaTaH, HEIPO3payeH, ¢ HEHapyIIeHa [AI0CT IUIMK M C HA/IHC!
Jlo MuHucTepcTBo Ha 3apaBeonasBaHero, rp. Codus— 1000, na. ,Csera Henenn” Ne S
Odepra 3a yuacTHe B ofmecTBeHa NopbYKa, ¢ mpeamer: ,/focmaska Ha peaxmusu U
KoHcymamueu 3a Oeiihocmu no Hapeoba Ne 26/2007 2., 3a npedocmagane Ha aKyuiepcka nomou
HA 30pA6HO HEOCUZYPeHU JHCeHU U 34 U36bPWIEAHe HA U3CNe08AHUA U36bH obxeama Ha
3a0BANCUMETHOMO 30PA6HO OCUZYPASAHe HA Oeua U OpemeHHU dceHU“ no obocobena
177717177, ISR
HaumeHoBaHHe, aapec, TeJeoH H M0 Bb3MOKHOCT (PaKCe H eIeKTPOHEH aJpec Ha y4acTHHKA.
CrenHoTo mpennucanue: ,.Jla He ce oTBaps npeau pasriexnaane oT crpana Ha KomucusTta 3a
oLleHSIBaHE U KJIacCHpaHe”. .
Jlo u3THuUaHe Ha CpoKa 3a Mojy4YaBaHe Ha O(epTH BCEKH YYACTHHK MOXE Ja MPOMEHH, HOMBIHH
M orternu odeprara cu. OTTETNTHETO Ha odeprara IPEeKpaTsBa MNO-HATATBLIHOTO YHacTHE HA
y4acTHHKA B TpOLeAypaTa. JIONbIHEHHETO M NpoMsAHaTa Ha odeprara TpsOBa na OTrOBapsT Ha
M3MCKBAHHMATA M YCIOBHSTA 3a MPEJCTaBAHE HA IbPBOHAYANHATa OdepTa, KaTo BHPXY ILTHKa Obae
oTbensizan u Tekct ,,JlonbaHenne/IIpoMsHa Ha opepTa/c BXOASAIL HOMEP............vnee. 3a yyacTHE B
oTkpuTa npoueaypa no peaa Ha 3011 ¢ npeamer: ,,Jocmaska Ha peakmugu u Koncymamusu 3a
oeiinocmu no Hapeo6a Ne 26/2007 2., 3a npedocmagane HA AKyWEpPCKa ROMOW Ha 30pasHo
HeocuzypeHu Mcenu U 3a U3ELPUIGAHEe HA U3CNE0B8AHUA U3EHH 00X6ama HA 3A0BANCUMENHOMO
30pasHo ocuzypasane Ha 0eya u GpemMeHHU HCeHU " MO 000COOEHA NOZURUA .. .cvvveervnnerenns
IpuemaHe Ha odepTH / BpbINaHe HA odepTH:
TIpu nonapaxe Ha odepTa U IpHEMaHeTo H BBPXY IUIMKa Ce 0TOeA3Ba BXOIANL HOMED, aTa H Hac
HAa MOCTBIIBAHE H MOCOUYEHMTE JaHHM ce OTOeNs3BaT BBB BXOJIl PErHCTBP, 32 KOCTO Ha
NPHHOCUTEJS CE U3/1aBa JOKYMEHT.
OdepTu, KOUTO ca IPEACTABEHH ClIe/l KpaifHus CPOK 3a [I0JTyYaBaHe MM B HE3aneyaraH, po3patcH
WIH CKbCAH IUTMK, ce BPBINAT Ha Tojareis HezaGaBHO. Tesn 06GCTOATENCTBA ce OTOENA3BAT B
perucThpa 1o INpeAXonHus naparpad.
[Tony4yeHuTe odepTH Ce ChXpaHABAT B JENOBOACTBOTO Ha MHHHCTEPCTBOTO HA 3/PaBEONA3BAHETO
0 JIeHs, OIIpeJeIIEH 3a OTBapsHE Ha OQEPTHTE.



PA3JIEJ II
ITHJIHO OIMMCAHUE HA MIPEJMETA HA IOPHLUKATA

ObexT Ha HacroslIara OOILIECTBEHAa MOpBYKA € ,,JOCTABKH Ha CTOKH, OCBILIECTBSBAaHH 4Ype3
MOKYTIKa™ 1o cMHUChia Ha wi. 3, an. 1, 1. 1 ot 30IL.

IIpeaMer Ha BB3NAraHe Ha HacTosllaTa oOUIECTBEHA NMOpbUKa €: ,/Jocmaska nHa peakmueu u
Koncymamueu 3a oeiinocmu no Hapeoba Ne 26/2007 2., 3a npedocmasane Ha aKyuiepcKa nomouy
Ha 30pA6HO HEOCUZYPeHU XMCEHU U 3a U36bPWIGAHE HA U3CNE06AHUA U36bH o0bxeama Ha
3Q0bXHCUMETHOMO 30PA6HO OCUZYPAGAHe HA O0eya u OpemeHHU dceHu“ no 337 o0bocobenu
nO3uyUU CHIITACHO crienuUKaLUs. _

BcHUKM KONHMYECTBa, IIOCOYEHH B ClIELUM(UKALIUATA, ca ,,KOTHYECTBA 10, T.€. BB3IOKHTENAT HE €
JUIBXEH 4 3asBH 3a JOCTaBKa ISUIOTO JOrOBOPEHO KOJIMYECTBO, a4 MMa NpaBO Ja 3adBiBa
KOJIMYECTBA CHINIACHO JEHCTBUTEIHATE CH HYXK/HM, HO HE NOBEYe OT JOrOBOPEHOTO.

PA3JIEJI 111
N3UCKBAHUA KbM YYACTHULHUTE

1. OB UBUCKBAHUSA KbM YYACTHULIUTE

1.1. B mpouenypara 3a Bb3jaraHe Ha ofIIeCTBeHaTa IIOPbYKa MOraT [a y4acTBaT ObJArapcku WiH
YYy)KIECTPAHHH (H3MYECKH WM FOPUIUYECKH JIHLA, BKIIOYHTENHO TEXHH OOCTMHEHHUs, KOHUTO
OTTOBapsT HA M3HCKBAHHUATA, PErIaMEHTHPaHH OT 3aKOHA 3a OOIECTBEHH NIOPBHYKH K OOABEHHTE OT
Bb310XUTENS U3HCKBAHMS B HACTOALIATa NOKYMEHTAlMs W OOSBIEHHETO 3a OOIeCcTBEHATa
nophyKa.

1.2. Bcekm ydacTHHK MOXe Ja TMPeACTaBd camo elHa odepra. BCHUKH HOKYMEHTH, KOUTO ca Ha
qyK]I €3MK, Ce IIPEJICTABAT U C IIPEBOJ Ha OBJITapCKH €3HUK.

1.3. YyacTHMKBT B IIpolieaypaTa MOXe Aa NpeictaBH odepra 3a €/Ha, HSKOJKO HIIH BCHYKH
060co6eHy MO3MIMH. MeUIIHHCKATE H3/eludra 1o obocobenn mosuuuu NeNe 52, 53 u 57 ce
oepupaT KOMILIEKCHO.

1.4. He ce monycka npelCTaBIHETO Ha BAPHAHTH.

1.5. Eado ¥ ¢bio GU3HYECKO HJIM IOPUAUYECKO JIMLIE YYACTHHK B npouenypara MOJK€e 1a y4yacTBa
caMo B eHO 0OeIUHEHHE.

1.6. Bcexy yyacTHHK B Mpolieaypara 3a Bb3jaraHe Ha oOleCTBEHATa MOPBUKa € IJIbXKEH J1a 3a4BH B
odepTaTa CH NaTH TPH U3ITBIHEHHETO Ha MOPHYKATA LIC U3MI0/I3Ba HIIH HE O3 BIHHTEIH.

1.7. Jluume, xoeTo ydacTBa B OOEJMHEHHE MM € [Jalo CBIJIACHETO CH H (UIypupa Karo
IOM3ITBITHUTEN B odepTaTa Ha APYT YYaCTHHK, HE MOXe J1a IIPeACTaBs CaMOCTOATENHO odepTa.
Cowenacro un. 56, an. 2 om 30IT ¢ ogepmama cu yuacmuuyume mooice 6e3 opanuyenusi 0d
npeodnazam non3eanemo Ha NOOUSNbAHUMENU.

1.8. He mooce Oa_yyacmea BBB BB3JaraHeTo Ha oOINecTBEHAaTa MOpBYKA JIUIE, CHOTBETHO
BB3I0XKUTENST e OTCTPAHW OT YYacTHe B IpOLieJypaTa BCEKM YYACTHMK, IIPH KOHMTO € Haluue
HAKOE OT CJICIHHUTE 00CTOSTENCTBA:

a) OCBJIEH C BJIS3/1a B CHJIA IIPUCH/IA, OCBEH aKO € PeabUIIMTHPaH 3a:
> npecThIUIEHHE NPOTUB (pUHAHCOBATA, JAHBYHATA KM OCHTYPHTEIIHATA CHCTEMA, BKIIIOYUTENHO
U3IMpaHe Ha napy, o wi. 253 - 260 ot Haka3zarenHus KOJIEKC;
noakyn no wi. 301 - 307 or HakazaTenHus KOJIEKC;
ydacTHe B OpraHH3MpaHa NpecThilHa rpyna no wi. 321 u 321a ot Haka3artenHus KoIeKc;
TIpecThbIlIEHHE IPOTHB COOCTBEHOCTTa MO Wi. 194 - 217 ot HakazaTenHHs KOJEKC;
TIpecThIUIEHHE IPOTHB CTOMAHCTBOTO 10 Wi. 219 - 252 oT HakasarenHus KOAEKC;

©) 00siBeH B HECBCTOSATENHOCT,
B) € B NPOM3BOACTBO IO JIMKBUJALMS WIIM CE€ HAaMHpa B nono6Ha IpoleAypa ChIIacHO
HallMOHAIHHUTE 3aKOHHU U NOA3aKOHOBH aKTOBE;

r) ¥Ma 3aJBJDKEHAS 110 CMHChIa Ha Wi 162, an. 2, T. 1 ot JIOIIK keM IbpKaBaTa H KbM
OOHIMHA, YCTAHOBEHHM C B/SI3BJ B CHJIA aKT Ha KOMIIETEHTEH OpraH, OCBEH aKO € IOMyCHAaTo
pascpouBaHe WM OTCPOYBAHE Ha 3aJbJDKEHHMSTA, WM HMA 3abJDKEHUS 33 JaHBLH MM BHOCKH 32
COLIMAIHOTO OCHTYpSIBaHE ChIIIaCHO 3aKOHOJATENICTBOTO HA Ibp)KaBara, B KOSTO YYAaCTHHKBT €
YyCTaHOBEH;

Y VVYY
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1) € B OTKPHTO IIPOM3BOACTBO IO HECHCTOSTENHOCT, WM € CKIIIOUMI H3BBHCBAEOHO
CHOpa3yMeHHe C KPEAWTOPHTE CH 10 cMHUchiIa Ha wi. 740 oT Trprosckus 3aKoH, a B Cliy4ad e
YYaCTHHKBT € 4UyXKJECTPaHHO JIMILE — CE€ HaMMpa B IoA0OHa Mpoleaypa ChrliaCHO HAlMOHAIHHTE
3aKOHH H IOJ3aKOHOBH aKTOBE, BKJIFOUMTETHO KOTaTO HErosaTa AEHHOCT € IOJ pasmopexaaHne Ha
ChJIa, WJIK YYaCTHUKBT € NPeyCTaHOBMIJI ACHHOCTTA CH;

€) € OCBhJIEH ¢ BIIsI3NIa B CUJla IPUCH/IA 3a ITpecThIlIeHUe 1o wi. 313 ot HakasarenHnus Koaeke
BBB BpB3Ka C MPOBEXJAHE Ha NIPOLEAYPH 3a BB3JIaraHe Ha OGLIECTBEHH IOPBUKH;

) TP KOUTO JTHLATa, MocoueHy B Wi. 47, ai. 4 ot 3011, ca cBbp3aHH JIHIa 10 CMUCHJIA HA
§ 1, T. 232 OT JONBJIHUTEHHTE PA3OPEAOH Ha 3aKOHa 3a 0OLIECTBEHHTE NIOPBUKH ¢ Bb3noxuTes
HJIH ChC CITY)KUTEJIH, Ha PHKOBOJIHA JIBKHOCT B HETOBATa OpraHU3alus,

3) KOMTO Ca CKJIIOYHIIA JOTOBOP C JuIie 1o 4. 21 uau wi. 22 oT 3aKoHa 3a NpeoTBpaTsSBaHe

¥ YCTAaHOBSIBaHE Ha KOH(QIIMKT Ha HHTEPECH.
/C orjien cria3BaHETO Ha M3MCKBaHHMATA Ha 3aKOHA 3a OOLIECTBEHHTE MOPHYKH (tm 47, an. 9), npu
1ojaBaHe Ha odepraTa 3a yqacme YYaCTHHIIMTE yAOCTOBEPSIBAT JIUNICATa HA OOCTOATENCTBATA 110
un. 47, an. 1, 1. 1 (6e3 6.%¢*), 1.2, 3u 4, an.2, 7.1 u Swman 5, 1.1 u 2 or 3011 ¢ exna nexnapanus,
KOSITO Ce MOITBJIBA, OANNCBA U NIOAIEYaTBa, ChIIIACHO MPHIIOKEHHS obpasel./

1) KOHTO ca CBBP3aHH JIMIA C APYT yYaCTHHK MIIM KaHIUAAT B CHOTBETCTBHE € 4. 55, ail. 7

ot 30T wiu ca Hanmule obcroarencreara 1o wi.8, an.8, 1.2 ot 3011 no oTHOLIEHHE HA HACTOSAIATa
npoueaypa 3a Bb3jaraHe Ha OOINECTBEHA TOPBYKa;
/C ornem cra3BaHETO Ha W3MCKBaHHUATA Ha 3aKOHa 3a OOIIECTBEHHTE MOPBYKH, NMPH NOJaBaHE Ha
odepraTa 3a yyacTHe, y4aCTHHLIHUTE yIOCTOBEPABAT JIUIICATa HA CBBP3aHOCT C APYT YYaCTHHK MO
wi. 55, an. 7 u nuncara Ha obcTosTencTBo no 4.8, an.g, 1.2 oT 3akoHa ¢ JeKaapanus, KoaTo ce
[IOITBJIBA, TIOJIICBA U NOATNEYATBa, CHIIIACHO MPHIIOXKEHHUs obpasell./

i) 3a KoO#TO e HajuMIe HIKOe OT OOCTOATENCTBATa MO YL 3, T. 8 or 3akona 3a

AKOHOMHMYECKUTE U (PHHAHCOBHTE OTHOIIEHHS C JPY)KECTBaTa, PETHCTPUPAHH B IOPHCAMKIHH C
npedepeHIIHaleH TaHbYeH PEXUM, CBBP3aHHTE C TAX JIMIA U TEXHUTE JICHCTBHTEIHH COOCTBEHUIIH,
a MIMEHHO: € JIPY’XECTBO, PETUCTPUPAHO B IOPHUCAMKIHMHY ¢ MpedepeHInale NaHbYeH PeXUM Wi
CBBHP3aHO C HET'O JIHIIE.
/3a 0b6CcTOATeNCTBATa IO WI. 3, T. 8 OT 3aKOHA 3a MKOHOMHMYECKUTE U ()HHAHCOBUTE OTHOILCHHSA C
Apy’ecTBaTa, PETHCTPUPAHH B IOPHCAMKIHMK C npedepeHUualeH NaHBUCH PEXHMM, CBbP3aHUTC C
TIX JMLA W TEXHWTE NEeHCTBHUTENHH COOCTBEHHIIH, yHaCTHHLATE NpeACTaBiAT AEKapailds Mo
obpasell OT HacTosIIaTa AOKYMEeHTaus./

KoraTo yuacTHMLMTE Ca IOPMAMYECKH ML, U3MCKBaHMATa no T. 1. 8, OykBa ,,a“ u ,e”°, ce
NpuJjarart, KakTo cje/Ba:

1. npu cbOHpaTeNHO APYKECTBO - 32 JIMLATA M0 L. 84, an. 1 wun. 89, an. 1 or THproBekus 3aKOH;

2. NpU KOMAHIWTHO APYXXECTBO - 3a nuuaTa mno ui. 105 ot T%proscxuﬂ 3aKOH, 0e3 OorpaHM4yeHO
OTTOBOPHUTE ChAPYXHHLIH;

3. Ipu ApYKECTBO C OrpaHH4YeHa OTTOBOPHOCT - 33 MLATa no 4. 141, an. 2 ot ThproBCcKHs 3aKOH, a
MpU eHOJMYHO IPYXKECTBO ¢ OrpaHH4eHa OTrOBOPHOCT - 3a JiMlaTa no 4. 147, an. 1 ot Teprosckus
3aKOH;

4. NpH aKLMOHEPHO APYXKECTBO - 3@ OBIACTEHHTE JiMLa No 4. 235, ai. 2 oT TbproBekus 3aKOH, a MpH
JIMMCA Ha OBJIACTABAHE - 3a nuuata no wi. 235, an. 1 ot Thprosekus 3aKoH;

5. Ip¥ KOMAHAMTHO APYXKECTBO € aKLIMH - 33 JIHLATA Mo 4. 244, aj. 4 oT TbproBeckus 3aKOH;

6. Mpy € AHOJIMYEH ThPIroBELl — (hU3HUECKOTO NIULIE — THPTOBEL;

7. BbB BCMYKM OCTaHaNM CJiydad, BKJIOYMTENHO 3a UYKAECTPAHHHTE JHLA - 3a Jjuduara, KOWTO
MpeACTAaB/sABaT yYaCTHHKA;

8. B xunore3ute Ha T. 1 - T. 7 - U 32 MPOKYPUCTHTE, KOraTo uma TakuBa. B Cltyyaii, 4e 4y>KAECTPaHHO
JMLE MMa MoBeve OT €IMH TpPOKYPMCT, A€KJapalusra ce MojaBa camo OT MPOKYpUCTa, B 4HATO
MpeCTaBUTENHA BIACT € BKJIKOUEHa TepUTOpHUATa Ha Penybnvka boarapus.

B cmydalf, 4Ye y4YaCTHHKBT Yy4YaCTBa Karo obeIMHEHHE/KOHCOPIIYM, KOETO He €
PETHCTPHPAHO KaTO CaMOCTOSITEJHO IOPHIMYECKO JIHLE, TOraBa YYaCTHHIHTE B 00eTHHEHUETO
/KOHCOpLIMYMa MOAMUCBAT AOKYMEHT (JIOrOBOD), KOMTO cieBa Aa 6T>,He IIpEeCTaBeH OT Y YaCTHHKA
B 3aBepeHO Komue. JloroBopsT TpsAbBa na ChAbpikKa Kiay3H, KOUTO rapaHTHpArT, 4e:

O Bcuuku wieHOBE Ha oOelMHEHHeTo/ KOHCOpLHyMa ca OTTOBOPHH 3a€AHO M IIOOTACIHO 32
U3IIBIHEHUETO Ha 10rOBOPa;



0 E onpenenen npencrapasBaiuaT oOeqMHEHHETO/ KOHCOPLIHYMa, KOWTO € YIbTHOMOIIIEH a
3aJbJXKaBa, Ja MOJy4YaBa yKa3aHHS 32 U OT UMETO Ha BCEKH WIEH Ha 00eAMHEHUETO/ KOHCOPLIUYMa.
Jlonycka ce moBeye OT €JHO JIMLE J1a NpeACTaBIsABaT 00CTMHEHHUETO 3a€IHO H MOOTAEITHO;

O CpoxkbT Ha OOEOMHEHHETO € Hali-MajKo 3a BpEMETO, 3a KOeTO MopbuKara uie Obiae
H3ITBJIHEHA;

O Bcuuku 4ieHoBe Ha 0OeAWHEHHETO/ KOHCOpPIMyMa ca 3aJb/DKEHH Jla OCTaHaT B HEro 3a
LIeSTUs TIEpHO/l Ha U3NTBJIIHEHUE Ha JOr0BOPa;

O PasnpeneneHue Ha AEHHOCTUTE OT NpeAMETa Ha Bb3J1araHaTa MOpbyuKa MEXIY yYaCTHHLHUTE
B OOCIHHEHHETO, KAaKTO W PECYpCHUTe, C KOHTO ILIE y4acTBa BCEKH €JIUH OT YYaCTHHLHUTE B
00€IHHEHHETO.

0 [NpencraBnsBaiuaT 0b6eIHHEHAETO/ KOHCOPIIHYMA € YITBITHOMOIIEH J1a IpeJcTaBy odepTaTa
OT MMETO M 3a CMETKa Ha 0OEAMHEHHUETO M Ja CKITFOUH JIOFOBOP C Bb3JIOKHUTENS *

*Kozamo 6 00z060pa He e nocodeHo auyemo, Koemo npeocmasnaea y4acmHuyume e
o6eounenuemo, ce npeocmasa U 0OKyMeHm, nOONUCAH om auyama 6 obeouHeHuemo, 6 Koimo
ce noco48a npedCmasnASAULUAM.

He ce momyckaT NMpoMEHH B ChcTaBa Ha OOCJMHEHMETO CIIE[ H3THYAHE Ha CpoKa 3a
roJaBaHe Ha oGepPTHTE.

Kozamo yuacmuux 6 npouedypama e obeduHenue, KOemo He e OPUOUYECKO NUYe,
oexnapayuama no un. 47 an. 9 om 30II ce npeocmaeén 3a 6CAKO d)muuecxo UAU FOPUOUHECKO
auye, 6KII04EeHO 6 0beOuHeHuemo.

Jexnapanusita no wi. 55, an. 7 u 4.8, an.§, 1.2 or 3011 ce HpeIICTaBSI 3a 06eI[PIHeHI/IeTO -
YYaCTHHK B IpoLleparTa.

JlexnapauusaTa mo wi. 3, T. 8 oT 3aKoHa 3a HKOHOMHYECKHTE U (PUHAHCOBUTE OTHOIICHHS C
JpY)KeCTBaTa, PerHCTPUPAaHH B IOPHCIUKLHUH C NpedepeHlHaleH IaHBUYeH PeXHM, CBBP3AHHUTE C
TAX JHIA M TEXHHTe JEHCTBHTENHH COOCTBEHMIM, C€ MNpENCTaBs 3a BCSIKO (QHM3MYECKO HIIH
IOPHUIMYECKO JIMIE, BKIIOUYEHO B 00 IMHEHHETO.

BB3/I0KHTENAT, HE MOCTaBA M3HCKBAHE 3a Ch3/aBaHE HA IOPHJMYECKO JIMIE B ClydYad, 4e
H30paHUAT 3a V3IBIHATEN YIaCTHHK € 00CIHHEHHE OT GU3HYECKH H/UIIH IOPHINYCCKH JIMLIA.

VyacTHULHUTE ca JTBKHH B IIpolleca Ha MPOBEXIaHE Ha IpoleaypaTra Ja yBenoMsiBaT
BB37I0KKHTEIS 32 BCHYKH HaCTHITMIIM IIPOMEHH B JIEKIapUpaHuTe o0cTosTencTBa no ui. 47, ain. 1, 1.
1 (6e36.%¢*), 1.2,3u4,an2, .l uSuan 5, 1.1 u2 ot 30l B 7-1HEBEH CPOK OT HACTHIIBAHETO HM.

2. OBIIHY U CINEIIU®WYHHA U3UCKBAHUA KbM YYACTHHHUTE.

O0mM H3IHNCKBaAHUA

2.1. MuHHMAJHH H3HCKBAaHHA 32 HKOHOMHYECKO H PHHAHCOBO CHCTOAHHE HA YYACTHHUHUTE
ceraacuo 30I1:

B1310XUTENAT HIMA U3MCKBAHHsI 32 HKOHOMHYECKO U (PUHAHCOBO ChCTOSHUE HA YJACTHHLHUTE.

2.2. MUHHMAJHH W3HCKBAHHS 33 TEeXHHYECKM BB3MOXKHOCTH M KBajHpuKauus Ha
yuacTHuuuTe cbhriaacHo 30II:

2.2.1. YyacTHHIMTE B NpolLieaypara 1o 060006eHH no3unuu NeNe 1, 2, 8,9, 10, 16, 17, 18, 19, 20,
21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46,
47, 48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 153, 154, 166, 167, 168, 169, 170, 171, 172, 173,
186, 216, 217, 218, 219, 220, 221, 254, 255, 256, 257, 258, 259, 260, 301, 304, 307, 310, 311, 312,
313, 314, 315, 316, 317, 318, 319, 337, cieasa ja OTroBapsT Ha H3UCKBAHUATA Ha WI. 77, all. 1 uau
an. 2 or 3akoHa 3a Meguuuuckute u3nends (3MU) u ma npuTexasatr paspelieHHe 3a ThbproBHA Ha
eapo ¢ MeaMUMHCKH H3fenus oT MIAJ] uauM Opyr JOKYMEHT, YJAOCTOBEpsBalll TPaBOTO UM Jia
THPryBaT ¢ MEJMLIMHCKH H3JETHs, H31aJIeH OT KOMIIETEHTEH OpraH Ha Jpyra AbpiKapa WiCHKa HiIH
Ha Jpyra gbpkaBa — ctpana mo CriopasymMeHHeTO 3a EBpONeiCcKOTO HKOHOMUUYECKO IPOCTPAHCTBO,
wn Ha Kondenepauus lBeiinapus, Wiy Aa ca IPOM3BOAUTENH, YCTAHOBEHH Ha TEPUTOPHSTA HA
Peny6nuka benrapus.

Tosa obcmoameacmeo ce O0Ka36d ChC 3aBEPEHO KOIME Ha paspellieHHe 3a ThpProBHsA Ha €Apo C
MEQUIMHCKH u3fenus, cbriaacHo 3MU Wi apyr JOKYMEHT, YAOCTOBEpsBAlll NpaBOTO HM Ja

TBPryBaT ¢ MCAUIUHCKH U3JIETHA, U3AaJE€H OT KOMIICTCHTCH OpraH Ha Jpyra AbpiKaBa 4jCHKa HJH
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Ha Jpyra aepxasa — cTpaHa no CriopasyMeHHeETO 3a EBponeickoTo HKOHOMHYECKO MPOCTPAHCTBO,
unn Ha Kondenepauus LLIsennapus.

*Jafenexka: YuacTHUUMTe 1o obocodbenu nosuuuu NeANe 310, 311, 312, 313, 314 moraT u J1a HE
OTroBapsT Ha M3MCKBAHHATA HA 3aKOHa 3a MeAUIMHCKUTE u3nenus /3MU/, ako u3nenusra, KOMTO
OpearaT 1o CHOTBETHHTE IO3HMHMH ca KJIACHQUUMPaHH OT MPOMU3BOAUTENS KaTo JIHYHH
NpeAnasHH CPEACTBA W 3a TAX € MpeAcTaBeHa Jleknapaius 3a ChOTBETCTBHE C JiMpekTHBa
89/686/EEC, u3znaneHa oT NpoU3BOAUTEIS.

*Jafenekka: YUYaCTHHIUTe Mo obocobeHa mo3umus N [0 morar ¥ Ja HE OTroBapsT. Ha
M3MCKBAHMATA HA 3aKOHA 3a MEIULMHCKHTE u3nenus /3MU/, ako u3nenusara, KOUTO Ipennarar mno
CHLOTBETHATA MO3HIIMA Ca 32 HayYHO-H3CIEA0BATENCKH LIEH. :

Tosa obcmosmencmeo _ce _00Kka36a CbC 3aBEPEHO KOMHME OT JeKjapalids, H3JlajeHa oT
IPOM3BOIUTENS, Y€ CHOTBETHOTO H3JIEIIHE € 3a HayYHO-H3CIeOBATENCKH LEIH.

2.2.2. YyacTHHIMTE B MpoleaypaTa TpsOsa na npurexasar cepruduxar ISO 9001:2008 wunu
eKBUBAJICHTEH ¢ 0OXBAT CHIUIACHO MpeaMeTa Ha 000COOCHUTE NO3UIHH 32 KOUTO y4acTBa.

Tosa obcmosmencmeo ce 0okaséa cbc 3aBepeHo komue Ha ceprudukar ISO 9001:2008 unu
eKBHBAJIEHTEH C OOXBAT CHIIIACHO MpelaMera Ha 00O0COOEHMTE MO3HMIUUHM 32 KOMTO YYaCTHUKBT
y4acTBa, U3JaJ€H Ha KIMETO Ha YYacTHHKA.

2.2.3. TlpousBoauTeNnnuTe Ha NpEMTAraHUTE M3JIENHA, ¢ H3KIIOYCHHE Ha NPOM3BOIMTCIHTC HA
H3leqHeTo mo mosuums Ne337, Tpsba ma mpurexasar ceprudukar ISO 13485:2003/ISO
9001:2008 nnu exBHBAJIEHTEH cepTH(UKAT 3a YIPaBICHHE HA KQUECTBOTO HA M3JIENIUATA, 32 KOUTO
ce y4yacTBa B MpoleaypaTa. '

Tosa obcmosmencmeo ce Ookazea Chc 3apepeHO Komme Ha cepruduxar ISO 13485:2003/ISO
9001:2008 uiy eKBUBAJEHTEH CepTUGHUKAT KAKTO U APYTH A0Ka3aTescTBa 3a EKBHBAJICHTHH MEPKH
3a OCHTypsiBaHE Ha KAYECTBOTO, ¢ 0OXBAT CHITIACHO MpeaMeTa Ha 000cobeHaTa O3HIIHSA 32 KOATO ce
y4yacTBa, M3JANIEH HAa UIMETO Ha NMPOM3BOJUTENS, C U3KIIIOUCHHE 33 IIPOU3BOIUTEIMTE Ha H3/CTHETO
no mo3umus Ne337.

2.3. M3nckBaHus KbM MeIHIHHCKHTE H3aeus o mosauuu NeNe 1, 2, 8, 9, 10, 16, 17, 18, 19,
20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45,
46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 153, 154, 166, 167, 168, 169, 170, 171, 172,
173, 186, 216, 217, 218, 219, 220, 221, 254, 255, 256, 257, 258, 259, 260, 301, 304, 307, 310, 311,
312,313, 314, 315, 316,317, 318, 319, 337. :

2.3.1. MenMIUMHCKHTE W3ETHs Jia ca BKIIOYEHH B CIIMCHKa no wi. 1, T. 1, Oyksa "6" ot Hapenbata
3a yCIOBMATA K PeZa 3a ChCTaBAHE Ha CIIHCHK HA MEIULHHCKUTE H3JENINUS 110 L. 30a ot 3axoHa 3a
MEIMIMHCKATE H3aeaus /3MU/ 1 3a onpeensHe HAa CTOMHOCTTA, 10 KOATO T€ CE 3aljlaiar.

Tosa o6cmosmencmeo ce Jokazea ¢ NeKiIapalus, ¢ PUIoKeHo usBiedenue or Cnuceka no 4i. 1,
1. 1, 6ykBa ,,6% or Hapenbara 3a ycnoBusTa U pea 3a ChCTaBAHE HA CITUCHK HA MCIMIHHCKUTE
wanenus no uia. 30a or 3MU u 3a ompeiensHe Ha CTOMHOCTTA, OO KOATO Te C€ 3alllallat
/Hapenfata/, OT K0eTO H3BIEe4YEHHE Ja € BHIHA NPOJaXHaTa LECHA 10 CMHUCBIA Ha § 1, 1. 29a ot
3MU, BB Bpb3Ka ¢ § 1, T. 4 oT JONBIHATEHHTE pasnopeabu Ha Hapenbara, 3a BcAKa O3HLHS, 32
KOSTO YYaCTHUKBT KaH/HJATCTBA. : _

*3abenexka: M3nenuara no obocobenn mozunuu NeNe 310, 311, 312, 313, 314 morat 1 1a HeE ca
BIJIIOUYEHH B CIHMchka o wi. 1, T. 1, Oyksa "6" ot Hapenbarta 3a ycinoBusTa 1 peJia 3a ChbCTaBsHE Ha
CIIMCBK Ha MeIUIMHCKHTE M3jenus mo wi. 30a ot 3aKoHa 3a MEAHLUHHCKHTE H3JECIIAA /3MU/ u 3a
onpeleNisHe Ha CTOMHOCTTA, KO KOATO T€ Ce 3amiamar, ako ca Knacu)UIMPaHU OT IIPOH3BOXUTEILA
KaTo JMYHH Mpedra3HH CPEACTBA W 3a TAX € mHpeicTaBeHa Jleknapanus 3a CBOTBETCTBHE C
JHupextusa 89/686/EEC u3maneHa ot mpOU3BOJIHTENS.

*3aGenexxkka: YyacTHMIMTe 1o obocobeHa mnosmuus Ne 10 morar W Oa HE OTroBapsAT Ha
H3UCKBAHUATA HA 3aKOHa 3a MeTHLMHCKHTE u3aends /3MW/, ako u3menneTo, KOUTO mpeanarar 1o
obocobena nozunus Ne 10 e 3a HAy4YHO-H3CIEAOBATECKH LICJIH.

2.3.2. BcHUKH MEIMIIMHCKM H3[EIMs ClIelBa Ja OTroBapsT Ha 3aKOHa 3a MEIHLMHCKHTE H3ACTHA
(3MN).

2.3.3. Jla usma peructpupand nanHd B MAJI w/umu EUDAMED 3a UHIMACHTH/ TIOTEH LIMATHH
MHIMAEHTH TIpe3 IOC/IeJHUTE ABE TONMHHM, KaKTo M 3a OJNOKMPaHW WM M3TCTICHH MapTHIM OT
CHOTBETHOTO MEIHIIMHCKO M3JENIHE Mpe3 MOCIeIHUTE IBE FOAMHH ChIIIACHO NMPEIOCTaBeHa OT HAJI
MHpOpMALIHS. '
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Tosa 0b6cmoamencmeo ce 0okaszga ¢ xonue Ha oduIliaieH JOKYMEHT, u3aajaeH oT M3nbsnHuTenHara
ATreH1IMs MO JIeKapcTBaTa OT KOHTO Jia € BUAHO, Y€ 33 ChOTBETHOTO MEOHUIIMHCKO H3JENUe HAMa
peructpupant gaHau B UAJI w/wnmn EUDAMED 3a MHUMACHTH/TMOTEHIIMATIHH WHIMIEHTH Npe3
NOCJIEIHUTE JBE MOJUHHU, KAKTO U 3a OJOKMpaHH WK M3TETJIEHH MapTHIU OT CHINOTO MEIULUHCKO
U3JIeNHe TIpe3 MOCIeJHUTE 1B FOUHHU.

2.3.4. MeIULIMHCKUTE M3JIETHUS 32 KOUTO CE€ Y4acTBa, [la Ce 3ariamar oT o0uecTBeH GOHT B IOHE
€[Ha OT CTpaHUTE - WieHKH Ha EBpomneiickus cpio3.

Tosa 0o6cmoamencmeo ce Qokazea ¢ AeKiapalus 0T y4aCTHHKA, B KOATO €€ II0COYBA MEAULIMHCKOTO
H3e/Ie 3a KOETO €€ y4yacTBa M KOHKpeTHHs oOIlnecTBeH (GoHA [0 KOHWTO ce 3alala, Ha
CHOTBETHATA IbPIKaBa.

2.3.5. llpepnaraHuTe MeOULIMHCKHA u3Jenus TpsOea ga Opnar ¢ HaHeceHa CE-mapkupoBka 3a
OLIEHEHO CHOTBETCTBHUE. :

Tosa obcmosmeacmso ce 0okassa ¢ AeKiapalus OT y4acTHHKaA, 4e npennaraﬂme MEIHIIHHCKH
uzgenus nputexasaT CE-mark.

2.3.6. MeauuuHCKHUTE U3eIMA 0 06ocobenu nosuuuu ot NeNe 1,2, 8,9, 10, 16, 17, 18, 19, 20, 21,
22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46, 47,
48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 153, 154, 166, 167, 168, 169, 170, 171, 172, 173, 186,
216, 217, 218, 219, 220, 221, 254, 255, 256, 257, 258, 259, 260, 301, 304 u 307 ca uznenus 3a
JIMaTHOCTHKA HH BUTPO.

Tosa 0bcmoamencmeo ce 00ka38a ¢ NPEACTABEHO 3aBEPEHO KOIKE Ha I[exnapauna 3a CbOTBETCTBHE
¢ lupextupa 98/79/EC, usnanena ot npou3BoauTens. 3a u3fenusaTa no o6ocobenu mosuunu ¢ NoNo
1, 8,9, 16, 17, 18, 19, 20, 21, 22, 23 ce mpexacraps u 3aBepeHo xonue Ha EC ceptuduxar 3a
cvoTBeTCTBHE ¢ JlupekTuna 98/79/EC, u3naneH oT HOTUGUUUPAH Oprad o cMUChiIa Ha 3MU.
2.3.7. MeauuuHCcKuTe H3menus no obocobenu nozuuum NeNe 315, 316, 317, 318, 319 tpsabsa na
cpoTBeTcTBaT Ha Jupektuna 93/42/EEC.

Tosa obcmoamencmeo ce Jokazséa ¢ MPeCTaBeHO 3aBepeHo Konue Ha Jlexknapauus 3a CbOTBETCTBHE
¢ TupextuBa 93/42/EEC, uznanes oT NpoU3BOAMTEILS HA H3ICTHATA.

2.3.8. UzgenusTta no o6ocobenu nmozuumu NeNe 310, 311, 312, 313 u 314 tpabsa na cpOTBETCTBAT
na Jlupextusa 93/42/EEC u/unu {upextua 8§9/686/EEC.

Tosa obcmosmencmeo ce Jokaseéda ¢ NPeACTAaBeHO 3aBepeHo Komnue Ha Jlekiapaiys 3a CbOTBETCTBHE
¢ JlupextuBa 93/42/EEC wnu 3aBepeno komue Ha Jleknmapauus 3a ChOTBETCTBHE C J[HpEKTHBA
89/686/EEC.

2.3.9. 3a uznenusta no nozuuuu ¢ NoNe 3, 4, 5, 6, 7, 11,12, 13, 14, 15, 60, 61, 62, 64, 65, 72, 73,
74, 75, 76, 77, 78, 79, 80, 81, 82, 83, 84, 85, 86, 87, 88, 89, 90, 91, 92, 93, 94, 95, 96, 97, 98, 99,
100 ga ca 3a HAy4YHO-U3CJIEIOBATEICKH LEIH.

Tosa ob6cmoamencmeo ce 00Ka364a ¢ 3aBEPEHO KOIKE OT JEKiapallMs, U3afcHa OT IPOU3BOANTEN,
ye ChOTBETHOTO M3JENIHE € 32 HayYHO-U3CIIEOBATEICKH LEIH. :

2.3.10. 3a MeTHUMHCKOTO H3/eiHe 1o obocobera mo3unus ¢ Ne 337 na 6nze TIpeICTaBEHa MOCTPA.
2.3.11. 6pourypu, KaTaao3u /Ui GpoTorpadCKy CHUMKH Ha CTOKHUTE, OT KOMTO SCHO Ja C& BHXKAA
KaTalOXKHHMS HOMED Ha H3AENUATa, KOWTO ce odepHpaT H KOHTO Lie C€ JAOCTaBAT, 4YHATO
aBTEHTHYHOCT BB3/I0)KHTENAT CH 3ama3Ba [paBoTO 1a NPOBEPsBa.

2.4. I3uckBaHus KbM NPOAYKTH, KOUTO HE Ca ONpPEAEICHH KaTo METUUUHCKH U3JICTHS, N3N
3a AUAarHOCTHKA HH BUTPO MIIH M37EJIHs 3a HayYHO-U3CIEI0BATE/ICKH LENH.

2.4.1. U3nemusita no obocobenu mosunuu NeNe 136 u 137 TpsaOBa Aa mpHTexaBa pa3peliCHHE 3a
MycKaHe Ha Ma3apa Ha OHOLHMIEH Ipenapar, H3JaJeHo 110 pela Ha 3aKOHa 3a 3aIlliTa OT BPEAHOTO
BB3ICHCTBHE HAa XMMHUYHMTE BellecTBa U cMecH mid Permament Ne528/2012 r. na EBponeickus
napnameHT U Ha ChBETa, OTHOCHO [IPEOCTaBsHETO Ha I1a3apa M ynoTpebara Ha GHOLMIN.

Tosa o6cmosmencmeo ce 00Ka3ea ¢ NPEACTABEHO 3aBEPEHO KOMME Ha pa3pelIUTE/HO 3a IyCKAaHE Ha
nasapa Ha GMOLMIEH TpeNapar, H34aJeHo o pea Ha 3aKOHa 3a 3aIUTa OT BPEJHOTO Bb3JCHCTBHE
Ha XUMHYHHTE BellecTBa U cMecH i Permament Ne528/2012 r. Ha EBponeickus napiaMeHT U Ha
CbBeTa, OTHOCHO ITPENOCTABAHETO Ha Ma3apa H ynorpebara Ha OHOLMIH.

2.4.2. 3a uznenudra mo obocobenu mo3unuu ¢ NeNe 194, 198, 199 u 208 na O6BaaT npencTaBeHH
MOCTPH.

11



2.4.3. GporrypH, KaTano3u W/uid Gororpa)cku CHUMKH Ha CTOKHTE, OT KOHMTO SCHO Jia C& BHXKIA
KaTaJOXHHMA HOMEpP Ha M3JeNHATa, KOHTO ce odepupaT M KOMTO MLIE CE€ JOCTaBAT, YHATO
aBTEHTHYHOCT BB3N0XKHUTENAT CH 3ama3Ba [MpaBoTo Aa IPOBEpsBa.

CbABPXAHHUE HA O®EPTATA:

Beska odepra TpsOBa fa ChAbpKA TPU OTIEIHH 3aledyaTaHH, HEMPO3pavyHM W HAINMHCAHU IIHKA,
[OCTaBEHH B €MH OOII 3arieyaTaH, Hempo3payeH U HAIUCAH TUIHK, KaKTo cjie/Ba:

Iauk Ne 1 ¢ naonuc: ,, Jlokymenmu 3a noobop”.

B Hero ce MOCTaBAT JOKYMEHTHTE, M3UCKAHK OT BB3/oxuTeNs, ChriacHo ui. 56, an. 1, 1. 1 - 6, 1.8
i T. 12 - 14 ot 30Il, oTHAcAIIM ce OO KPHTEPUHUTE 3a MOAOOpP Ha YYACTHHIHMTE, CHOOPA3HO
ykazaHusTa Ha Be3noxurens. :

Hauk M 2 ¢ naonuc: ,, IIpednodcenue 3a usnvinenue Ha nopvukama’.

B Hero ce mocTasiAT HOKyMeHTUTE 1o 4wi. 56, an. 1, T. 7 ot 3011, cBpp3aHyi ¢ U3NBIHCHHETO HA
noppykara, CbOOpPa3sHO IIOCOYEHHTE B TIJaBa I Texuuyecka crienudUKalUs, H3UCKBAHHS 32
M3IIbIIHEHHE HA NOPBYKATA, BKJI. TOCOYBAHE HAa CPOK 3a U3ITBJIHEHUE Ha IOPBUKATa.

ITnuk Ne 3 ¢ naonuc: ,, Ilpednrazana yena”.

3abenexka:

Korarto yuacTHHK nogaBa odepra 3a nosede ot eqHa 060cobeHa no3HLMs, IJIHKOBE NeNe2 w3
ce NMpeICTaBAT MOOTAEJIHO 32 BCAKA OT MO3HIHHUTE.

Korato 10KyMeHTH M HHopMauus, ChIbpKAamHK ce B MK Ne 1, ca elHaKBH 32 ABe/uiin
noBeye B NPHJIKUMHTE CJIy4an/000co0eHH NO3UIHH, 0 KOHTO YYaCTHHKDBT M0XaBa odepra,
ChIIMTE Ce MOCTABAT camMo B MK Ne 1 mo mo3sHuMATa ¢ HaH-MaJTbK NOpedeH HOMEpP, KaTo
TOBA 00CTOATEJCTBO ce 0TOEIA3BA B CIIHCHKA HA JOKYMEHTHTE, ChAbP KAl €€ B INTHKOBETE HA
0CTaHAJIUTE MO3ULIHH.

IpenoxeHnaTa 32 NOZUIHATE, KOMTO ce 0(epHPaAT H T0CTABAT KOMILIEKCHO, C€ NMOCTABAT B
o6mmu miiukoBe Nel, Ne2 u Ne3,

3.1. HEOBXOJUMU NOKYMEHTH
3.1.1. Crabpxanne Ha kK Ne 1 ¢ Haanuc ,,JlokymenTn 3a noaéop
3.1.1.1. CouchbK Ha JOKYMEHTHTE, ChABPKAMHK ce B odepraTa, MOANHMCAH OT yHaCTHHKA. B
CITHCHKA YYaCTHHKBT CJIE/(BA Jla ONHILE BCHUKH [PEACTaBEHH OT HETO IOKYMEHTH (3aABIDKUTENHH H
APYTH TI0 NPElIEHKA Ha YYaCTHHKA), BKIIOYUTENHO JOKYMEHTH OTHOCHO JIMLaTa, MPeACTaB/1ABalln
YYaCTHHKa, ¥ OTHOCHO IIOJHM3IIBJHHUTCIHTe, aKO TaKkHBa Ce€ [MPEABHXKIAT. CrnuchKBT Ha
JIOKyMEHTHUTE CJIeNBa Ja Ce IOCTaBH B HAYaJOTO HAa JOKYMEHTHTC. Bceexku JHCT, ChABpXKAL Ce B
IUTHKA, cileBa Ja Ob/ie HOMEPUPAH H MOJPENCH ChIJIAaCHO CIHCHKA.
3.1.1.2. TIpeacraBsiHe HA Y4aCTHHKA - TOCOYBAHE HA CIHUHECH HICHTH(PHUKAIMOHEH KOJ 110 4Wi. 23
oT 3akona 3a Tbprosekus peructsp, BYJICTAT w/umu apyra uueHTHQHIMpaila uHOopMaLHUs B
CHOTBETCTBHE CHC 3aKOHOAATEICTBOTO Ha IBbpXKaBaTa, B KOSATO YYAaCTHHKBT € YCTAHOBCH, KaKTO M
azipec, BKIIOUMTEIHO €JIeKTPOHEH, 32 KOPECTIOHICHIUS IIPY MPOBEXIAHCTO Ha NIpOLeNypara;
3.1.1.3. Jexaapauus no 4. 47, an. 9 or 3011, nonsiHeH oOpasel OT HaCTOAIATa JOKYMCHTAIMA.
3.1.1.4. IIpn y4yacTHHUH oOeAMHEHMs] - KONHE HAa JI0roBopa 3a o0eqHeHHe, a KOraro B
JIOTOBOPA HE € MOCOYEeHO JIHIETO, KOETO MPEACTaB/fBa yJaCTHHUHTE B 00€eIHHEHHETO - H
[OKYMEHT, TIO[NHCAH OT JHIATa B 00eAHHEHHETO, B KOHTO Ce 10CouBa ripeaAcTAB/IABAIIHAT.
JIOKYMEHTBT ce MPeCTaBs B CIy4yan, 4e YHaCTHUKBT € HenepcoHUGUIUPAHO OOEANHEHHE.
3.1.1.5. IIbaHOMONIHO HA JHIETO, YNBLJIHOMOIIEHO [a MpeACTaBJsABa Y4YaCTHHKa B
npoueaypaTa M Ja NOAMHCBA odeprara WIH JOKYMEHTH, 4acT OT odeprara (TIpeicraBs ce
OpHTHMHAN MM 3aBEPEHO KOMHE Ha ITHIHOMOLIHOTO; IBIHOMOUIHOTO CE€ MPEACTaBs, KOraro
Y4YaCTHHKBT HE Ce MPEeACTABISIBA OT JIMIATA, KOWTO UMAT NPABO HA TOBA, CBIIIACHO JOKYMEHTHTE My
3a perucTpalus). - .
3.1.1.6. JIokyMeHTH 3a JOKa3BaHe HAa TeXHHYECKHTe Bb3MOKHOCTH Ha yYaCTHHKA, CBIJIACHO
y1.51 ot 3011, KaKTO ¥ H3UCKBAHUS KbM MEIUIHHCKUTE H3ACIIHA:
3.1.1.6.1. 3a yyaCTHHIIMTE C MEAUIIMHCKH U3JIEJIUsA MO 060cobenu mo3uuuu NeNe 1, 2, 8, 9, 10, 16,
17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42,
43, 44, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 166, 167, 168, 169, 170, 171, 172,
173, 186, 216, 217, 218, 219, 220, 221, 254, 255, 256, 257, 258, 259, 260, 301, 304, 307, 310, 311,
12
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312, 313, 314, 315, 316, 317, 318, 319 u 337, 3aBepeHo Komnue Ha pa3pellieHHE 3a ThPrOBHUs Ha
empo, cbrimacio 3MW wunmum apyr NOKYMEHT, YAOCTOBEpSABAll NpPaBOTO MM 1a ThpryBar ¢
METUIUHCKH H3JCNHA, H3JaJeH OT KOMIETEHTEH OpraH Ha Jpyra XbpXaBa WICHKa MM Ha JApyra
IbpkaBa — cTpana mo CropasyMeHHeTo 3a EBponelckoTo HKOHOMHYECKO ITPOCTPAHCTBO, WM Ha
Kondenepanus llsennapus.

*3abeqexka: YuactHumure no obocobenu mozunuu NeNe 310, 311, 312, 313 u 314 morar u jaa He
OTrOBapsAT Ha H3MCKBAaHMATA Ha 3aKOHA 3a MEAULHMHCKUTE H3nenus /3MU/, ako u3nenusaTa, KOUTo
npeajiaraT Mo CBOTBETHHTE ITO3ULMU Ca KJIAaCHQUIMPAHM OT MPOM3BOAMTENS KaTo JIHYHH
NpeanasHi CpeicTBa M 3a TAX € MpeacraBeHa Jlexnapaius 3a ChOTBETCTBHE C [lupektnBa
89/686/EEC, u3naneHa oT MpOU3BOIUTEINS.

*3abelekKa: YUaCTHHIMTE 1o obocobena mno3umuus Ne 10 morar W Ja He OTroBapAT Ha
U3UCKBAHUATA HA 3aKOHA 3a MeIULMHCKHTE u3aenus /3MU/, ako uzenusaTa, KOUTO Mpegiarar mno
CHhOTBETHATA TO3HLIHS Ca 32 HAYYHO-H3CIIEAOBATENICKH LIEIH. JloKasBa ce ChC 3aBEPEHO KOIMHe OT
JIeKJIapalys, u3gaaeHa OT IPOM3BOAUTENS, Y€ CbOTBETHOTO H3JENHE € 3@ HAYYHO-U3CIIeIOBATENICKH
11 ()07 8

3.1.1.6.2. 3aBepeHo komue Ha ceprudukar BIIC EN ISO 9001:2008 unu exBHBaleHTEH ¢ 00XBaT
CBITIACHO MpeaMeTa Ha 060COOEHHTE TO3UIMH 32 KOUTO y4aCTHMKBT YYacTBa, H3JaJleH Ha UMETO Ha
y4YacTHHKA.

3.1.1.6.3. zaBepeHo komue Ha ceprudukar BJC EN ISO 13485:2003/ISO 9001:2008 wunu
eKBUBAJICHTEH CEPTU(HMKAT KaKTO U IPYTH JOKa3aTeJICTBA 34 EKBUBAJICHTHH MEPKH 3a OCHIypABaHE
Ha Ka4ecTBOTO, ¢ OOXBAT CHIVIACHO IpeaMeTa Ha o6ocobeHaTa MO3MIMUS 3a KOATO Ce y4acTBa,
M3afeH Ha MMETO Ha MPOM3BOAMTENS, ¢ M3K/IOYEHHE 33 MPOM3BOAMTEIMTE HA H3JIENHETO IO
no3uius Ne337

3.1.1.6.4. 3a MeqMUMHCKATE W3eus Mo obocobenu nosumuu NeNe 1, 2, 8,9, 10, 16, 17, 18, 19, 20,
21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41, 42, 43, 44, 45, 46,
47, 48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 153, 154, 166, 167, 168, 169, 170, 171, 172, 173,
186, 216, 217, 218, 219, 220, 221, 254, 255, 256, 257, 258, 259, 260, 301, 304, 307, 315, 316, 317,
318, 319, 337, mexnapanus, ¢ MPHIOXKEHO H3BIedeHHe oT Crnuchka no 4i. 1, . 1, Oyksa ,,0“ oT
Hapen6ara 3a ycloBHSTa U pejla 3a ChCTaBSHE Ha CIIUCHK Ha MeIHIMHCKHTE u3enus 1o 4. 30a oT
3MU u 3a ompenensHe Ha CTOWHOCTTA, A0 KOSATO Te ce 3amamar /Hapembata/, or Koero
M3BJIEUEHME [a € BUAHA POJaXKHaTa IIeHa 1o cMuchia Ha § 1, T. 29a ot 3MU, BBB BpB3kac § 1, T.
4 ot JlompnuuTenHUTe pasnopendum Ha Hapenbara, 3a BCsKa MO3HMLHA, 3@ KOATO YYaCTHUKBT
KaHAMIATCTBA.

*Jabesmexka: M3geausara no o6ocobenn mosunuu NeNe 310, 311, 312, 313, 314 morar u jaa He ca
BKJTFOUEHH B CIIMCHKA Imo wi. 1, 1. 1, 6ykBa "6" ot Hapenbara 3a ycioBusTa ¥ pesia 3a CbCTaBSIHE HA
CIIHCHK HA MEAMLMHCKATE M3aenus mo wi. 30a oT 3akoHa 3a MenuuuHckuTe m3nenus /3MW/ u 3a
onpesieNissHE Ha CTOMHOCTTA, 4O KOATO Te Ce 3allallar, ako ca KiIaCH(QHLIHpaHH OT IIPOH3BOIUTEN
KaTo JMYHM MpeAria3HH CpeJCTBa M 3a TAX € NpencTaBeHa Jlexiapauus 3a CBOTBETCTBHE C
Hupextusa 89/686/EEC u3naneHa oT OpOH3BOAUTENS.

*3afesekKka: Y4acTHHIUTE .0 oOocobena no3ummss Ne 10 morar ¥ na He OTroBapsT Ha
M3UCKBAHUATA HA 3aKOHA 3a MEJULIMHCKUTE H3aenus /3MU/, ako H3AeIHETO, KOUTO Mpeiarar 1o
o6ocobena nmozunus Ne 10 e 3a Hay4yHO-H3CIETOBATEIICKH LEIIH.

3.1.1.6.5. xonue Ha opUIHATEH JOKYMEHT, H31aeH oT M3nbnnuTenHara ATeHIHS 110 NeKapcTBara
OT KOITO Ja € BH/IHO, Ye 33 ChOTBETHOTO METHIIMHCKO M3JIENHe HIMa PerHCTpUpany naHHA B MAJI
w/mwin EUDAMED 3a HHIUACHTH/TIOTEHIIHAIHH HHIMICHTY [IPE3 NOCIEAHHTE ABE F'OJIMHH, KaKTO H
3a GJIOKMpPAHW WMJIM M3TErICHH NapTHIH OT CBLIOTO MEAMLMHCKO M3JICNIME Ipe3 TMOCICIHHTE ABE
TOIMHH.

3.1.1.6.6. fexnapanus OT YYacTHHKA, B KOSATO €€ MOCOYBA MEJHIMHCKOTO H3ICIHE 32 KOETO CC
y4acTBa H KOHKPETHHSAT obIecTBeH GOHI Mo KOHTO ce 3aluiaiia, Ha CbOTBETHATA [(bpXKaBa.
3.1.1.6.7. nmexyapauMs OT y4YacTHHKA, Y€ HpeJaraHuTe MEIULUMHCKH H3JC/IHA MpUTEeKABaT CE-
mark.

3.1.1.6.8. 3a u3aeNMATA 33 AMArHOCTHKA HH BUTPO Mo o6ocobenu mozuuuu oT NeNe 1, 2, 8.9, 10,
16, 17, 18, 19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30, 31, 32, 33, 34, 35, 36, 37, 38, 39, 40, 41,
42, 43, 44, 45, 46, 47, 48, 49, 50, 51, 52, 53, 54, 55, 56, 57, 58, 59, 153, 154, 166, 167, 168, 169,
170, 171, 172, 173, 186, 216, 217, 218, 219, 220, 221, 254, 255, 256, 257, 258, 259, 260, 301, 304
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u 307, 3aBepeHo komue Ha Jlexnapaunus 3a cpoTBetcTBUe ¢ JlupexktuBa 98/79/EC, uznaneHa ot
Mpou3BOAUTENS. 3a U3aenuaTa no obocodberu moszuimu ¢ NeNe 1, 8,9, 16, 17, 18, 19, 20, 21, 22, 23
ce mpeacrass ¥ 3aBepeHo komue Ha EC ceprudmkar 3a cpotBerctBue ¢ upextusa 98/79/EC,
u3/1ajieH OT HOTHGHUIUpaH opraH no cMuchiIa Ha 3MHU.

3.1.1.6.9. 3aBepeno korue Ha Jlexnapanus 3a cpoTBeTcTBHE ¢ JlpekTuBa 93/42/EEC, n3nanena ot
POM3BOIUTENIS HA U3emusTa o obocobenu nozuuuu NeNe 315, 316, 317, 318, 319.

3.1.1.6.10. 3aBepeno komue Ha Jexnapauus 3a cboTBercTBHE ¢ JlupektuBa 93/42/EEC wmm
3aBepeHo komnue Ha Jlexnapanus 3a choTBeTcTBHe ¢ JlupextBa 89/686/EEC 3a m3menusara mno
060cobenu nmozumuu NeNe 310, 311,312,313 u 314.

3.1.1.6.11. 3aBepeHO KomMe OT ACKiapauus, U3JaJeHa oT HpOI/I3B0}11/ITeJIX 4Ye CHOTBETHOTO U3JIENHE
o o6ocobenu mozummu ¢ NeNe 3, 4,5, 6,7, 11, 12, 13, 14, 15, 60, 61, 62, 64, 65, 72, 73, 74, 75, 76,
77, 78, 79, 80, 81, 82, 83, 84, 85, 86, 87, 88, 89, 90, 91, 92, 93, 94, 95, 96, 97, 98, 99, 100 € 3a
Hay4HO-U3CJIEAOBATENCKH LETH.

3.1.1.6.12. 3aBepeHO KONME Ha PA3pELIMTENHO 3a IIyCKaHe Ha nasapa Ha OWoumaeH mpenapar, 3a
o6ocobenn mozuumud Nel36 u Nel37, u3mageHo mo pena Ha 3akOHa 3a 3alldTa OT BPEAHOTO
BB3/ICHCTBHE Ha XMMHYHMTE BELIECTBA W cMecH wid Periament Ne528/2012 r. na Esponeiickus
napnameHT 4 Ha CbBeTa, OTHOCHO MPENOCTABSHETO Ha Na3apa K yrnorpebara Ha OHOLHAH.
3.1.1.6.13. MocTpr Ha u3zienusTa no obocobenu nosurmu NeNe 194, 198, 199, 208 u 337.
3.1.1.6.14. 6pomrypu, Katano3ud W/uiaud ¢ororpadCck¥ CHUMKH Ha CTOKHTE, OT KOHTO SICHO Ja Ce€
BIDKIA KaTAJOXKHMs HOMED Ha M3JENUATa, KOUTO ce odepupar M KOMTO Ie €€ JOCTaBHAT, UHATO
ABTEHTHYHOCT BB3/I0XHTENAT CH 3ama3Ba IPaBoTO Ja MPOBEpsBa.

3.1.1.7. Jexnapauuss mo wi. 56, aa. 1, . 8 or 3OIl 3a u3non3BaHe/HEM3NON3BaHE Ha
HNOMU3IIBJIHUTENH, ¢ NTOCOYBAHE HA BHIA Ha paboTHTE, KOMTO LIE M3BBHPIIBAT M Je/la Ha TAXHOTO
y4acTue, mombiiHeH obpasel Ne 3 oT HacTosmaTa IOKyMEHTALHS.

Cuvenacto un. 56, an. 2 om 30I ¢ ogepmama cu yuacmuuyume mogxce be3 ozpanutienus 0d
npediazam non36aHemo Ha NOOUINbIAHUMENU.

3.1.1.7.1. Jexnapanus 3a chbrjacHe 3a y4acTHe KaTO NOAM3IbJIHHTEN, ONBIHEH 00paser OT
HacTosIIaTa JOKyMEHTalHsl.

3abenexka: Jexnapanusra ce nonbiBa OT BCEKH NOAU3IIBIHUTEN MOOTACIHO.

3.1.1.8. JIokyMeHT 3a BHeceHa rapaHLHs 3a y4acTHe — ODHMTHMHal Ha GaHKOBa rapaHius 3a
y4JacTHe WM KOTIKE OT JIOKyMEHTa 32 BHECEHA TapaHLus M0J popMaTta Ha apHyHa CyMa.

3.1.1.9. Jleknapauusa mo 4. :56, an. 1, 1. 12 or 30II 32 npHeMaHe: Ha YCJIOBHATA B IIPOEKTa Ha
JIOTOBOPA, MOMbIHEH 00pasell OT HAcTOAIaTa JOKYMEHTalH.

3.1.1.10. Mexnapanus 110 9. 3, T. 8 oT 3aKOHA 32 HKOHOMHYECKUTE U GUHAHCOBUTE OTHOUIEHUS C
JpYXeCTBaTa, PErHCTPUPaHH B IOPUCAUKLUH ¢ npedepeHIMaeH JaHbYeH PEXHM, CBbP3aHUTE C
TSX JMIAa W TEXHUTE [CHCTBHTENHM COOCTBEHMIM, IONBIHEH. oOpasen OT HacTosiHaTa
JOKYMEHTaIUS.

3.1.1.11. [Iek;iapanms 3a JiMnca HA CBLP3aHOCT C APYr YYacTHHK no 4. 55, ax. 7 or 30I1,
KaKTO H JIHIca Ha o0cTosATeIcTBa Mo 4. 8, ajt. 8, T. 2 ot 3011 /mo obpazen/;

JloxymenTute B MK Ne 1 ce MpencTaBAT B OPHIMHAN WM 3aBEPEHO OT y4acTHHMKa KOIHE /ocBeH
4KO M3PHYHO HE € YKa3aHo APYro B HACTOSIIATa JOKyMeHTauus/. BCHUKH NOKYMEHTH NPE/ICTaBeHH
Ha Yyl €3MK, Ce IPEICTABST U B IPEBOI Ha OBIrapcKu €3uK. Beuuky AeKiapalky ce MpeaCTaBAT B
OpHTHHAIl U Ce MOAKCBAT 110 Pea U OT JIMLATa, [I0OCOYCHH B HACTOSIIUTE YKa3aHHS.

Kozamo yuacmuuxvm ¢ npoyedypa e 4yxHcoecmpaHHo ¢u3uuec1<o WU IOPUOUHECKO e Unu
mexnu 0bedunenua, oepmama ce nodasa Ha Gba2apcKuU e3uK, OOKyMeHMbm no 4i. 56, an. 1,
m. 1 om 30IT ce npedcmasn 6 opuyuanen npesod, a dokymenmume no 4i. 56, ar. 1, m. 5 om
3011, koumo ca Ha 4yHCO e3UK, ce npedCmagam u 6 npeeoo.
Kozamo yuacmnuk ¢ npouedypama e o6edunenue, Koemo He e opuoOuUYecKo auue:

- dokymenmume no un. 56, ar. 1, m. 1, oykeu "a" u "6'" om 3011 ce npedcmagam 3a 6CAKO
usuyecko unu IpUOUHECKO uYe, 6KNI0HEHO 6 0DeduHeHuemo;

- dokymenmume no un. 56, an. 1, m. 1, oyxea "8" u m. 5 om 30II ce npedcmaeam 3a
yuacmuuyume, 4pe3 Koumo o0eOUHEHUemO O0KA38a CbOMEEMCMEUEnt0 CU ¢ Kpumepuume 3a

nodbop no ua. 25, an. 2, m. 6 om 3011
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3.1.2. Coabpxkanue HAa INIHK Ne 2 ¢ Hagnuc ,Ilpeanoxenne 3a n3nbjHeHHe Ha MOpbYKaTa’.
IIpeacraBar ce ToakoBa miankoBe Nv 2 ¢ Haanuc ,Ilpennoxkenne 3a H3NbJHEHHEe Ha
nopbYkaTra mo o6ocofeHa MO3HLHA.......”", 32 KOJKOTO 000C00eHM MO3IHLUHMH YYACTHHKBT
npexacraes odepra, cbriaacHo 4. 57, aia. 3 or 30I1.

3.1.2.1. Texuu4ecko mnpeaiokeHHe, cbrjiacHo 4wi. 56, aa. 1, . 7 or 30II — tpsaba pa Onae
H3rOTBEHO CHhOOpa3zHO oOpasena OT HAcTosILATa JOKyMEHTaLus, NpH CBOMIOJaBaHE Ha MBJIHOTO
onMcaHye Ha o0eKTa Ha rnopbukara ¥ TexHudueckara crieuuuKanus, 13UCKBAHUATAa KbM odepTaTa
H YCJIOBHSITA 32 HU3MTBbJIHEHUE Ha TOpHYKATa.

3.1.2.2. Cpok 3a u3mbjHEeHHe HAa MOPbYKATa — NOCOYBA c€ B TEXHHYECKOTO MNPEMIOKECHHE,
CBIIACHO TTOCOYCHHS B JOKYMEHTAIUATA CPOK. _
3.1.3. Coabpxkanne Ha mauk Ne 3 ¢ Hannuc ,IIpepnarana mena®. IIpencraBAT ce ToJIKOBa
naukose Ne 3 ¢ maanuc ,Ilpennarana nena no o6ocofeHa MO3HHIHA........"; 32 KOJIKOTO
060c0o0eHH NMO3HIHHA YYACTHHKBT NpeacTaBs odepTa, chriacHo wi. 57, an. 3 ot 3011

B saneuaTaH, Henmpo3payeH MK No 3 yJacTHHKBT CiIe[Ba Aa MPEICTaBH 3aJAb/DKUTEIHO UCHOBOTO
CH TpeajioxeHHe cbriacHo wi. 56, an. 1, 1. 10 ot 30Il, mombjHen obpa3sen oT HacTrosimiaTa
NOKYMEHTALHS.

Ilenata mo moroBopa e B OBJATapckd JjieBa, (GHKCHpaHa, He INOANEXHM Ha IPOMsHA 33 CpOoKa Ha
NeHCTBHE Ha JOrOBOPa, OCBEH B ClydaunTe Ha wi. 43, ain. 2 ot 30IL

[lenata cneaBa ja BKJIKOYBA BCHYKM pa3XOMW A0 KpaeH IOJIy4yaTel: CTOMHOCTTA Ha CTOKara,
OIAKOBKA, 3aCTPaxOBKa W TPAHCIOPT 0 KpaeH HOydaTell, IPH CPOK Ha FOAHOCT HE MO-MalbK OT
75% (cemeMIeceT U NET Ha CTO) OT OOSBEHUS OT IPOU3BOAUTENS KbM JlaTaTa Ha BCsKa JOCTABKa.

U3BbH niuka ¢ Hagnuc ,,IIpengarana nena® He TpadBa 1a e NocoYeHa HHKAKBa HH(opMauus
OTHOCHO IIeHATa.

VYaCTHHIM, KOUTO IO KAaKBbBTO M J1a € HAYMH Ca BKJIIOYWJIM HAKBJE B ofpepraTa CH M3BBH IIIHKA
JJIpennarana IieHa” eleMeHTH, CBBP3aHM C IpearaHata IeHa /MM 4acTH OT Hes/, lie ObIar
OTCTpaHEHH OT y4acTHe B MpoLeaypara.

3abenexcka: Ipu nodasane na ogpepmama yuacmHuxvm modice 0a NOCOYU KOS Hacm Om Hes uma
KOHuUOeHyuanen xapaxmep u 0a u3uckea om Bv3noscumens 0a He 5 paskpuea /c U3PUHHO NUCMEHO
uzsneHUe 8 MO3U CMUCHI, npedcmaseno ¢ ogepmama/. Bv3nodcumensm nama npaso 0a paskpusa
UHpOpMayus, NPedcmocmasena My om YYACMHUK U NOCOYeHA OM CbUjusl Kamo KOHQDUOeHYuanHa
nO OMHOWeHUEe HA MEeXHUYeCKU Wl Mbp2O6CKU MAlHY, ¢ USKNIOYeHUe Ha ciydaume no 4i.44 om
30I1 u nybnuunume Oeticmeus Ha KoMucuama, cvenacHo 4i. 68 u 69a, an. 3 0om 3011
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PA3JAEJI IV
YCJIOBHUSA U PABMEP HA TAPAHITUATA 3A YYACTHE U TAPAHIIMATA 3A
MN3ITbJIHEHHUE

1. I'apaHuus 3a y4yacrHe

["apaHuMATa Ce MPECTABS B €IHA OT CJEAHUTE POPMH:

a) JENO3UT Ha TapuiHa cyMa [0 CMeTKa Ha Be3noxkurens,

0) 6ankoBa rapaHI[ys B [10J13a Ha Br3noxuTes.

V4acTHHMKBT caM H3bupa popmara Ha rapaHLiMsATa 3a yJacTHE.

Koraro yudacTHMK B mponemypara € OOEJHHEHHE, KOETO He € IOPHIMYECKO JHIE, BCCKH OT
y4acTHUIIUTE B OOeAMHEHMETO Moxe fa Obje Hapemurenl N0 OaHKOBAaTA rapaHUMA, CHOTBETHO
BHOCHTEJ HA cymaTa 10 rapaHIHsTa.

TIpu 1360p Ha rapaHilus 3a y4acTHe — [[APMYHa CyMa, TO Ts Cile[Ba Ja Ce BHece 110 0aHKOB MbT 10
clieHaTa CMeTKa:

BHB IEHTPAJIHO YIIPABJIEHHUE

Banxos xoa (BIC): BNBG BGSD;

Bauxosa cmetka (IBAN): BG21 BNBG 9661 3300 1293 01

AKO Y4aCTHHKBT M30€pe 1a NpeACTaBy rapaHIusATa 3a ydacTde nox popMata Ha ,,lapuyHa cyma’,
ImnaTeHa Mo 0aHKOB BT, HOKYMEHTBT, YAOCTOBEpsABAll IJaTeHaTa rapaHius, cieasa na Oble
TIpe/ICTABEH KATO 3aBEPEHO OT YYaCTHHKA KOMue. AKO yHaCTHHKBT € NPEBE/ IAPHTE 10 CJIEKTPOHEH
BT (€JIEKTPOHHO OGaHKHMpaHe), TOH ClIefiBa a 3aBEPH CHOTBETHHA NOKYMEHT C HErOBHS IMOANHKC H
[leyaT/KoraTo WMa TaKbp/. B rapannmsara 3a ydyacTHe cieiBa Aa Oble MOCOYEH NPEIMETHT Ha
nopbuKaTa u 060coGeHaTa/HTe MOMIMS/H, 32 KOSTO/UTO YIaCTHUKBT KaHIMAATCTBA.

Tapanyuama 3a ywacmue e é pasmep 00 1% /eoun npoyenm/ om npozHO3HAMA CHIOUHOCH HA
obocobenume nosuuuu u nocowena 6 Cneyuduxayua — Ilpunoscenue Ne 1 Kom
OOKyMeHmayuama 3a yuacmue.

Cpoxsm Ha 6a1UOHOC HA 2APAHUUAMA 3a YHaACMUe C1e08d 0a e He NO-KPAMbK ont CpOKbM Ha
6a1UOHOCM Ha ohepmama.

B ciuyuwaif, ye rapaHUMATa 3a y4acTHe ce TIpeicTass NOA ¢opmara Ha OaHKOBa TapaHLus,
JHOKYMEHTHT C€ NPEACTaBs B OPUIHHAN, CbC CPOK HA BAIMAHOCT MHHHMYM 120 (cTo U JIBazECeT)
KaJeHIapHH JHH OT KpaHUs CPOK 3 N0/1aBaHe Ha 0GepTH.

3aovporcarnemo, yceo;zeaHemd u oceoboicoasanemo HaA 2apaHyusma 3a yvacmue CTaBa TpU
YCNOBHSTA U TI0 pejia Ha wi. 61 u ui. 62 ot 3011

2. T'apaHuus 3a H3N'bJIHEHHE

lapaHIHATA 32 M3MbIHEHAE HA JOTOBOpa € B pasmep Ha 3 Yo (TPH NpoIleHTa) OT CTOMHOCTTA Ha
JOTOBOpA 32 H3MbJIHEHHE Ha obmecTBeHaTa nopbuka 6e3 JJIC.

TapaHIMATA 332 M3MBIHEHHE MOXE Ja ce TMPEeACTaBd MO (opmaTa Ha MapuiHa cymMa Wi Mol
dopMara Ha 6aHKOBa rapaHils. YYaCTHAKBT caM u36upa QopMaTa Ha rapaHiHsITa 32 U3MbIHEHHC.
Korato y4acTHMK B TNpoLeAypaTa € OO€IMHEHHe, KOETO HE € IOPUIMYECKO JHMIE, BCEKH OT
yJacTHHLIMTE B OOEIMHEHHETO MOXe gna Oble HapemuTen Mo OaHKoBaTa TapaHIHs, CHOTBETHO
BHOCHMTEJ Ha cCyMaTa IO rapaHiuaTa. ,

V4YacTHUKBT, ONpENENeH 3a H3MBIHMTEN Ha oOLIecTBeHaTa MOpPbBYKA, MPEACTaBA GaHKoBaTa
rapaHIys Ik TUIAaTEXHHs JOKYMEHT 3a BHECEHaTa [IapHYHA FapaHIlud 33 U3IBIHCHHE Ha JI0rOBOpa
[IPX HETOBOTO CKJIFOUBAHE.

[apanuusTa 3a M3MBIHEHHME NOJ ¢opMara Ha ,apHyHa cyma“ TpsibBa na Objie BHECEHa IO
clleHaTa CMeTKa Ha Bb3noxuTens:

BHB IIEHTPAJIHO YIIPABJIEHHUE

Banxkos ko (BIC): BNBG BGSD;

Bankosa cmerka (IBAN): BG21 BNBG 9661 3300 1293 01

AKO YYaCTHHKBT, ONpEJE/IeH 3a H3MBIHUTEN, u3bepe fa NMpeACTaBd TapaHLHiATa 33 H3MBIHCHHE
non dopMaTa Ha «apH4Ha Cyma», IUlaTeHa [0 OaHKOB MBT, AOKYMCHTBT, yHOCTOBEpABAlll
IJIaTeHaTa rapaHius, ciie/ipa fa ObJe 3aBepeH C MOAIMHC ¥ NeYaT OT ChOTBETHATA Oanka. B ciyyai
Ye YYaCTHHKBT € MPEBEN NapUTe IO eNEKTPOHEH BT (ENEKTPOHHO OaHkMpaHe), TOH cnensa na
3aBEpU CHOTBETHUS JOKYMEHT C MOJIMKC H neyar.

16



Koraro YUYaCTHHKBT H36€pe rapaHiusita 3a U3MNbBJIHCHHUE [1d 6'5118 6aHKOBa, TOraBa B HCA TpH6Ba Ja
6”]5116 H3PHYHO 3alTUCAHO, Y€ T4 € 6C3YCHOBH3 H HCOTMCHHMA H Y€ € CBC CPOK HA BATUIHOCT TIOHE 60
(I.HCCTIICCCT) KaJIEHOapHU JHU CJIEN JaTaTa Ha H3NBJIHCHUC Ha JOTr0oBOpa. HpI/I IpCACTaBAHC Ha
rapatHiyda B IJIATCKHOTO HApPeKIaHE UIH B OaHKOBaTa rapaHiuus U3pHYHO C€ IMOCOYBA NOTOBOPBT,
3a KOHUTO C€ NpE€ACTaBsd rapaHIliuiaTa.

Koraro Y4YaCTHHK B IIpoL€aypaTta € obequHEHHE OT IIpaBHHU C}’6CKTH, KOCTO HEC € IOpHAHUYECKO
JIMIIC, B JOKYMCHTA 38 BHCCCHA rapaHllug HIHA OaHkoBaTa rapaHiyg cjaeaBa Aa € OTpa3€Ho, ue Ti CC
BHacg OT ILIOTO OOeAMHEHHE H IIOJI3Ba BCHYKH Y4JaCTHUIIH B O6€)II/IHCHI/ICTO, a HC caMo
I/IIICHTYI(l)I/IKaLII/ISI Ha €AUMHHA OT TAX.

PA3JIEJ V
KOMYHUKAIIAS MEXKTY BL3JIOKHUTEJS U YYACTHULIUTE

BcHuky KOMYHHMKALMM M JI€HCTBHSA Ha BB3j10XuUTENS W Ha yYaCTHHLUTE, CBBP3aHM C HACTOALIATa
OTKpHTA NPOIEAYpa, Ca B THCMEH BUI.

V4YacTHMKBT MOXe JAa TpeACTaBi CBOMTE INHCMa M YBEAOMIIEHHS B IEJIOBOICTBOTO Ha
MHUHHCTEpPCTBOTO Ha 3apaBeonasBanero, aipec: rp. Codus - 1000, ma. ,,Cseta Hemens™ Ne 5,
napTepeH eTax, BCeKH paboTeH JieH; 110 1olara, 1o $axc; 1o eJeKTPOHEH MbT NPU YCIOBHATA H 110
pela Ha 3aKOHA 3a eNEKTPOHHHS HOKYMEHT M €JIEKTPOHHMS IONHUC, Ype3 NperopbyaHo MHCMO C
obpaTHa pa3MucKa MM KypUepcKa ciyxoa.

Pemenusta Ha BB3/10XKATENS, 3@ KOUTO TOH € JTBXKEH [a yBEAOMH YYaCTHHIMTE, C€ U3MpallaT 110
dakc WM MO eNeKTPOHEH ITbT, MM C€ BpPHYBAT JIMYHO Cpelly MOJNUC, MM C€ H3Mpamar ¢
TIPENopBhYaHO MHUCMO ¢ OOpaTHa paslKkCcKa, WM Ype3 KOMOHHALMA OT TE3H CPeACTBA 10 H300p Ha
Bu3noxurens.

JIOroBOPBT 32 M3MbIIHEHHE HA MOPBYKATA Ce CKIIIOYBA NIPH ycnoBHATa Ha uil. 41 u . 74 ot 3011 n
npeBapuTeNHO 00sSBeHUTE YCIOBHs Ha Br3noxuTes.

B cpok ot 10 kanennapHu JHM cile] BiM3aHe B Cuila Ha Pemnenuero, ¢ koeto Buanokurens obssssa
KJIACUPAHETO HA YYAaCTHHLUTE M U300p Ha U3IBJIHMTEN, ONPEICICHHST 32 H3IBIHUTEN Y4aCTHHK
npencrass jgokymenture 1o wi. 47, an. 10. KoraTo y4acTHHKBT, WU30paH 3a M3NBIHHTEN €
qy)XKAECTPAHHO JIMIE Ce MPHIaraT W3UCKBaHusTa Ha wi. 48, ann. 3, an. 4 u an.5 ot 3011 I'apanuusTa
3a M3MBJIHEHHE Ha JOTOBOpa B pasMep Ha 3 % OT croiiHocTra Ha jgorosopa 6e3 JUIC, ce
0cBOOOXKIaBa, CHIIIACHO KJIay3HTe HA [IPOEKTa Ha J0r0BOD.

3a nony4eHo ce CYHTA TOBa YBEJIOMIIEHHE N0 BpEME HA OTKPHUTATA NPOLEypa, KOSTO € ZOCTHIHAI0
J0 ajgpecaTa Ha MOCOYeHHs OT Hero azapec. Korarto anpecaThT € CMEHHII CBOS aJpec U HE €
UHpOpPMHpAll CBOEBPEMEHHO 3a TOBa OTBETHATAa CTpaHa WJM ajpecarbT He Xejae [a MpUeme
YBEIOMJIEHHETO, 33 MONYy4YEHO CE CYUTa TOBA YBEIOMJIEHHE, KOETO € JOCTHIHAJO N0 anpeca,
H3BECTEH Ha M3Mpallaya. ;

[Ipy mpemocTaBsiHE Ha H3MCKBAHMATA 110 IOpBYKATA HA YYACTHHLMTE H IPH CKIIOYBAHETO Ha
JOrOBOpa 3a 06IEeCTBEHa MOPBYKA BB3NOKUTENIT MOXKE [a IIOCOYH KOS YacT OT HH(OpMalHATa,
KOSITO UM MPEAOCTaBs, UMa KOHGUACHIUAJICH XapaKTep. YYaCTHHIUTE U TEXHUTE MOJM3ITbIIHHTCIH
HSIMAT [IPaBo [a Pa3KpUBAT Ta3H HHPOPMALIHS.

[lpu nonasaHe Ha odepraTa CH YYaCTHHKBT CBLIO MOXE [a MOCOYM KOS 4acT OT Hesd uMa
KOH(MMACHIIHATIEH XapaKTep M [a U3UCKBa OT BB3I0XKHTENA Ja He 1 pasKpuBa. BB3/IoxHUTENAT HAMa
npaBo [a paskpuBa HHPOpMauHs, MPEJOCTaBEHAa My OT YYaCTHHIHMTE, TOCOYEHa OT TAX Karo
KoH(QHIEHIHANIHA [0 OTHOIICHHE Ha TEXHHWYECKH WJIH THPrOBCKH TaWHH, C H3KIIOYEHHE HA
CNEHUTE CIIyYau:

- IIpH U3MBIHEHHE HA 3a/(bIDKEHHETO OT BB3NOXKHTENs Ja M3npartd MHGOpMalus 3a CKIHOYEHHSA
JIOTOBOP 10 AreHIHATa 0 OOMIECTBEHHU IOPBHYUKH; :
- OpH OCHUIECTBsIBaHE Ha MyOJIHYHHTE JEHCTBHS Ha KOMHCHSATA 3a PasIyIekNaHe M OLCHKA HA
odeprute, chriaacHo Wi. 68 u wi. 69a, an. 3 or 30IL

O6MeHBT U ChXpaHABAHETO Ha WHGOpPMAIUs B X0Ja Ha NIPOBEXIaHe Ha MPOLEeNypaTa 3a Bh3jaraie
Ha 06lLEeCTBEHA MOPhYKA C€ M3BBPLUBAT IO HAYMH, KOHTO rapaHTHpa LEelI0CcTTa, AOCTOBEPHOCTTA H
NOBEPHTEHOCTTA Ha HHOpMaLIMATa. :
V4acTHHKBT CHIIO MOXKE [a NPEACTABH HAKOH OT JJOKYMEHTHTE B oepTaTa Ci OCBEH B TUCMEH BHI

H Ha eJIeKTPOHEH HOCHTEN 10 pefia u yciaosusta Ha 3EJIEIT u ceriacuo 3011
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[Ipu pasnuuue B ChABPXKAHHETO Ha TOKYMEHTH, NPEICTaBEHH B IHCMEH BHJ U Ha €NEKTPOHEH
HOCHTEJI, 3@ BAIUIHO C€ CUUTA 3AIIHCAHOTO B MUCMEH BHI.

I'JIABA 11
TEXHHYECKA CIIEHUOUKAIAA

1. OBIIIU U3UKBAHUS KbM ITPEJJIATAHUTE MEJJUITUHCKHA
N3JAEJIUA:

BCHYKH MEIUIMHCKY H3JENHs ClelqBa Ja OTroBapsAT Ha 3aKOHA 3a MEJMUMHCKHTE HU3MIEIHS
(3MN);

[Ipennaranute wu3nenus TpsAOBa na OBAAT NOCIEOHO MOKOJAEHHE IO OTHOIUEHHE Ha
MI0Ka3aTe/IUTE 3@ YYBCTBUTETHOCT, CIIELUGUYHOCT, HAAEKAHOCT H BB3IIPOM3BOAUMOCT KbM Jarara
Ha HaIpaBeHOTO IIEHOBO IPEIIOKEHHUE;

BeHuky H3eNHs, KOUTO UMAT CPOK Ha FOAHOCT, KbM JaTara Ha JOCTaBKa ciejBa ja Objar ¢
OCTaTbhUeH CPOK Ha FONHOCT HEe MO-MATBK OT 75% OT 00ABEHHS OT IIPOU3BOAUTEIL;

MequMUMHCKATE H3neausTa mo obocobeHu mosuumuu NeNe 52, 53 u 57 ce odepupar
KOMILIEKCHO;

[Ipy DOCTaBKa, BCHYKM MEIMUMHCKA M3NENMs ClejBa fa MpMTEXaBal CepTHdHKAT 3a
KauecTBO OT IPOM3BOAMTEIS, H3AaJIEH 3a BCSKA OTACNHA IApTHIA M CEPTH(UKAT 3a aHaIU3 H3Ja/eH
OT TIPOM3BOAUTENIS, YAOCTOBEPSBALL AaTaTa Ha IIPOM3BOJICTBO H CPOKA HA FOJHOCT;

KoHcyMaTuBbT 110 060cobena nmozuuust Ne 337 ,,OunTbpHU OaHKH 32 MacOB CKPUHMHT 110
obpasei ¢ punTepHa xaprus S/S 903 Tpsabpa n1a oTroBaps Ha CICAHHTE H3HCKBAHUS:

dunthpHarta 61aHKa Clle/Ba ia ce ChCTOU OT 3 UMM 4pe3 nepdopalns yyacTbKa:

4- TH y4acTBK: CBCTOM CE OT MOJe, B KOeTo MMa GpunThpHa xapTus S/S 903, ¢ He no- Majko oT 3
ouepTadus (KPBroBe) ¢ IMaMeThp 12 MM, KOMTO Ce 3allbjBaT C OTAEIHH Kanku KPbB H I0J€ 33
oTpa3sBaHEe Ha UICHTH(PHKAIIMOHEH HOMEP; :

5- TH y4YacTBK: CBCTOH C€ OT IIOJIE, B KOCTO UMa Q)nnT'pra XapTHs, C He MO-MaJIKO OT 4 OYepTaHUS
(kpbrose) ¢ IUaMeTsp 12 MM, KOHTO CE 3aIlBJIBAT C OTACIHHM KallK¥ KPbB M OJIC 33 OTPa3ABaHE Ha
UAEHTHOHKAIUOHEH HOMED;

6- TH y4acThK: ChCTOM CE OT TPH JIKCTA, iBa OT KOUTO ca H3pabOTEHH OT XHMU3HMPaHa XapTHs, C Lel
¢ e[HOKPATHO TONBJIBAHE 1a OBbIAT HAaHECeHH JaHHH BBPXY TPHTE JHCTa. B TO3H yuacThk ce
060co6sIBaT NojieTa 3a HaHacsiHe Ha HH(pOpMallus 3a:

. JlaTa Ha mojiyyaBaHe B JJaDOpaTOpUSATA;

. Maiika (Ne 1 romuHa Ha HCTOpHATA Ha 3a00JIIBAHETO, TPUTE HMEHA, [IaTa Ha paXXaHe, ajapec);

. JuueH nexap Ha Maiikara (uMe 1 GpaMHIIHS, Tl 3a BPB3Ka);

Usnpamnaia 6oixuna (anpec, TeneoH),

Jlete (Ne u roJMHa Ha HCTOpHATAa Ha 3ab0NABAHETO TPHTE MMEHA, 4ac, MHHYTa M JaTa Ha
paXJiaHe, 3peNoCT - IeCTALHORHA CEIMULIA, TETJIO B IPaMoBe, HEIOHOCEHO - 112 WK HE, €THOC, IOJL,
anpec);

6. JJabopaTopeH Homep 3a uscinensane Ha TCX;

7. JIabopatopeH Homep 3a u3cieasane Ha 170HP;

8. JlabopatopeH Homep 3a u3cnenpane Ha OKY;

9. Yac, MHHYTA M J1aTa Ha B3eMaHe Ha 1po6aTa, NOBTOPEHHE (fa Ui He)

10. Buz xpaHeHe (KbpMa, analTHPaHO MISKO, TOTAIHO NapEeHTEPATHO XPaHEeHe);

11. JIsu Ha MIISIKO WJIH 3aMECTHTEIT,

12. KpsBonpenuBaHe, JaTa Ha IIOCIEAHO KPbBONPEIMBAHE;

13. Cteponnu - neTe (Oa UK HE);

14. Ctepouau - Majika (J1a WK HE);

15. AHTHOMOTHIM - eTe (1a HIH HE);

16. Ipunarase Ha Hox - AeTe (Aa WA HE);

TexcroBeTe oT T. 1 10 T: 16 1a ca U3NMHCAHU HA OBJATapCKH €3UK MO/l CBOTBETHHTE [1071€Ta 32
MONbIBaHe Ha HHPOPMALUATA.
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Pasmepu Ha QunrepHaTa 6iaska: 21 x 9,5 cM - CBBMECTUMH C pa3MepHUTe Ha CTaHAapTeH
TIOINEHCKH ILTHK.
Besika oTnenHa ¢unThpHa 61aHka 1a Ob/e B OTAE/HA HETPOMOKaeMa IIpo3payHa ONaKoBKa.

Ha rppba Ha Bcska oTAenHa ¢UITHpHA OjlaHKa N1a ce ChABPXKA HHCTPYKLUS Ha OBIrapcKku
€3MK 3a B3eMaHe Ha KPbB OT HOBOPOJAEHH, KaKTO M YKa3aHHS 3a IONBJIBAHETO H.
ToBa 06CTOATENCTBO Ce MOTBBPXK/aBa C IpecTaBeHaTa MOCTpa.

2. MHUHUMAJIHA TEXHUYECKHA N3UCKBAHUSA U KOJIMYECTBA

[TpenMeT Ha BB3/araHe Ha HacCTOsIIATa IOPHYKa € ,,JI0OCTaBKa Ha PEaKTUBU U KOHCYMaTHBH
3a peiHoctH mo Hapemb6a Ne 26/2007 r., 3a mnpemocTaBiHE Ha axkyllepcka IOMOIL Ha
37paBHOHEOCHTYPEHHU KEHH H 33 M3BBPIIBAHE HA U3C/ICABAHUS H3BBH 00XBaTa Ha 3abIDKHTENHOTO
3ApaBHO OCHI'YpsiBaHe Ha Jeua U GpeMEeHHU JXKEHH* TIPHU TeXHUYECKH CELH(UKALMU ¥ KOJHYECTBa,
onpeneneHu B [Ipunoxenne Nel.

*BCHYKY KOJIMYECTBa, IOCOYEHH B crielindukanmsTa - [Ipunoxenune Nel, ca ,,xomudecTsa 107,
T.e. BB3N0XKHUTEIAT HE € JUTHKEH [a 3asABH 3a JOCTaBKa IJIOTO AOrOBOPEHO KOJIMYECTBO, 8 HMa NPaBO
71a 3asBSIBA KOJIMYECTBA CHITIACHO JEHCTBUTEIHUTE CH HYXKIH, HO HE II0BEYE OT JOrOBOPEHOTO.

3. T APAHIIMOHHHU CPOKOBE: :

CpoKBT Ha OJHOCT Ha PEaKTHBUTE M KOHCYMaTMBUTE KbM Jarara Ha JOCTaBKaTa 1a HE €
o-MaJibk oT 75% OT 0OSBEHHS OT IPOU3BOUTEIIS. :
B ciyvaii Ha IOCTaBKa Ha PEaKTUBH U KOHCYMATHBH C NO-KPAThK OT JOTOBOPEHHs CPOK Ha TOAHOCT
ce IbJKM HEeyCTOMKa, KAKTO CIIe/Ba:

74,99 % - 60 % - 20 % BBpXY CTOHHOCTTA Ha JOCTaBKaTa,

59,99 % - 50 % - 30 % BBpXy CTOHHOCTTA Ha AOCTABKATa,

49,99 % - 40 % - 60 % BBpXY CTOMHOCTTA Ha JOCTABKATa,

39,99 % - 30 % - 75 % BBpXY CTOHHOCTTA Ha JOCTaBKaTa;

JlocTaBKa C OCTaTh4eH CPOK HA FOJHOCT HO-MaIBK OT 75 Ha CTO OT OOsABeHHA OT
TIPOM3BOIUTENS CE M3BBPLIBA caMo ¢ mucMeHo cbriacke Ha BB3JIOKUTEJLI, kato npu nunca Ha
TAKOBA, BB3JIOKUTEAAT HE TBJDKH [UIAlaHe.

Cpok 32 M3bJIHEHHE HA IOPbYKATA:
JloroBopuTe ¢ GupMHUTe, M3OpaHHM 3a U3MBIHHTENH Ha OOLiecTBEHAaTa MOpbUKa, Lie ObAaT
ChC CPOK Ha JeHCTBHE OT €/IHa 'OJJMHA OT [aTarTa Ha CKIIFOYBAHETO MM.

CpoxK H HAYHH HA I0CTABKAa

Besika OT/ieIHA IOCTaBKa, CjieiBa Aa Obe W3IIBbIHEHAa B CPOK He mMO-KbcHO oT 10 (amecer)
pabOTHH IHM CJiel OTyYaBaHe HAa MHCMEHA 3asBKa OT Bb3noxuress.

3a BCHYKM MO3HMIMH, KOHTO ce odepHpaT KOMIUIEKCHO, [OCTaBKaTa ciiefiBa ja Obae
M3BBpIIEHa CBHINO KOMIUIEKCHO (€IHOBPEMEHHO Ja OBJaT JOCTaBEHH BCHYKH TIO3MLHH B
KONMYECTBA, ChIIACHO 3asBKaTa Ha Bwanoxurtens). YacTHYHH NOCTaBKH (HE Ha BCHYKH 3aABEHH
[O3HIIHH) HAMA a OBAT IPUEMaH i ChOTBETHO 3alljlalllaHu OT Bhanoxurens.

Yc10BHS M HAYHH HA [JalIaHe _

1. 3amalaneTo Ha CTOKHTE 10 CKIIOYEHHUs JOTOBOP 3a JOCTaBKa CE H3BBPIIBA B OBJIrapcKu
JIeBa, 10 GAHKOB IBT, B CPOK a0 30 IHU cief] IpeACTaBsHE Ha CJICHUTE TIOKYMEHTH!

1.1. pmocraBHa akTypa, ChCTaBeHa CBIVIACHO H3ucKkBaHuATa Ha 3JIC u HIB31C
(opurunan u a8a Opost 3aBEPEHHU KOIIHA);

1.2 npuemaTenHO-TIpedaBaTe/IHH [POTOKONH, MOANMHMCAHK OT KPAaHHHUTE MONyYaTend H
JUpEKTOpa Ha JieueGHOTO 3aBeleHHE/PEKTOpa Ha MENMIMHCKUS YHHBEPCUTET ChIJACYBaHH OT,
AMPEKIHs ,, MeaUIHHCKH NEHHOCTH :

1.3. T[HCMEHH  3asBKM-paslpelesieHds, CcbrjacyBaHd OT  MuHHCTEpCTBO  Ha
37]paBEOIa3BaHETO, AUPEKLHS ,,MeIUIHHCKH AEHHOCTH;
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1.4. 060011eH ONMC Ha MPHEMATETHO-TIPEABATEIHUTE IPOTOKOIIH;

1.5. pexmapaums 3a CBOTBETCTBHE OT [IPOM3BOJAMTEN MM HErOB  YIBIHOMOLUEH
npencraButen w/um Ceprudukar 3a kayecTBo — ,,CE” MapkupoBKa.

1.6. cepTHduKaT 3a KayecTBO Ha MEIUIIMHCKUTE M3/EiMs 3a BCSKAa OTHAENHA IapTHAA,
H3aJ€H OT MIPOU3BOUTENS.

1.7. ceprudukar 3a aHaIU3 HM34aZACH OT IPOU3BOAMUTENS, YIAOCTOBEpsBalll Harata Ha
NPOM3BOJICTBO U CPOKA HA FOAHOCT. '

2. B cinyual, ye MOCOYEHHTE TIO-TOpe MOOKYMEHTH C€a HEPENOBHH WM HE ca
OKOMIIIeKTOBaHH, chiiute ce Bpbinar Ha USITBJIHUTEJIS ¢ npuemMHo-npeaBaTenied IpOTOKON 3a
OTCTpaHsiBaHe Ha HEPEIHOCTHTE. '

3. CpoxbT 3a IUIallaHEe 3amoyBa Jla Tede OT AaraTa Ha IpPENCTaBAHETO Ha TMOCHEIHUS
H3HUCKYEM JIOKYMEHT.

MsicTo HA H3NTLJHEHHE HA MOPBLYKATA
['eHeTH4HU na6opaToppm KbM JicueOHH 3aBEIeHUS H MEIULIMHCKH (baKyJITeTI/I B BT:JIFapI/ISI

Ne HaumenoBanue JleueGHO 3aBeAeHUE/MEIUIIMHCKH YHUBEPCHTET
"VHHUBEpPCHUTETCKA CleUHalu3upaHa OONHHIA 33
1. |JIaboparopus no KIMHUYHA FEHETHKA AKTUBHO JICUEHHE IO aKYIIEepCTBO U TMHEKONOTHS

"Maitann gom" — EAJT, Codus

KaTenpa 1o MeOWIMHCKA FE€HETHKA, MeRUIHHCKH
dakynrer — Meauuuacky yHuBepcutet, Codus
XopmonanHa naGoparopust "HeoHaraneH|'YHUBepCcHTETCKAa CHeENMalu3MpaHa OonHULA 32
.|ckpuHMHT M byHKUHOHANHA E€HIOKPHHHA[AKTHBHO JiedeHHWe mno- AeTcku Oonectd” — EA]L
XOPMOHAJIHA AUArHOCTHKA" Coodus

"VHuBepcuTeTCKa MHoronpoguiHa OolHHIA 33
akTuBHO Jedenue "CB. ['eopru” — EAJL, Ilnosaus
"VHuBepcuTeTcKa MHOrompodunHa OonHuua 33
axTHBHO JeueHue "CB. MapunHa" — EAJ], Bapxa
"VHuBepcuTeTcKa MHOrompodunHa OojiHMIa 33

2. [eneTnyHa nmaboparopus

G2

4. |OTaenedye no MeIUIHHCKA TeHeTHKa

5. [JlabGopaTopusi 0 MEAULIMHCKA FEHETUKA

6. |JTaGopaTopHs M0 MEAMLMHCKA reHeTHKa  |akTBHO Jsedene "[JI-p I'. Crpanckn" - EAJ,
[IneseH
7 Katenpa mo MonekynspHa Guonorus,MeIunuHCKH QaKyiTeT — TpakuilCKH yHHBEPCHUTET,
" [MMYHOJIOTHS ¥ MEQHULIMHCKA FEHETHKA Crapa 3aropa

llentsp mo MonekynHa MeauuMua, Karenpa mo
8. /labopaTopus no ['enomHa auarHoctuka (MeaunuHcka XuMHUS M Buoxumus-MeanIIHHCKH
yausepcuteT, Codus

KPUTEPHH 3A OIIEHKA HA O®EPTATA

3a Besika OT/eTHA odepTa, KOATO OTroBaps Ha M3MCKBaHMATA Ha 3aKOHA 3a 0O0IIEeCTBEHUTE
NOpPBUYKM U M3UCKBAHHSTA Ha Bp3noxuTend, IOCOYEHH B HACTOSIIATA JOKYMEHTAUMs, Ha3HAYCHATa
KOMMCHS M3BBPIIBA KJIacallisi, Bb3 OCHOBA HA KPHTEPHS 11O WI. 37, an. 1, 1. 1 ot 3011 — ,,naii-HHCKa
1leHa”, KaTo MpeioxKeHaTa Hali-HICKa 1IEHa Ce KJlacupa Ha IbPBO MACTO.

20



I'JIABA 1V

OBPA3IIN HA TOKYMEHTH 3A YYACTHE B IIPOHEJAYPATA
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