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ChbIbPKAHMUE

|
HAa noxymeHTaunﬂTa 3a y4acTHe B IPOLeAYpa 32 Bb3jIaraHe
Ha 001ECTBEHA MOPBYKA, CHIVIACHO Ul 31, an. 1 or 3011

\

1. Pemrenue 3a otkpuBaue Ha HMPOLEAypa 3a BB3/Arane Ha 00IECTBEHA OPhYKA —
B OTHENeH (aiir.

2. Obasnenwue, ¢ K0ETO Ce OMOBECTABA OTKPUBAHETO Ha NMPOLEAypaTa — B OTHENEH
(aiin.

3. YKa3aHus 3a IOATOTOBKA Ha otpeprara,

4. Tlpoext Ha morosop.

5. OBpasuu Ha JOKYMEHTH — B oThenex Qaiin:

5.1. Tlpunoxenue Ne 1 - npumepen obpaser; Jexkiapanus 3a numca ua CBBP3aHOCT
C APYT Y4acTHHK B ChOTBETCTBUE ¢ uiL. 101, arm. 11 ot 3011,

5.2. lNpunoxenne Ne 2 — sannmkaTenex obpasew: Jlexnapanys mo wr. 6, an. 2 or
3aKoHa 3a MepKuTe cperry H3IHUpane Ha napyu ceraacHo Ipunoxenue Ne 2 xbm wi, | 1, an. 2
or TITI3MUIT; |
5.3. Ilpunoxenue Ne 3 — mpumepen o6paser: Hexnapanus no un. 66, an, 1,
13p.BTOpO 0T 3011 3a moeTHTe OT MOMM3IBIHATE S 3aIBIDKEHHS;

5.4. Tlpunoxenue Ne 4 - 3aanmxuTrenen obpasei: Texunuecko HPEIOKEHHE;

5.5. Tlpunoxenue Ne 5 — sambmxurenen obpazew: Ilenogo NpeLIoKeH e,
ChABPIKAIO NPEIOKEHUETO HA YYACTHHKA OTHOCHO IEHATA 34 IpugoOHBaHe.

6. Ilpunoxenne J;\l'g 6 — sagpmKuTEICH obpasernr: Crnenudukanus Ha
MEIULIMHCKUTE U3JIEIINS — B OTﬂ;FHCH daitn hopmar excel;

7. Obpasen Ha enuHHHS CBPOICHCKH JOKYMEHT 3a OOMIECTRCHH IOPBYKH
(eEEJIOIT) — B *zip daitn.
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YKA3AHMS 3A INOJAIOTOBKA HA O®EPTATA

1. IToaroroBka Ha.‘c)(bep*raTa:

1.1. Ilpu  moxrotoBkara Ha odeprute YUACTHHIIUTE Ca UIBXKHM Ja CIia3BaT
M3HCKBAHHATA Ha BB3T0KHTEI. Odeprara ciiesipa 1a 0TroBaps Ha M3HMCKBAHMATA, TOCOUEHH
B PCLUCHHETO, OOABICHMETO U JOKYMEHTAUMATA 33 YUACTHE B npouenypara U jga Onje
ohopmMeHa IO NPUIIOIKEHHTE KBM JMOKYMEHTaluiATa 00paslyd, KOrato TOBA CE H3HCKRA.
OTroBopHOCTTa 3a HPABHJIHOTO BE3NPHEMAHE HA DOKYMEHTAIUATA 34 YYaCTHE €€ HOCH
€JIMHCTBEHO OT YYACTHHUIIHTE.

1.2. OdepTure ce u3roTesr Ha Obnrapekn esuk. JokymMeHTH, KOMTO ca Ha EAP )
€3HK CE TIPEJICTABAT M B IIPEBOJL HA OBITapCKH.

1.3. Jlo u3THyaHeTO Ha CpoKa 3a mojaBaHe Ha odepTHTe, BCEKH YYACTHHK MOKE
J1a IPOMEHH, J1a OTTBIIHA W JIa OTTErIIH oteprara cu.

1.4. IpexcraBsuero ma oepra 3a1bKaBa yYacTHHKA 1a TIPHEME HAIIBIIHO
BCHYKH M3HCKBaHHS U yCHOBHFA [IOCOYEHU B PEIIEHUETO, 0OABICHHETO U JOKYMEHTAIHATA 34
y4yacTHe B IpoLeypara.

1.5. Bcekn y9acTHHK B lponeaypaTa ma IpaBo Ja IPeJICTaBU caMo eHa odepTa.

1.6. Jlume, xoeto r(yqaCTBa B 0o0eIHHEHHE MM € [alo chrjacue na Obae
TOH3IIBIHATEN Ha IPYT YYACTHHK, HE MOYKe /1a MOJIaBa CaMOCTOSTE A odepra.

1.7. B mpouenypa 3a Be3marane Ha oblnecTBeHa [IOPBYKA €1HO (BHU3HIECKO HITH
FOPH/IAMECKO JIHIE MOXKE /1A YIACTRA CaMO B €/IHO 00e/[HHCHHE. ‘

1.8. Cbpsann muna He Morar ma GbIar caMOCTOATEIHH YYACTHHIM B €/IHA U
ChIa mpoueaypa. [Tox "CB’BpSEl‘HI/I MuIa" ceBa Jia ce UMa IPEJBUI ONPEICICHUETO 10 §2,
T. 45 ot JIP na 30I1L

1.9. VuacTuunmre MOrar jga ce I1030BaT HAa KAIAUTETA Ha TPETH JHIIa,
HE3aBUCHMO OT IpaBHATA BPB3KAa MEXKIY TsX, N0 OTHOLICHHE HAa KPHTEPHHTE, CBBP3aHH C
MKOHOMHMYECKOTO M (MHAHCOBOTO  CBCTOSHHME, TEXHHYECKHTE  CIIOCOBHOCTH I
npodecHoHaIHATA KOMIIETEHTHOCT. 32 TPETUTE JIAIA Ce npunara 4i. 65 or 3011

1.10. YyactHuure mocousar B odeprara CH IOMMIBIHHTENHTE 1 Jlena ot
MOpBUKATA, KOMTO INE MM BB3JIOKAT, ako BL3HAMEpPSIBAT J(d H3NON3BAT TAKHBA. 3a
NOJM3IBIHUTEIUTE ce npuaara wi. 66 ot 3071,

HesaBucumo 0T  BB3MOXHOCTTA 33  M3MOM3BaHE Ha IOIM3ITBIIHUTEIN
OTI'OBOPHOCTTA 38 U3II'BJIHCHHME Ha IOTOBOPA 32 00INECTBEHA IOPHYKA € Ha M3IThIIHUTE]IS.

Bosnokurenar  HiMa @ m3BBpmisa JAUPEKTHH  pasmjaiands ¢
TIOIM3 I BIHUTEIHTE.,

1.11. YyactHunuTe MoraT ma nocousar B odepruTe cH HHPOPMALHUI, KOATO
CMATAaT 3a KOH(HMJEHIMATHA BBB BPE3KA C HAIMYMETO HA TBProBecka Taiina. Koraro
YHACTHULMTE Ca Ce MO30BAIM HA KOH(QMICHUMAIHOCT, ChOTBETHATA HH(pOPMAUHs He ce
PasKpuBa OT BB3JIOKHTEIIA. YYaCTHUIIMTE HE MOT'AT Ja Ce [030BABAT Ha KOH(UOeHIMaIHOCT
TI0 OTHOIICHHC HA MPEIIOKEHUATA OT OQEPTHTE UM, KOHTO MONEIKAT HA OIEHKA.

1.12. Benuku JOKYMEHTH ce NpejCTaBiT B OPHTHHAJI HIIM KOIIHS, 3aBEPEHH OT
y4yacTHHKA ¢ "BsapHo ¢ opHrHHaﬁa”. Hexnapanunre u GaHKOBUTE rapaHIHs, KOTATO TAKHBA ce
M3HCKBAT, CC IPEACTABAT CAMO B OPHIHHAIL.

1.13. Jlunara morar ma moWCKAaT IHCMEHO OT Bb3JIOJKHTENS pPasigCHEeHHUs 110
PEIICHHETO, OOSBIEHHETO M NOKYMEHTAMTA 33 oOIIecTBeHaTa nopeyxa 10 10 gHU npeau
M3THYAHC Ha CpOKa 3a TONy4YaBaHe Ha O(epTHTE, a KOraTo CPOKBT e CHKpATeH IIpH
HBOGXOI{HMOCT OT CIICIOIHO BB3JIaraHe - o 7 JHH. B'LSJIO}I(HTEHHT HIpeaocTaBs Pa3saCHEHHUATA B
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4-7HEBEH CPOK OT MonydaBame

Ha HMCKaHETO, HO HE MO-KBCHO OT 6 JHH TIpenu CPpoOKa 3a

nonydaBane Ha O(EpTH, a KOraTo CPOKBT € ChKpATeH Nopajg HeOOXOIUMOCT OT CIEIIHO
Bh3JIarae - 0 4 JHH TIPEH TO3U CpoK. B passcHeHusTa He ce I0COYBA JIMILETO, HANIPABUIIO
3aIIMTBAHETO. Branoxmrensr we mpegocrass Pa3sACHCHHS, aKO HCKAHETO € IOCTHIMIO Cliej
CPOKa 110 M3pedeHue IbpBo. PassicHenuATa ce npexoctapsT upes nyONuKyBaHe Ha mpoduia

Ha KyInyBaya,

2. ITopaBane Ha oeprara:

2.1. Jlokymenrure,
YYaCTHUKE, MK OT YIIBIHOMO]
Apyra KypHepcKa ycmyra ¢ II

CBBP3aHH C y4aCTHETO B NPOLEAYpPaTa, C€ NPEICTABAT OT
€H OT HEro MpeJICTABHTCHI - JIHYHO MJIH YPE3 IOMIEHCKA HITH
peliopeiana nparka ¢ ofparda pasmicka, Ha ajpeca Ha

BB3N0KUTELSL: Ip. JJo6pud 9300, yiu. "IManaiior Xuros" 24.
2.2 JIoKyMeHTHTE Ce MPeNCTaBAT B 3aleyaTaHa HENpO3payHa ONaKOBKa, BHPXY

KOATO C€ II0COYBAarT:

CIICKTPOHEH a/Ipec; HAMMEHOBAH

HaHMeE‘{OBaHHGTO Ha Y4YaCTHHKA, BKIHUYHTEIIHO Y4aCTHHLIUTE B
O6€I[I/IH€HI/IGTO, KoTrarto ¢ Hp%iJIO)ICHMO;

afpec 3a KOPECIOHJCHLMA, TeiaehoH, (axc u
HCTO Ha MOPBYKATa, 8 KOraTo ¢ NPHUIOKUMO — i 060coBeHuTe

MO3HIIMH, 32 KOHTO I10aBaT ﬂo_[;cyMeHTHTe.
2.3. 3a nomyuyeHnte O(epTH IPH BEINOKUTENS Ce BOJM PETUCTBP, B KOHTO ce

orbess3Bar: momaren Ha ode
BpBIIaHE Ha oeprara, Korato e
2.4, Ilpn monyyasan

Tara; HOMep,
IPHIIOKHMO.
¢ Ha oepraTa BEPXY ONAKOBKATA Ce OTOE/I3BAT HOPEIHUAT

JaTa W 4yac Ha IoryyaBaHe,; IIPUYHHHTE 3a

HOMED, nararta U 4yachbT Ha IOJIYHaBaHETO, 3a KOETO Ha IIPUHOCHTEIIS CE H3JaBa JAOKYMEHT.

2.5. He ce npuemar
CPOK 3a IT0JIy4aBaHe MJIH ¢a B He

o(hepTH, KOUTO ca NPEeNCTABEHN Cief M3THYANE HA KpaiHHs
3alevarana OakoOBKa HJIH B OTIAKOBKA C HAPYIIEHA [ANOCT.

2.6. Korato KoM MOMEHTa Ha W3THYAHE Ha KpalHHUSL CPOK 34 MONy4aBaHe Ha

O(epTH Mpejl MICTOTO, OIpese

CHO 3a TAXHOTO IIOJABaHE, BCe OlIC UMa YaKalld Jikia, Te ce

BKJIKOYBAT B CIHCBK, KOHTO éce IIOAIIHCBA OT IIPEACTABHTIEH HA BB3IIOMKHTEIILI U OT

npHChCTBaIMTE Juma. Odep
BE3IOKHTENs. He ce momycka
CIIUCHKA.

2.7. B cnyuaure, x
ciy’0a, YYaCTHHKBT CIE/Ba
U3TUYaHE Ha CPOKa 3a I0jaBaHe
38 YJacTHHKA.

3. Ceabpxkanne ua

TC Ha JHIara OT CIHCEKA ce 3aBEXKIAT B PErucrupa Ha
IIpueMaHe Ha Od)epTH OT JHI&, KOMTO HE Ca BKIIOYEHH B

oraTo odeprara ce W3NpaIa 110 MOMATA WM C KypHepcka

Ad OCHIYpH HCHHOTO CBOCBPEMEHHO IPUCTHTAHE [Py
Ha odepTu. Pucksr oT 3a6asa wim 3aryOsaHe Ha odeprara e

Janedyaranara HENPo3pavyHa OIAKOBKA H YKa3zaHnuga 3a

NOITbJIBAHE HA JOKYMEHTHUTE B
3.1. Onuc Ha npexcr

Hes:
ABECHHUTE TOKYMEHTH.

3.2. Cranmapren o6paserl 3a emTHHHUS CBPOIICHCKH JOKYMEHT 3a obIIecTBenH
nopwukk (EEJIOTT) 3a y4yacTHmKa, a Korato e IPHIIOKMMO - 38 BCEKM OT YYACTHHIIUTE B
OOCHMHEHHETO, KOETO HE € FOPHIUUYECKO JIHIC, 38 BCCKM MONU3II'BIHMTEN H 3a BCAKO JIMIE,
YHHTO PECYPCH Ie OBJaT aHraH&paHH B M3II'BJIHEHUETO HA MIOPHUKATA.

Ha ocnoBanme uir.

67, an. 4 or 30Il Egunnusr CBPOMEHCKH IOKYMEHT 3a

obrectsenu nopruku (EEJIOLN) ce IpENOCTABA B C/IEKTPOHEH BH/I 110 ofpasell, yTBBPACH ¢

akT Ha EBponeifckara xomucus.,
Enextponnus EEJI(

=
v,

IT ¢ gacTt or AOKYMEHTAaIlUATa 3a OGHIGCTBGHB, IIOpPBYKa,

nyOnHuKyBaHa Ha npoduia Ha KymyBaya 3a KOHKpeTHaTa O0INECTBeHA MOPhUKa, YUYaCTHHKET
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nonsisa eEEJIOIT b8 dopmar *xml, upes uH(opManuonnata cuctema 3a eEEJIOIT Ha
anpec https://ec.europa.eu/tools/espd.

Bo3noxurenst usucksa ydacthulmre na npenocrasst EEJOIN B enexrponen
(opMar, koiiTo He no3BOIsBA :;B,H&KTHPB.HGTO Ha HETOBOTO chAbpxkanue (*pdf). JokymeHTsT
TpabBa ga Ob/ie moAIKuCaH ¢ CJIEKTPOHCH TIOIIHC OT THLETO, KOETO € 3aIBIDKEHO J1a IIOATHIIE
EEJIOII. EneKTpoHHO MOAMHCAHMST AOKYMCHT, 3alical Ha onrtu4eH Hocuren (CD, DVD,
(banr namer) ce mocrass B OIIAKOBKaTa ¢ oeprara.

[MonpoGuo 3a eEEJIOIT YIaCTHHIOMTE MOTAT Jia Ce 3aI03HadT 0T MeToquueckuTe
YKa3aHHS Ha €JIEKTPOHHATA crpannna Ha AOIL

IIpu noaroroskara wa EEJIOIT cienga na ce uma IPeaBH] CIETHOTO:

3.2.1. Ypes EEJOIl y4acTHHKBT JIEKIapupa Jurcara Ha OCHOBAaHHUSTA 34
OTCTpaHsiBANE U CLOTBETCTBAC C KPUTEPHUTE 3a 110400p. B Hero ce mpenocTass choTseTHATA
HH(QOPMALHS, U3MCKBAHA OT BB3IOKHTENS, U ce OPCACTABAT JaHHH OTHOCHO NyOIMYHHTE
PCTHCTPH, B KOMTO Ce CBAbPKA HH(pOPMALMA 3a IEKIAPUPAHUTE OBCTOATEICTBA WIH 34
KOMIIETCHTHHS OpraH, KOHTO CBIVIACHO 3aKOHOJATEIICTBOTO HA CHOTBETHATA IbpXKaBa €
JUIBIKEH Ja [IpeN0cTaBs HHPOPMAIIHA 3a Te3d 06CcTosATeNCTRa CIymeOHO Ha BB3JIOKHUTENS,

3.2.2. B yacm 1II, j‘aa30efz "A: Hugpopmayus 3a uxonomuvecius onepamop”, B
paspena  "Hoenmuguxayus" yqacTHUKBT cneqpa  Jia OTrOBOPH B CBOTBETCTBHE ¢
PETUCTpAINATA CH B TBPrOBCKHA PETHCTBD WM JIPYT PErUCTHP CHOOPA3HO HAIMOHANHOTO CH
3aKOHO/IATEJICTBO.

3.2.3. B wacm II pazoer "A: Hupopmayus 3a uxonomuyeckus onepamop”,
JIACTHHKBT Cle/iBa Jia OTrOBOPH Jalld Y4acTBa B MNPOLEAYPATa, 3aeHO C Ipyru
HKOHOMHYECKH OlIEPaTOpH. ‘

324. B uacm II, 6ykea "A: Hupopmayus 3a uxonomuueckus onepamop"”,
YHaCTHHKDT CIIeNBa 1a IOCOYH 10 KoM 000COOSHH TIO3HITHH NPeICTaRs odepra.

32.5. B waem I paszoer "b. Hugpopmayus 3a  npedcmasumenume na
uxonomuveckus onepamop", y4acTHHUKLT cJeiBa Ja OTTOBOPH B CLOTBETCTBHE C
PETUCTPAlMATA CH B ThPrOBCKHS PTUCTED MIIH JPYT PETHCTE] ChOOPa3HO HAMOHAIHOTO CH
3aKOHOJATeJICTBO.

32.6. B wacm I, pasden "B: Hugpopmayus omuocno usnonzeanemo na
Kkanayumema na Opyeu cybexmu”, y4acTHHKBT CIemBa na OTFOBOPH JAIIH INE H3MOJ3BA
KIIAIATETa Ha TPETH JIMNA 110 OTHOLICHHE HA KPHTCPHHTE, CBBP3AHU ¢ HKOHOMHYECKOTO 1
(hUHAHCOBOTO CHLCTOSHME, TEXHHYECKUTE CHIOCOGHOCTH M poecHOHATHATA KOMIIETEHTHOCT.
3a BCAKO TPETO JIMIlE Ce IPEICTABS OT/IENEH EEJIOIL.

32.7. B wacm II, pazden "I Huchopmayus 3a nodusnwanumenu, wuiimo
Kanayumem UKOHOMUYECKUAM  onepamop uama O0d u3non3ea”, yYacTHUKHT clenBa Jia
OTrOBOPH KOU Ca ITOJU3NBIHUTEIHTE, KOUTO IIIe [I0JI3RA.

3a BcekH HO,II[HBHT:.H{‘{HTGH ce mpenactassa otaenen EEJIOIL IToausmbigurenure
TpsAOBa 1a OTroBapAT Ha CLOTrTxeTHHTe KPUTEPHH 3a [OAOOP CHOOPA3HO BHAA W [eNa OT
HIOpPBHKATA, KOUTO 1€ U3IIBIHABAT, H 32 TX /1A He ca HATUIE OCHOBAHHS 3a OTCTpaHSIBAHE OT
nporeaypara.

3.2.8. B wacm I, pazoen "A: Ocnoéanus, CEbLP3ARU C HAKA3AMENHU NpucbOu"
YHaCTHHKDT IEKIapHpa HaIMYMETO Ha oOCTOSTENICTRATA 34 OTCTpaHsBaHE OT y4yacTHE B
npouenypara mo wi. 54, an. 1, 1. 1 u 2 ot 30I1 (oCHXKIAHE 34 MPECTHIUICHHS TI0 YT, 108a, u.
159a-159r, un. 192a, un, 209-213, un. 301-307, un. 321 u un. 321a or HK unn aHajiornuny g
Apyra IbpikaBa WICHKa HIIM TPETa CTPaHa), KAKTO W MpPeAlpHEeTHTE MEPKH 34 HaJeKIHOCT 110
yr. 56 or 30I1, xorato e IPUITOXKHMO. Te3H OCHOBaHHS ce OTHACAT 3a nara, KOWTo
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NMIPE/ICTABIIABAT y4aCTHUKA, WICHOBETE HA YIIPABHUTE/IHH H HA[30PHU OPraHu W 33 IPYTH JIHIIA,
KOHTO HMMaT NPaBOMOLIHs Aa YIPaXHABAT KOHTPOJ IIPH B3EMAaHETO Ha PCLIEHUS OT TE3M
opranu. Jlunata, 3arbmKenn qa JeKnapupar o0CTOATENCTRBATA 110 U, S4,am. 1, 7. 1 u 2 ca
nocouens B wi. 40, am. 2 ot IITI30I1. Korato H3ucKBammusTa noun, 54, an. 1, 1. 1 u 2 or 3011
C€ OTHACAT 3a IIOBEYE OT €/IHO hnue, BCHHKH JIALa noanucsar ¢aun U ceil EEJIOIL. Korato e
Haluue HeOOXOMMOCT OT 3aIHTa Ha THYHUTE NAHHU WK IpH pasinnyue B oGcTosTecTRaTA,
CEBP3AHHA C IMYHOTO ChCTOSHUE, MHYOPMAIHATA OTHOCHO H3UCKBaHMATA 1O i, 54, aj. 1, T. |
1 2 or 30I1 ce mombisa B OTIeNeH EEJOII 3a Besaxo jmne wimm 3a HAKOM OT juuara, B
CIIyYyaHnTe, KOraro ce HOH&BJ noseue or equn EEJTOIN, oOcTosTeNnCTRATA, CBBP3aHH C
KpuTepuuTe 3a noabop, ce cﬂ)rbp}KaT camo B EEJIOIL, nmommmcan or JIMIIE, KOETO MOKe
CaMOCTOSITEIIHO J1a IIPeJICTARIIS 38 CHOTBETHUS CTOIIAHCKH CYOeKT.

3.2.9. B vacm 111 gcwdwz "B Ocnosanus, cevpsanu ¢ nAGUWAanemo Ha oanvyu u
COYUARHOOCUSYPUMeNHU GHOCKL‘f" YHaCTHHKBT ACKIAPUPa HATHYMETO Ha OOCTOSTENICTRATA 34
OTCTPaHABAHC OT y4acTHE B IpoIeiypara mo wi. 54, a. I, 1. 3 or 30I, T.e. nam uma
3aIBJDKEHHS 3a JaHblIU | saﬂwﬁmmeﬂﬂﬁ OCHI'YPHTEITHH BHOCKH II0 CMHCEJIA Ha un. 162, a,
2, T. 1 ot JJOTIK, kakTo u Hpe)_ﬂnpnemTe MEPKH 3a HafIeXKTHOCT 110 WiI. 56 ot 3011, korato e
IIPUIIOXKHAMO. |
3.2.10. B yacm Il pasden "B: Ocnosanus, C6BP3AHU C HECLCHMOAMENHOC,
KOWGIUKM  HA  unmepecu uiu npopecuonanno napyuterve" YYaCTHHKBT JleKiIapupa
HAJIMYHETO Ha 0OCTOSITENCTRATA 32 OTCTpaHABaHE OT YY4CTHE B IPOLEAYpaTa Mo wi. 54, a. 15
T. 4,5, 6 1 7 ot 30I1. OcHOBauMATA MO WL 54, 1. 7 or 3011 ce orHacaT 3a J1MUaTa, KOUTO
IPE/ICTABNABAT YUACTHHKA, WICHOBETE Ha YIPABUTENHY U HA/[30DPHM OPraHu U 3a JIPYIH JIHIa,
KOHTO HMAaT MPaBOMOIIHS Ja YIPaXKHSBAT KOHTPOI IIPH B3€MAHETO Hd PEIIEHHS OT Te3M
opranu. Jlunara, 3anmiokenu na JeKIIapupaT oOCTOATEICTBATA MO Y. 54, an. 1, 1. 7 ca
nocouenu B uiL. 40, ai. 2 ot III130I1. Korato M3HCKBaHHATA 110 WI. 54, am. 1, T. 7 ot 30I1 ce
OTHACAT 3a II0BEYE OT C/IHO JIHIE, BCHUKH JIHIA MONIMCBAT equH u coi EEJIOIT. Koraro e
HaJIMIe HeoOXO0IMMOCT OT 3aIKUTa Ha JTHIHHTE AANHH WA DY pasiidue B 00CTOATENCTRATA,
CBBP3AHH C INTHOTO ChCTOAHNE, HHOPMALHATA OTHOCHO H3HCKBAHMSITA 110 WL, S4,am. 1, 1.7
ot 3011 ce monwiBa B oT/ENEH EEJIOIT 3a Besiko JIMIE Wtk 33 HIKOM OT Jmnara. B cnyyaure,
KOraTo ce 1oJaBa MOBeYe OT er:upm EEJIOII, o6crosrencrpara, CBBLP3aHH C KPHTEPHHTE 3a
noAbop, ce ChOBPXAT CamMo B E‘EHOH, IIONITACAH OT JIHIIE, KOETO MOYKE CaMOCTOSATENHO aa
HIPECTaBIsBa CHOTBETHHS CTOIAHCKH cybexr, Ilox "KOH(QUIMKT Ha uHTEpecH" crepa ma ce
pa30upa oIpesie/IeHHeTo, TaeH0 B § 2, 1. 21 ot IP na 30T, korato BB3IIOMKHTENST, HETOBH
CIYXKHTCITH WM HAaCTH OT Hero JIMIA HM3BLH HerosaTa CTPYKTypa, KOWTO yvyacTBaT B
NOATrOTOBKATA HJIU B’BSJTaI‘aHeT[‘p Ha O0LIECTBEHATA MOPBYKA HIIM MOTAT Ia IIOBIHSAT Ha
PE3yNTaTa OT Hesl, IMaT HHTepec, KOHTO Moe 1 BOIU 110 obnara mo cMHUChbia Ha i, 54 or
3aKoHa 3a NPOTHBOLEHCTBHE Ha KOpynuuaTa ¥ 3a OTHEMAHE Ha HE3aKOHHO IPHU/I06HTO
MMYIICCTBO M 32 KOHTO OM MOIIIO Ja ce mpueMe, ye BIMSE Ha THXHATA Oe3npucTpacTHOCT 1
HE3aBHCHMOCT BBB BPh3Ka C Bb3JIAraHETO Ha 00IIECTBEHATS HOPBHYKA.

3.2.11. B uacm 1 pasoen  "I': Cneyugpuunu HAYUOHAIHY  OCHOBAHUSL 3
UsKIoY6ane " yaaCcTHUKLT ﬂeKnapra HAJIMYUETO HA!

3.2.11.1. O6ecrosTencrara 3a OTCTPaHABAHE OT ydacTHe B IPOLEAYpATA O Wl
54,an. 1, 1. 1 u 2 or 3011 (ocwXoane 3a IPECTBIICHHA 10 Wi, 172, wn. 194-208, wr. 213a-
217, . 219-252 u un, 253-260‘ ¥ i 352-353e or HK wmm asanmormymu s Jipyra JbpiKaBa
WICHKA WK TpeTa cTpaHa). Te3w OCHOBAaHHS ce OTHACST 3a JIMIaTa, KOMTO TPEICTaBISIBAT
YIaCTHHKA, 4JICHOBETE Ha YNPABHTENHH M HaJ30PHH OPraHd u 3a JAPYTH JIMLa, KOHTO UMAT
[IpaBOMOIIHA J1a YIPAXKHIBAT KOHTPOJI TIPH B3EMAHETO Ha pemenHs oT te3u opranu. Jlunara,
S@IBDKCHH 1A IeKIapupar o6cTosTencreara no wi, 54, a, I, 1.1 2 ca mocodenu B un. 40,
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ar. 2 or IIII30II. KoraTto u3mcksanuaTa 110 i, 54, am 1, T. 1 u 2 ot 30II ce oTHacarT 3a
IIOBEYE OT €IHO JIHIIE, BCH“IK{LI Jla noamuesat enun u ool EEJIOIL Koraro e namune
HEOOXOMUMOCT OT 3alluTa Ha JIMYHATE JAHHH WM TIPH pasiMuue B obcTosTeNCTRATA,
CBBP3AHHU C JITYHOTO CHCTOSHHE, uH(OPMALIUATA OTHOCHO H3MCKBAHMATA 10 1L, 54,an. 1, 1. 1
u 2 or 3011 ce nomsmsa B otmenen EEJIOI 3a BeAKo IMIE WM 38 HIKOM OT Jidnara. B
ClIyHante, Korato ce nopasa mosewe or eamd EEJIOIL, ofcrosrencrsara, CBBP3aHH C
KPHTCPHUTE 3a mondop, ce chabpikar camo B EEJIOI, mojmucan ot JIHUIE, KOETO MOXeE
CaMOCTOATENTHO J1a IIPE/ICTABISABA ChOTBETHHS CTONIAHCKH CYGEKT,

3.2.11.2. Cpbp3aHOCT ¢ APYT YUACTHHK B 1poneaypara 1mo cMUchia Ha § 2, . 44
ot JIP na 3011, BB BpB3ka ¢ § 1, 7. 13 u 14 or JIP na 3akoHa 3a IyONUYIHOTO TIpeiIaratHe na
LICHHM KHIKA, :

3.2.11.3. Ilpeuku 33 yuacTHe B 0GIIeCTREHH HNOPBYKH 110 4I1. 3, T. 8 OT 3aKkoHa 3a
HKOHOMHMYECKHTE U (PMHAHCOBHTE OTHOUIEHHS C J{PYKECTBATA, PETHCTPHPAHK B FOPUCIUKIIHN
¢ Hpe)epeHNHaNen TAaHBYEeH PEXKUM, CBBP3AHHUTE ¢ TAX JTHIA U TEXHHTE JeHCTBUTCIIHH
CODCTBEHUITH, OCBEH aKO € Ham;me UBKIIIOYCHHETO 110 YWI. 4 OT CHUIMS 3aKO0H.,

3.2.11.4. TlpeanpueTnte MEpKM 3a HANEKTHOCT 110 Wi 56 oT 30I1, xoraro e
TIPHJIOKUMO MM HAIIM4MMETO HA M3KIIOYEHHS II0 WI 4 OT 3aKOHA 34 MKOHOMHUYECKUTE
(pHHAHCOBUTE OTHOLICHUS ¢ npy‘mceCTBaTa, PErUCTPUPaH B IOPUCIMKIINY ¢ IpedepeHImaien
AAHBLHCH PEIKUM, CBBP3AHUTE C TAX JIMLA U TEXHUTE NEeHCTBHTENHE COOCTBEHHIIH;

3.2.12. yqaCTHHHHqu Ca ITBXHH J1a YBEAOMSAT ITHCMEHO BB3JIOKUTENS B 3-IHEBEH
CPOX OT HACTHIBAHE Ha 00CTOATENCTBO 110 wi. 54, an. 1 ot 3011, JAEKIIaPHPAHO OT TAX B YACTH
11 1 11 na EEJIOIL. |

3.2.13. B wacm IV, pazden "A: I'odnocm" YYaCTHHKBT IOCOYBA JIOKYMEHTA, C
KOHTO JI0Ka3Ba ChOTBETCTBUETO CH II0 Pasjiel III.1.1) or o6sBienneTo 3a onosecTsIBane Ha
obecrseHara nopruka: Jla ca ’iI“BpFOBI_II/I Ha €1Ip0 ¢ MEMIMHCKHA H3/1eJHS WK [POU3BOINTE
Ha MEAMITMHCKH U3/IENIMs, YCTAHOBEH Ha TEPUTOpHsTa Ha PenyGnmka benrapus.

3.2.14. B uvacm IV;‘ 6ykéa "B": Texnuwecku u mpoghecuonannu cnocobruocmu”
YIaCTHHKBT ITOCOYBA AOKYMEHTa, ¢ KOHTO MOKA38a CHLOTBETCTBHETO CH TIO pasnen II1.1.3) ot
OOSsBJIEHHETO 3a OMOBECTSABAHC Ha OOIIECTBEHATA nopruxa: CepTudhukar, ynocropepssar
BHE/IpCHa CHCTeMa 3a ynpaslieHue Ha kadecTBoto EN ISO 9001 m/mwmm EN ISO 13485/13488
H/MJIM eKBHBAJIEHTHA, C 00XBAT B 06J]acTTa Ha MPOM3BOJICTBOTO HW/HIIM TBPrOBHSATA C
MEIULIUHCKH U3/EHs

3.2.15. Y4yacTHHIMTE MOTAT J1a H3IIOI3BAT EEJOII, xoiito Beye e 6w u3mompan
A IPCIXOJiHA IpoIe/ypa 3a OoOLIECTBEHA MOPLYKA, TIPH YCIOBHE, ue HOTBBPAAT, 4Ye
ChIbpIKALIATA CE B HETO HH(l)OFLaHHSI BCC OIIE € aKTyalHa, IIPH yCIOBUATA Ha wi. 44, aj. 2
ot [ITT30I1.

3.3. JIoKyMeHTH 110
MEPKH 3a HAJIEKIHOCT 0 WI. 56
3.4. TTpu ygactHHI
HOOKYMEHT, OT KOHTO Ja € BHIHO
U cliejiHaTa MH(OpPMAllHs BHB

wi. 45, an. 2 or [III30IT 3a gokassane Ha IPEANPUCTUTE
ot 3011, KoraTo e NpUIKUMO.

I 00€/(MHEHHMS, KOUTO HE Ca IOPHMIHYECKH JIHIA — KOMHE OT
[IPABHOTO OCHOBAHHUE 3a Ch3TABAHE HA 00EAMHCHUETO, KAKTO
BPB3KA C KOHKPETHaTa OOLIECTBEHA OPHYKA: IpaBara u

3a0BIDKCHUATA Ha YYaCTHHIIHUT!

c B OGEHHHGHHGTO; pasmpene/IeHueTo Ha OTTOBOPHOCTTA

MECXOY YICHOBETE Ha OGG,ZII/IHESHPIBTOQ ,Z[GI‘;IHOCTHTB, KOHTO ILI€ H3NBJIHSABA BCEKH WIEH Ha

00eIMHEHHETO.

3.5. Jlexnapanus 3a nunca Ha CBHP3aHOCT ¢ APYT YYACTHUK B CHOTBETCTRHE C YJI.,
101, am. 11 or 30I1 — no mpumepen o6pazer Ilpunoxenne Ne 1 or moxymentanusTta 3a

ydacTHe.
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Y4yacTHULHTE ca JUTBKHY 14 YBCAOMAT MHCMEHO BB3IIOXKHUTENS B 3-JHEBEH CPOK
OT HAaCTBIIBaHE HA JEKJIAPHPAHOTO 0OCTOSTENCTBO.

3.6. Hexnapanus mo wi. 6, ar. 2 ot 3aKkoHa 3a MEPKHTE CPEIIy M3MUpPaHE Ha I1apH
— 110 3a]pIoKATeNeH obpasern [lpunoxkenne No 2.

3.7. Jexnapanus ﬁIO 41 66, an. 1, m3p.eropo ot 30Il 3a moerure or
IOTH3IIBTHATEIIS 3a;1'bn>1celmg}* 1o npameper obpasen Ilpunoxkenue Ne 3 umu B cBo6oIHA
popma ¢ HeobxomuMOTO C'l')‘r[[%p}KaHHe, B CIydauTe, KOTaTo YYacTHHKBT IIPEIBHKIA
II0JI3BAHETO HA MOAM3ITBIHUTE].

3.8. Texuuyecko npeanoxenue, ChIbpKamo;

3.8.1. Texunuecko npe/yIoKeHHE - 10 3aBIIKATE EH obpasern [Tpunoxenue No 4
KbM IOKYMEHTALHATA 32 yUacTHe.

B To3u mokymeHT y‘;—IaCTHI/IKTJTZ

- ITocouna 3a ko 06ocobenn mo3umUu npeacrass odepra.

- Jlexnapupa, 4e npaBH ISIOCTHO NPEMIOKEHHE 10 BCHYKH HOMEHKJIATYPH OT
obocobenara nosunus/060co6eHUTE NO3UINH, 38 KOATO/KOUTO y4acTBa:

-JleKiapupa CHOTBETCTBHETO Ha NPEINaraHiTe MEOVIHHCKH W3Melud Ha
M3HCKBAHMATA, TOCOYEHH B KOJMOHH 2 ¥ 3 or Illpunoxenuwe No 6 Crnemuduxanus ma
MCIHIIMHCKUTE U3/IENIUA U HAa U3MCKBAHKATA 110 4. 82, an. 1 ot 3MH.

- lexnapupa cpoka Ha BaIHJIHOCT Ha oeprara, _

- Jlexnapupa MPHEMAHETO Ha CPOKOBETE 3a: M3IBIHEHHE Ha J0TOBOPA, ILIAIIAHE,
AOCTABKa H IOJHOCT Ha NOCTABAHUTE MEIUIMHCKH H3(EIHS;

- Mexnapupa chriacuero cu ¢ KJIay3UTE Ha MIPHIIOKEHHSA IIPOCKT Ha JOrOBOP;

- Hexnapupa JAPYTH OOCTOATENCTBA, M3HCKBAHH OT BE3IOKUTENS U [OCOUCHH B
oOpaserna Ha JIOKyMeHTa.

3.8.2. JloxyMeHT 3a ymbIHOMOIIABaHE, KOraTo JIUIETO, KOETO mojasa odeprara,
HE € 3aKOHHMAT TIPE/ICTABUTEN HA YYACTHHKA,

3.8.3. JloxasarencTsa 3a IIPHIOJHOCT HAa INPEANAaraHuTe MEIUIHHCKH H3ICITHS:
TIPOCIIEKT, KaTalor, CIeHH(HKANS H/HIM TOKYMEHT 33 TeXHHUYECKATA XapaKTepHCTHKA Ha
H3JCIMATa MM OPYr PABHO3HAYEH JIOKYMEHT, M3NAJEHH OT IIPOU3BOJUTENS, MOKA3BAIIH
CBOTBEICTBUETO  HA  MC/MUMHCKATE H3JETHS C TEXHHUECKATA crenupuKanns  Ha
BBIJIOKHUTEIA, MMOCOYCHA B KOJNOHM 2 W 3 Ha Ilpmnoxenme No 6 — Crnempukanus na
MEIHIHHCKATE H3/IEIHS OT JIOKYMEHTAIMATA 33 YIacTHe,

3.8.4. Koraro yqaCI‘hHK nofaea oepra 3a MOBeUe OT enHa 060cobeHa IO3HIIMA,
3d BCAKA OT IOBHIHUTE CC MPEACTABAT MOOT/EIHO KOMILICKTYBAHH MOKYMEHTH TI0 TOYKH
3.8.1 - 3.8.3. KoMILTeKTOBAHETO MOKe Ad ¢ B OTHCTICH IUIUK, IANKa, /K06 3a IOKYMEeHTH Wi
OPTaHH3HPaHO IO APYT HAYMH, II0 KOHTO Ja MOXE JIa CE YCTAHOBH 3a KOs 060co6eHa IIO3MITHS
CE OTHACAT JOKYMEHTHTE,

3.9. llenoso IPEATIONKEHNE, CHABPIKALIO NPEUIOKEHHETO Ha YYACTHUKA OTHOCHO
[ieHaTa 3a npuaobuBane — o salibiokuTenen obpasen [punoxenne Neo 5,

3.9.1. KoM Ipunoxenne No 5 ce Npuara NONbJIHEH W mojanucan jauct "OIT Ne
or Ilpunoxenne Ne 6: Croermduxanus ma MEOUIUHCKUTE H3ENMHs, 34 BCSKA OT
000coGeHuTe MO3UIMM, 38 KOATO YHACTHHKST npencTass odepra.

3.9.2. B mmeza "OII Mo ...", Npe/cTaBlgBal] CbOTBeTHATA 000c00EHa TO3UIIHNA OT
Ipunoxerue Ne 6: Crienuduxanus Ha MEIMIUHCKATE H3JEIHSI BCEKH YIACTHHUK € [IUThIKeH J1a
NOITBJIHH 32 BCIKA HOMEHKJIATYPA MOOTAEIHO;

Konona 4: | Enununa MApKa” 3a 000COOCHHUTE TTO3HUIMK, 38 KOUTO HE ¢ 1mocoueHa

n

TaxKaBa.
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Koaona 5: '"TIpo

H3BOJTHTE],

B KOATO ce mocouBa OPOU3BOAHUTENAT HA

|
MCIHILIMHCKOTO H3/Ie/IHe (HOMEHKIIATYpaTa);

Konona 6:
TBPTOBCKOTO HAHMEHOBAHHME H
HOMEp, aKO UMa TaKbB,

Kouiona 7: "llena B

"I'bproeko Haumenosanme/Karamosen HOMEp", B KOSITO ce 1ocousa
4 MCIUIHMHCKOTO H3JeNHe (HOMEHKIATYpa) M KaTATOMHMUS

nesa 6e3 JIJIC, B Koo TpaOBa j1a ce nocoun LI€HATa HA BCAKO

ME/MUMHCKH u3jiene (HoOMeHkinatypa) B nepa 6e3 JIJIC 3a CAMHUIIATA MApPKA, IMOCOYEHA B

K0JIOHA 4,

Kouona 8: "Kon H30K", B kosto TpsOBa [ Ce OCOYM KOIBT Ha MeIUIMHCKOTO
M3/1€ME ChIyIacHO COUCHKA ¢ MEIHITHHCKH m3nienus, kouro H30K 3amnama s YCIIOBHATA HA

bonauyHaTA MCIHITHHCKA HOMO?U.I,

CITHCBKA;

Pex "O6ma CTOﬁHdCT Ha obocobeHa nozuuua No.......

KOUTO c€ mocoysa cGopa ot
KoJioHa 7.

»OT ....J00 ..

.

Tps

3.9.5. Haii-nuckara
IOOT/IEITHO, KaTo cOOPBT OT pe
kosoHa 7)" Obae pasmenen Ha
CllydyauTe 1mo Touka 3.9.3 Ha

B CIYYauTe, KOIaTO MEIHIMHCKOTO H30eIHe € BKIIOYEHO B

(cbop ot Koutona 7)", na

Lenure Ges JJC wma Besika or HOMEHKJIATYPH, TOCOYEHH B

3.9.3. B ciyuaure, _Jcora’ro HAKOS OT HOMEHKIIATYPHUTE IIPEACTABIABA MEIUIIHHCKO
H3JIENHE, KOETO IIPE/IIoara [IOBeYe 0T jHH BapHaHT Ha U3
.. OTBOpa”, ,,neGenuua or .....J10.. ..
MM”, ,JiBa pasMepa (size 1 u size 2)” WM monoGHY Ha Ts
OBa 1a HanpaBM LEHOBO MPEMTOXKEHME 32 OT/IETHUTE BADHAHTH Ha M3JEIHMETO, KAaTO T'H
IIOCOYH Ha OTIEICH el B Hpnm}meﬂne Ne 6 cbe croTBETH

3.9.4, Hpe,ZIJIO}KeHHTe LCHH 110 OT/ACNIHUTE HO
6e3 JI/IC, sakpbrieHy 10 BTOPHS 3HAK CIIEI IeCeTHYHATA 3

ACIIHETO, ONPENENIeH C U3pa3uTe

. MM”, ,,pasMepH ...., .... U.... MM”, |, IbIKHHA
b}

X, YYACTHHKBT

UTE UM OCOOEHOCTH U IeHa.
MCHKJIATypu TpsAbBa nia ca B Jera,
arerast.

IcHa e Obe onpeneneHa 3a Beska 0060coGena MTO3HIIIYI
a "Obwa croitHoct Ha 060co6ena mosumus Ne. . . . (cOop ot
Opos Ha HOMEHKIATypHTE OT ofocoGeHara [IO3MIHA, 4 B
Oposl Ha HOMEHKIATYPHTE, BKIIOYHTENHO BApPUAHTHTE Ha

H3JTCJIHCTO, IMIPSIIOMKEHH OT YUacTHHKA.

HeHOBOTO HpeNIoKeHne He ce¢ IoCTaBd B OTAEJCH 3amevyaTraH

IVIHK, THH

|
KRAaTO0 BB3J0KHTEAT € ﬂpeL[Bl/l,ﬁlH.JI PAa3rIeRIaHeTO HA JOKYMCHTHTE Oa CTAHE 0 peaa Ha

41, 104, am. 2 or 30Il. enoBoro mpento

CJIEKTPOHEH HOCHTEJI.

Bu3noxkurenst me
ObaaT nocraBenu B oTHENHH TN
TPABa /1a 0BAAT KOMILIEKTOBA
3.8.4.

JKEHHE TpHGBa Aa ce npeacraBM M HA

H3HUCKBA IIPEACTABEHHTE OT YHacTHHIOHTE HOKYMEHTH /1a
JTHKOBE, NANTKH H/HJIH mxoboBe 3a AOKYMEHTH, OCBEH AK0

HH 110 000co0eHH IMO3HIIHNH B CIY4YauTe, MOCOYEHH B TOUYKA

4. Pasriexaane Ha odeprure:
4.1. ITonyuenure OqJé‘pTH Ce OTBApAT Ha MyOIMYHO 3aceJaHie, Ha KOSTO MOraT jia
NIPHCBCTBAT yHYACTHULMTE B IPOIEAYPATA UM TEXHH YIIbIHOMOIICHH IIPCACTABUTENIH, KAKTO

H NIPEOCTAaBUTEIN Ha cpencreara

4.2. BB3noxuTensar 1

pema Ha wi. 104, am 2 or 3
IPEIIOKEHNST HA YYACTHHIIUTE
nooop.

38 MacOBO OCBEJIOMABAHE,

PEABIOKIA PAsITICHK/IAHETO Ha OQEPTUTE [a ce U3BBPINM 110
DI, IpH KOETO OlEHKATA HA TEXHHYCCKATE M LIEHOBHTE
¢ €€ UIBBPLIM NPEIH TIPOBEXK/AHETO HA NpeaBAPHTEIHHS




|
"MHOTOITPO®HUAHA BOAHUIIA 3A AKTUBHO AEYEHUE — JOBPUY" AT

[ HOBPHUY 9300 D4 yn."Tlanaiior Xuros" 24 B 058/600488 (axc 058/600414 & e-mail: oblb@bergon.net

4.3. JlelicTBuATa HA KOMHCHATA 32 H3BBPINBAHE Ha NMOAOOp HA KaH MAaTUTE W
YAACTHHINTE, PAsrIeKIAHe W OUCHKA Ha 0(epTHTe (KoMucHaTa 1Mo wi. 103, am. 1 or 30I1) ce
H3BBPIIBAT B CII€AHATA OCIE0BATETHOCT:

4.3.1. xoMucuATa OTBAps TIO peda Ha TAXHOTO IIOCTHIIBAHE 3aleyaTaHHTe
HEMPO3PATHH ONAKOBKH U ONOBECTSABA TAXHOTO ChIBPIKAHHE, BKIIOUMTEIIHO IIPEJIOKeHUsITa
Ha yHaCTHUIMTE 110 ITOKAa3aTesId 3a OLEHKA Ha o(epTuTe;

#.3.2 TCXHITICCKOTO M 1ICHOBOTO HPEMNONECHUE HA BCEKH OT YHAaCTHHIUTE Ce
IIOJMHACBAT Hal-MaJIKo OT TPHMa “UICHOBC HA4 KOMHCHATA M Ce Ipeiara 0 eOuH OT
IIPUCHCTBAIIHTE IIPEACTABATENN Ha APYTATE yYaCTHHUIM [ TH IOAINIIE, ¢ KOeTO myGimuHaTa
4acT OT 3aCENaHUETO NPUKIIOYBA,

4.3.3. xommcusTa Lpasrﬂe}ma IPENCTaBeHHUTe O(EPTH M OLEHABA ChLIIACHO
u3OpaHus KpuTepHil 3a BB3JIAIAHE TE3H OT TAX, KOHTO ChOTBETCTBAT HA HPEIBAPUTEIHO
00sIBEHHTE YCIIOBHS; !

4.3.4. xomucusara ;Qasrnemﬂa MOKYMEHTHTE, CBBbP3aHU C JHYHOTO CHCTOSHHE W
KPHTEPHUTE 32 000D, Ha YHACTHUIIUTE B HU3XO/IAI PEJI CHPSIMO MOJTYYEHHTE OLEHKH,

4.3.5. xoraro YCTAHOBH  JMIICA, HENBIHOTA MIH HECHOTBETCTBHE HA
HH(pOPMANKATA, BKIIOYHTETHO HEPSIOBHOCT HITH (akTHUecKa rpenika, UM HeCLOTBETCTBHE C
M3MCKBAHHATA KGM JIMYHOTO CHCTOSHHE HITH KPUTEPUHTE 3a NMOAOOP, KOMHUCHSTA THCMEHO
YBEIOMSBA YYACTHHKA,

4.3.6. B cpOK J10 5 paBOTHM IHH OT [OTY4aBaHETO Ha YBEIOMJIEHHETO YYaCTHUKBT
Moxke na mpencrasd HoB EEJIOIT w/mmu npyru joxyMmeHTH, KoMTO CBABPIKAT IIPOMEHEHA
/MM JIOITBITHEHA HH(OpMAaIHs

4.3.7. KOMHMCHATA pPa3riexna JOKYMEHTHUTe, CBBP3aHH C JIMYHOTO CHCTOSHHE U
KPUTEPHATE 32 MOAOOP [0 YCTAHOBSBAHE HA CHOTBETCTBHE C H3MCKBAHUSTA Ha JBama
YYaCTHHIH, KOUTO KIIACHPA Ha IIBPBO M BTOPO MSCTO; OCTAHANHTE yUACTHHIH, YHHTO odepru
ca OLCHEHH, HE CE KJIaCHpAr. '
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ITPOEKT
 JIO0OTrO0OBOP

HECR s msiiine 201 18 rof. B rp. Jlo0puy, Ha ocHoBanue wi. 112 u ¢, ot 3akona 33
OOLIECTBEHUTE IIOPBYUKH, Ce CKITFOUH HACTOSIIHSIT JOTOBOP MEMKITY:

........................................................................................... , CBC CedamuIe B
............................... H  8IpeC | Ha  YHPABICHHEC. ... rciviseerireuirereriresesnieerenssssnssorsssssssesessnnnas
EUK oo, ; IPECTaBIIBAH R,
S waessgnitiibrey B KARUTBOT0 MY  Huwioisimememmmaseommomc,
OIIpe/Ie/ICH 3a H3ITBIHUTEN czheﬂ IIDOBE/ICHA MpOIENypa 3a BB3JIAraHe Ha OOIIECTBeHA
noppuka THI "oTkpuTa" Ne 00083-2018-....x04.. » C TIPEMET: . ouvivnniinniiansn, , HapuJan
[TPOJABAY U |
"MHOI'OITPO®UJIHA BOJTHULIA 3A AKTUBHO JIEYEHME-TOBPUY" AJT
rp. Jlo6puy, che cenanuie u agpec Ha ynpapnetue: rp. Jlobpuy, yn. “Ilanaiior Xutos" 24,
Tei.  058/600160, paxc: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
npejcrasisBano ot Jl-p Ceerosap Baitues — MsmbiauTesneq Hupextop Ha apyxectsoro,
Hapuyana KYIIYBAUY.

\
CrpanuTe ce cropasymaxa 3a clieHoTo:

MPEAMET HA TOT'OBOPA U ITEHU
Unen 1. IlpopasausT mpomasa Ha KymyBada MEIHLHMHCKH W3/IENHs, 10 IeHH,
KaKTO CITE/IBA: .......oovuvvennnnn. ; ........................................... nesa 6e3 JJC (........ JeBa

¢ IIC).

CPOKOBE 1 HAYMH HA TIJIAIIIAHE

Ynen 2. CpoksT Ha 1aCTOSAUIASA JIOTOBOD € 12 mecena ot naTaTa Ha MONIMCBAHETO
My. HoroBopsT mpoabinkasa ACHCTBHETO CH IO CKJIIOYBAHETO Ha JOTOBOD € APYI M3IIBJIHUTE
CJIe/1 MPOBEXkIaHe Ha 001IeCTBeHa TTOphYKa.

Ynen 3. ITocouenute B wi. 1 MequumHCKH H3OCNHs e ObOaT JOCTaBAHH OT
Ipo/aBata Ha KymyBaya B CpoK 0 72 (CeNeM/IECeT U JIBa) Yaca, cJIe/ 3a9BABAHETO UM,

Qren 4. JIpmxumara Ha npofasava Cyma II0 BCAKA OT/AENHA JOCTaBKA IIe OBjie
[laTeHa OT KylyBada 1o OaHKoBaTa CMeTKAa HAa IIpOJaBaya B cpox g0 60 (mectiecer)
KanCulapHu IHK CJIEN M3/1aBaHeTo Ha (aKTypa oT pojaBaya.

Urnen 5. CpokbT Ha FOAHOCT HA JOCTABEHHTE MCAMLMHCKH H3Jenus Tpsdpa 1a e
HC [O-MaI'bK 0T 1 (e/1Ha ) roJMHa KM MOMEHTA Ha HOCTABKATA,

MACTO HA USITBJIHEHUE U IIPEMUHABAHE HA COBCTBEHOCTTA

Unen 6. 3a MscTo Ha mocTaBgHE Ha MCIMIUHCKHTE H3/IENHS Ce OIpeeNs
“MBAJI-o6puy”™ AJ rp. Jobpuy, yi. “Ilamaitor Xutor® No 24, 3BeHO ,,BonHMYHa anTexa”,

UYnen 7. Coberrenocrra BbPXY NOCTABAHUTE MCAMLMHCKY M3JCIHS H PUCKBT OT
IIBJIHO MIIM YaCTHYHO IIOTMBAHE HA CTOKHUTE MpEMHHAaBa BBPXY KyIyBada OT MOMEHTA Ha
IIPUEMAHCTO MM Ha MSACTOTO HA JOCTABAHE C IIPHEMO-IIPEjaBaTe/ieH IIPOTOKOJI MIIH JApyr
PaBHO3HAYEH JIOKYMEHT.

[IPABA U 3AJIBH}H%EHI/I}I HA TTIPOJTABAYA
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Ynen 8. (1) Hpo;fasa%r ¢ JIBXCH Jia CKIIOYM JI0r0BOp 3a IIOJIM3ITBIIHCHHE,
KOraTo ¢ OOSBMII B 3asBJICHHETO CH 3a YHacTHE NOI3BAHETO Ha MOJM3IBIHUTEN. B cpok 10 3
AHH OT CKIIFOYBAHETO Ha JOTOBOP 3d MOJHAIBIHEHHE WIH Ha AONBIIHUTENHO CIIOpa3syMeHue
3d 3aMSHA Ha NOCOYEH B 3asABJICHHETO IO/M3NBIHUTEN M3OBIHUTENIAT H3IMpama KolHe Ha
AOTOBOPa MK HA TOUBIHHTEIHOTO CIIOPA3yMEHHE HA Bh3TOYKATEIL] 34€MIHO C JmoKa3arencrsa,
"€ Ca U3ITBJIHCHH YCIIOBUATA 110 4Il, 66, an. 2 u 11 ot 30I1.

(2) HomusnenauTENIUTE HAMAT IIpaBO Jia TIPEBB3NAraT eJHa MIIM TIOBEYE OT
JeHHOCTHTE, KOUTO ca BKJIIO‘IGEH B IIp€METa HAa JOI0BOPA 3a IOAU3IBILEHHe.,

(3) HesaBucumo 0T BBIMOKHOCTTA Aa C€ H3MOM3BAT IOMU3IIBIHHTENH,
OTTOBOPHOCTTA 3a MU3IIBIIHEHHE HA AOTOBOPA 32 00IIECTRENA IOPBYKA € Ha IIPOIaBava.

(4) KynysausT HsiMa na M3BLPIIBA TUPEKTHH PASILIALIAHUS C TI0JH3IIBIHUTEIHTE

Hien 9. [ponaBadst e ATBKeH A8 10CTABS MEIMIMHCKY U3JIEJIHS, KOUTO:

1. umar Hanecena "CE" MApKHpPOBKa B ChOTBETCTBHE C H3MCKBAHHATA HA Wi 15
OT 3aKoHa 3a MEIUITHHCKATE I/IzﬂTueﬂHﬂ (3MI);

2. IMaT HaHeCeH WIEHTH(HKALMOHEH HOMEP Ha HOTU(MHIMpPaHWsS Oprad 1o .
64, an. 2 or 3MH, xoraro m OLCAYPHUTEC, OUpPENCIICHH B HapeJOuTe 1o wi, 18 or 3MU,
H3HCKBAT HAHACAHETO MY

3. HMar HaHeceHu HAHMCHOBAHHE W aJpeC Ha YNPABNCHWE Ha IPOM3BOJUTEIIS
/AT YIThTHOMOIIEHHS IIPEICTABHTE 1 BHOCHTEJIS;

4. UMaT HHCTPYKIMS 33 ynotpeba, ¢ H3KITIOYeHIE Ha H3E/MATA, 32 KOHTO TORA He
¢ npeasuieHo B 3MIU;

5. ca IpUApYKeHH OT BaJIMJICH CePTU(HUKAT, YIOCTOBEPSIBALL CHOTBETCTBHETO Che
CBIICCTBCHUTE H3NCKBAHMSL, IPUIIOKHMH 38 H3/IEIHETO, H3NALCH OT HOTH(HUIUpaI opram.

6. ca HpoM3BEIEHH OT IIPOM3BOJITEII, KOHTO IpHJIara H HOLIBPKA CHCTEMA 34
yHpaBlieHHe Ha kKadectBoTo EN ISO 9001 u/umi EN ISO 13485/13488 w/wmu €KBHMBAJIEHTHA C
00xBar B o0yacTTa Ha HpOHSBOI[‘CTBOTO Ha KOHKPETHUTE MEUIIHHCKH H3IEITH.

7. CHOTBETCTBAT HA W3HCKBAHHSI KbM H3/IeNMATa 110 ChOTBETHATa 060cobeHa
IIO3HINS, IIOCOYECHH B OITMCAHMETO, IajeHo0 B Ilpunosxeane No 6: Creuudukanns na
MCIMIMHCKATE U3ETHA OT JOKYMEHTALIUATA 32 YYaCTHE B 0OIIecTBeHaTA HOpBYKa.

Unen 10. Tponasausbt B CpOKa Ha 10roBopa € JUIBKEH Ja UMa paspelieHue Him
Y/IOCTOBCPEHHUE 3a THPTOBHA Ha €APO ¢ MEUITMHCKH H3/IeIHS, M3MaIeH0 oT M3nbaHuTe eIy
mapextop ma MAJI o pena Ha 3MI/I

Ynen 11. IlpopaBausT B CPOKd Ha JI0roBopa € JUIbKeH Ja MpuiIara u OB PIKA
CHCTEMA 3a ynpaslieHHe Ha kxadecTBoto EN ISO 9001 m/mm EN ISO 13485/13488, u/um
CKBHBANCHTHA, ¢ 06XBaT B 06/1aCTTA Ha IIPOH3BOZCTBOTO /MM THPTOBHATA ¢ METUITHHCKHI
H3JIETTHS, |

YUnen 12. IpozasausT e mibken na H3MaJie B CpoK (akTypa 3a JOCTABCHUTE
MEIHIHUHCKH U3/IETTHS.

[IPABA U BAITBJDKEHU S HA KVITVBAYA

Yien 13.(1) KyHyBE%U-IT:T HMa IIpaBO Ja IIPOBEPsBAa KOJMYECTBOTO HA BCSKA
OTAENHA JIOCTABKA, KaTO IpH YCTAHOBABAHE HA HECHOTBETCTBHE € IBKEH Ja YBEIOMH
IIpoJiaBaya B CPoK OT 24 yaca.

(2) Tlpu ycranoBsBaHe HA HECHOTBETCTBHE B Ka4eCTBOTO Ha JOCTABEHUTE
MCHMIHHCKH U3NIEIHs KYTyBaYbT € JUTHIEH 1a yBEJOMH [IPOJaBRAYa B CPOK oT 24 yaca.

(3) HecpOTBeTCTBHETO HA KONHMYECTBOTO 1 Ka4eCTBOTO C€ YCTAHOBSIBA ¢
IIPOTOKOJI, CECTABEH OT KOMHCHS, ChCTABEHA OT JJThKHOCTHHUTE JIMLIA Ha KyIyBa4a.
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(4) B cmyuaii, e npogasaynsT B CPOK 710 24 yaca cilea yBeoOMsBaHeTo o an. |
OCIOPH ITHCMEHO HGC’LOTBGTCTFHBTO Ha KauecTBOTO, TOH MOXKe Zla HCKA MPOBEPKATa My OT
YIBITHOMOIICH OPraH WITH JIaGopaTopHs.

Wien 14, KYHyBaII‘BT © ITBKEH J1a 3alUaTH YroBOPEHaTa LieHa B pasmepa, 1o
HAUHHA H B CPOKA, ONPE/IEIICHH B HACTOSIIIHSL IOTOBOP.

HEYCTOMKU
Unen 15.(1) Ilpu 3a6aBa na gocraska ot CTpaHa Ha JIpojiaBava ¢ IoBeve oT 24
(mBajeceT w weTHpn) Haca, KyImyBaybT UMa IIPaBO 1a IIOTyYH HEYCTOHKa B pasmep Ha 0.1
(Hyna usino, ejaHa neceTa) Ha CTO OT CTOMHOCTTA Ha 3abaBeHaTa jocTaBka 3a Beeku 24 Jaca
3a0aBa.

(2) Tlpu ycramopsiBaHe HA HECHOTBETCTRHE B KOJIIMYECTBOTO, IIPOJABAYLT €
JUIBIKCH JIa NOCTAaBH JMIICBAIOTO KOTHYECTRO [IpH clieaBalaTa J10CTaBKa, a IpH IOHCKBAHE
OT CTpaHa Ha KyIlyBada B CpPoK oT 24 wyaca. Ilpu HemsmbiHeHHe Ha ToBa 38IbIDKCHHE
KyyBa4bT MMa IIPABO Ja HOJIYYH HEYCTOMKA B pasMep Ha 5 (NeT) Ha CTO OT CTOHHOCTTA Ha
JHIICBAIIOTO KOJIMYECTRO. i

(3) Ilpu ycraHOBsIBAHE Ha HECHOTBETCTBHE B Ka4eCTBOTO, IPOAABAYET € [UTHIKEH
J1a TOCTaBH MEJHIMHCKH H3/IC/HA ¢ YTOBOPEHOTO KAYECTBO IIPH CIIEBAINATA JI0CTaBKa, a 1npu
NIOMCKBAaHE OT CTpaHa Ha KyllyBada B cpok oT 24 wyaca. [lpn HemsmeiameHwe wa Topa
3aIbIDKEHHC KYMYBAYLT UMa IIPaBO Jia TONYYH HEyCTOWKa B pasMep Ha 5 (met) Ha cro or
CTOMHOCTTA Ha HEKAYECTBEHATA OCTABKA.

(4) B cnyuwaure no amumen 2 u 3, aKo MpoaBaYbT He JIOCTABH JIOTOBOPEHOTO,
KylyBadeT HMa IIPaBO Ja 3aKynmd HeoOXOIUMHTe MY MCIMIMHCKM H3JIENHA OT JApyr
AOCTABYHK, KaTO pa3iHKaTa MeKy IeHaTa o A0TOBOpA M AEHCTBUTENHO 3aILIATCHATA [ICHA €
34 CMETKa Ha [TpoJaBaya. ‘

Ynen 16.(1) Ipu cnﬁcas Ha MpollaBava /ia NOCTABH 3aABCHHTE MY Me/MIUHCKH
M3IICIIHS MITH 1TpH 3a0aBa HOBGT-IE:; oT 48 (ueTHpHIeceT u oceM) uaca, KyIyBaYsT MMa [IpaBo aa
3aKyIH HCOOXOMMMHTE My MEIHIIHHCKH H3JE/THS OT JIPYT TOCTABYHK.

(2) B cniyuamre nmo npeaxojnara anmumes PasjMKaTa MeXIy [eHaTa II0 J0roBopa H
ACHCTBHUTEIIHO 3aIUIATEHATA IICHA € 33 CMETKA Ha IIpoJiaBaya,

Yien 17. KynyBaHH‘T HMa IpaBO Ja HMCKa 00e3lleTeHHe B IIbiich pasmep Ha
BPEIMTE, KOMTO € NIPeTHPIAN B Pe3YNTaT Ha 3a6aBeHATa W/ M HEKa4YeCcTBeHaTa JIOCTaBKa.

Ynen 18. Ilpu 3a6apa Ha miamae ot CTpaHa Ha KyIlyBaya, MOCIENHHIT JIBIKH
Ha IIpollaBava HEYCTOWKA, B pa3Mep HA 3aKOHHATA JIHXBA.

Uien 19, HeyCToﬁK]\ije, 00€3INeTEHNATa N IEHOBHTE Pasnuka 1o um, 16, am, 2
MOTaT Jia OBAAT YIBPIKAHHU OT BCSKO IBIKIMO Ha IIpoJaBava Iaane.

ITPEKPATSABAHE HA TOTOBOPA

Ynen 20. JTorosopsT ce IIPEKpaTaBa;

l. ¢ m3THyane Ha cp#)Ka, 3a KOHTO € CKIIOUCH, OCBEH B XHIIOTE3aTa Ha e 2,
H3pEYEeHHEe BTOPO;

2. OT W3mpaBHATA CipaHa MPH CHCTEMHO HCH3NBIHEHHE HA 3a0BIDKEHHATA 110
noroeopa. ITom cHCTEMHO HeH3IBIHEHHE ce pasbupa TakoBa, U3BLPIIEHO /BA MMM [IOBede
IIBTH B PAMKHTE Ha €HH KAICHIAPEH MECCIl, HIIH TIOBEUE OT TPH IIBTH B PAMKHTE Ha CPOKa Ha
IOTOBOPA;

3. IpM CB3aBaHETO Ha YCIIOBHS 33 NOCTABKA HA MEIMIMHCKY H3JENHs Cle]
TMPOBEXNANETO HA IEHTPAIM3UPAHHE CIIEKTPOHHY ThPrOBE,
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4. B ciyuyait, ye @bne mpomenena HOpMaTHBHaTa ypenba, B pesyitar Ha KOeTo
OTMaxHe HeOOXOIMMOCTTA OT JIOCTABKATA Ha H3NCIUATE, KOUTO Ca NPESIMET Ha I0roBopa;

5. IIPH HEBB3MOXHOCT ja ce OCUIypH (HHAHCHDAHE 33 H3IIBIHCHHETO Ha
IIOPBYKATA [0 TIPHUHHE, KOHTN KYIYBa4bT HE € MOI'bJI JIa IIPEJIBHIIH.

HAPYT'U YCHOBM[ﬂ

HYnen 21. Crpanure no /I0rOBOpa HE MOTAT Ja I'0 U3MEHST, OCBEH B Cllyyaure,
IpeaBuIeHn B wi, 116 or BOH.;

Hnen 22. Crpanure 1o AOTOBOpA € PEIIaBAT Bh3HUKHAIKTE [0 H3IIBIHCHUETO
CIIOPOBEC II0 B3aMMHO CEHIVIACHE, d aKO TOBA e HCBBR3MOXHO, 110 pena na I'TIK, npen poxoso
KOMIIETEHTHHAT CBJI B ID. ,H06HH‘{.

Yien 23, 3a BCHYKA HCYPENICHH 10 HACTOSIIHS JI0TOBOD BBIIPOCH IIIE C€ TPHIaraT
pasnopeadure ma 3011, HHBO["[, 33/1u T3.

Ynen 24.(1) 3a pamumuu 4IpecH 3a IpHeMaHe Ha CBHOOIICHHS, CBBP3aHH ¢
HACTOANIMA OTOBOP CE CMATAT 8[PECHTE, IIOCOYEHH B HAYATOTO Ha JIOTOBOPA.

(2) Ilpu mpomsira I:rla AGHHUTE II0 NPeXo/HaTa ajiHes, ChOTBETHATA CTpaHa ¢
AITBIKHA /13 YBEJOMH IpYrata B TPUAHEBEH CPOK OT IIPOMSIHATA,

ITpr cweraBsHe Ha HAacTOAIMAT JIOTOBOP C€ NPEACTABUXA OT H3ITbIHUTENS
CICIHATE IOKYMEHTH 3a IOKa3BaHE JIMIICATA HA OCHOBAHHMS 32 OTCTpaHsBaHeE;

- 3a o0cTosATENCTRBATA 110 WL, 54, an. 1, 1. 1 or 3011 - CBHUJIETEIICTBO 32 CHJIMMOCT,

- 32 06CTOATENCTBOTO MO WL 54, aj1. 1, 1.3 or 30IT - YIIOCTOBEPEHUE OT OPraHUTe
HO IPHXOMHTE H yJAOCTOBEPEHHE OT OBIIMHATA II0 CCOATMINETO Ha BB3IIOKUTEIS WM Ha
KaHauaaTa Ui yJacTHHKA,

- 3a O6CTOHTE‘,JICTBO"‘FO mo wi 54, aim. 1, 1. 6 - YZAOCTOBEPEHHE OT OpraHuTe Ha
Msnbnaurenna areqnus "l“ﬂaBHg HHCIIEKIHs 10 Tpyaa';

- PA3PCLICHAE 3a THPTOBUA HA €IPO ¢ MEAHUIHMHCKH u3fienus, usganeno or UAJI
HIH JpYT JIOKYMEHT, yIOCTOBEpSBALLL [paBOTO HA YY4ACTHHKA Ja TBPryBa ¢ MEIMIHHCKH
H3NCIHA, H3AACH OT KOMIIETEHTEH OPraH Ha ChOTBETHATA IbpIKaBa;

- CCPTH(UKAT 3a NpHiaraHe u IIOMILpXKaHE Ha CHCTEMA 3@ YIpaBICHHE Ha
kauectsoro EN ISO 9001 H/H“H EN ISO 13485/13488 wu/wmm €KBUBAJIEHTHA, ¢ 0OXBaT B
00J1acTTa HA TPOM3BONCTEOTO /MK THPTOBHATA C MEMIIHHCKH H3/IE/THSL.

Hacrosmmsr moroop ce cwerasn s TPH €HOOOpasHU eK3eMIIIpa, enuH 3a
Mpo/iaBaya U JIBa 3a KymyBaya.

IIPOJABAUY: KYITYBAY:




