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CBbIBPKAHMUE

HA TOKYMEHTAlHUATAa 3a y4acTHE B npoueaypa 3a pb3JjiaraHe
HA o0mecTBeHAa NoOpBIKa

1. Pemenue 3a oTKpHBaHe Ha IPOLEIypa 3a Bh3JaraHe Ha OOLIECTBEHA NIOPhUKA —
B OTIEsIeH (ai. '

2. OBsBreHHME, ¢ KOETO CEe OIOBECTIBA OTKPHBAHETO Ha IIPOLEAYPaTa — B OTIE/ICH
daiin.

3. Texnuyecka crnienupuKanms.

4. Yxa3aHus 3a IOATOTOBKA Ha odeprara.

5. IIpoekT Ha morosop.

6. O6pasii Ha TOKYMEHTH — B OT/IeJIeH (aiin:

6.1. Ilpunoxenne or Ne 1.1 mo Ne 1.3 - sameikurenen o6paser: "IleHoBO
npeanoxenue” no obocobenu mozuiuu ot Ne 1 go Ne 3;

6.2. Ipunoxenus or Ne 2.1 mo Ne 2.3 - sapbikurenen obpaserr "TexHHUECKO
npeuiokenne” o odocobenu nosumuu oT Ne 1 mo Ne 3;

6.3. [lpunoxenne Ne 3 — sangbinkuresnen obpasen: Jleknapanus mo wi. 59, an. 1, 1.
3 or 3aKkoHa 3a MEPKMTE Cpelly H3IHpaHe Ha mapi. [IpeicTaBs ce TpH MOIIHCBAHETO Ha
JI0roBopa 3a o0IIecTBeHa [OPhYKa.

7. Crannapren oOpa3sell Ha €IMHHHS €BPONEHCKH JOKYMEHT 3a OOIIeCTBEHH
nopbuku (eEEJIOIT) — B *zip daiin.
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TEXHUYECKA CIIEHUO®UKALIUA

1. KoHuenrparure 3a XeMoaHanu3a U pa3TBOPUTE 3a Je3MHPEKIHs cIeBa Ja ca
NpeJHAa3HAYCHH 3a XeMoawanu3nu anapatd wmapka: AK 98, momem: Bio version,
pou3BoAcTBO Ha Baxter GmbH Gambro.

2. JlocTaBAHATE MEJUIIMHCKH H3IEIHS CIIE/BA [a OTrOBApAT HA U3MCKBAHUSITA HA
ui. 82, an. 1 or 3MMU, karto umar:

- Hanecena "CE" MapkupoBKa B CHOTBETCTBHE C H3HCKBAHUATA HA Wi, 15 ot 3SMU;

- HAHECCH [1apTH/IEH/CEPHEH HOMEP BBPXY ONAKOBKHTE, KOTATO € NPHI0KHMO),

- HaHeceH WJEeHTH(HKAMOHEH HOMEP Ha HOTH(HIMpaHus oprad 1o wi. 63, ai. 4
or 3MH, xoraTto mpoueaypute, ompenesieHd B Hapeabute mo uin. 18 or 3MM, usmcksar
HaHACSHETO MY;

- HAaHECCHHW HAMMEHOBAHWE W a/peC Ha yNpaBJeHHE HAa POM3BOJUTENS /MM
YI'bJIHOMOILEHHS [PECTABUTEN U BHOCHTEIIS;

- MHCTPYKIHA 3a ymoTpeba, ¢ M3KIIOYEHHE Ha M3JE/IMATa, 32 KOUTO TOBA HE €
NPEABUICHO B 3aKOHA. B ciiydante, Korato MHCTPYKIMHTE 3a YIoTpeOa ca Ha 4yxkI e3HK,
CBIIUTE TPSOBA a Ce HMaT IPEBOJI Ha OBITapCKH €3HK.

3. Cpok 3a roHOCT Ha JI0CTABEHHTE MEXMUMHCKH u3jeus: He mo-kpaTek or 60
% (mwecTaeceT NponeHTa) OT OOLIHs CPOK HA FOJHOCT B MOMEHTA Ha JJOCTABKA.

YKA3AHMUS 3A IOAT'OTOBKA HA O®EPTATA

1. IloaroroBka Ha odeprara:

1.1. Ilpu moxroroBkara Ha O(QEpTHTE YYACTHHLUTE ca ITBKHH Ja Cla3BaT
M3MCKBAHHUATA Ha BB3jIokHTeNd. Odeprara ciesiBa 1a OTroBaps Ha H3HCKBAHHATA, TOCOYECHH
B PEIUICHHETO, OOSBIEHMETO M JOKYMEHTAlMsATa 3a yYacTHe B MpOIEAypaTa M Ja Obe
ojopMeHa 10 NPHUIOKEHHTE KbM JOKYMEHTAlWsTa 00pasid, KOTaTo TOBa Ce HM3MCKBA.
OTroBopHOCTTa 3a MpPaBMJIHOTO BB3IPHEMAHE HA JOKYMEHTAlMATAa 33 YYacTHE Ce HOCH
€IMHCTBEHO OT YYaCTHHIIHTE,

1.2. Odeprute ce u3roTBaAT Ha GBIrapcky e3uK. JJOKyMEHTH, KOMTO ca Ha 4y
€3HK CE MPEJCTaBAT M B NIPEBOJ HA OBITapeKH.

1.3. Jlo u3TM4aHETO Ha CPOKa 3a I0JaBaHe Ha OQEPTUTE, BCEKH YHACTHHK MOJKE
Jla IPOMEHH, J1a JIOI'bIIHK HJIH J1a OTTErIM odepTara CH.

1.4. Tlpencrasnero Ha odepra 3ambinKaBa y4yacTHHKA Ja IpHEMe HAITBJIHO
BCHYKH H3HCKBAHUA M YCJIOBHUS, IOCOYCHH B PELICHHETO, OOSBICHHETO ¥ JOKYMEHTALHATA 3a
y4JacTHe B IIpolieaypaTa.

1.5. Beeku y4acTHHK B Ipole/TypaTa HMa IpaBo J1a MPEACTABH camo eHa odepra.

1.6. Jlume, xoero y4acTBa B oOOeiMHEHHE MM € [AI0 ChIJAacHe aa Obe
NOJU3I'BJIHATEN Ha IPYT YYACTHHK, HE MOKE J1a I10/1aBa CaMOCTOsTeNHa odepTa.

1.7. B mpouenypa 3a pb3arane Ha OGIIECTBEHA MOPHYKA €IHO (DH3HUYECKO WK
FOPH/IHYECKO JIMIIE MOJKE 1a yJacTBa caMo B eHO 00eIHHEHHE.
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1.8. CBbp3any jmna He MOrat ga ObIAT caMOCTOSTENHH YYACTHHIA B eIHA W
chia nponenypa. ITox "cebp3anu suua" cieaBa fa ce HMa NPEIBH]] ONPENENCHHETO MO § 2
T. 45 ot JIP Ha 3011

1.9. VyactHuimre Morar ma ce Mo30BaT Ha KanauuTeTa Ha TPETH JIHIA,
HC3aBHCHMO OT IpaBHATa BPb3Ka MEXJY TAX, 10 OTHOLIEHHE HA KPUTEPHHUTE, CBLP3aHM C
HKOHOMHYECKOTO H  (MHAHCOBOTO  CBCTOSHHE, TEXHHYECKUTE  CIOCOOGHOCTH W
npodecnoHanHaTa KOMIETEHTHOCT. 3a TPETUTE JMLA ce npunara 91. 65 ot 3011

1.10. Yyacthuumre mocousar B odepraTa CH NOAH3IMBIHHTENATE W eda OT
nopbukara, KOHTO IIe¢ HM BB3JIOXAT, AKO BL3HAMEPSBAT Jla H3MOJ3BAT TakuBa. 3a
MOU3IIBJIHUTEINTE ce npuiara wi. 66 ot 30I1.

HeszaBucumMo OT  BBE3MOXHOCTTZ 3a M3MON3BaHE HA  [OJM3IBLIHHTENH
OTFOBOPHOCTTA 3a U3IIBJIHEHHE Ha JOT0BOpa 3a 00IIECTBEHA MIOPHYKA € Ha H3ITBIHUTEIS.

Bbanoxurensr  HAMa g2 M3BLPUIBA  JMPEKTHM  paslUlallaHds — C
IOAM3IIBITHUTEIIUTE.

1.11. Yuactuuimre morar jga mocousar B odeprute cu HHPOPMAIWS, KOSTO
CMATAT 33 KOHQHACHLIMAIHA BBB BPb3Ka C HAIMYMETO HA THProBcKa TaiHa., Korato
YYAaCTHULMTE Ca CE IO30BAIM Ha KOH(HMIEHIHAIHOCT, CHOTBETHATa MH(OpMaLMs He ce
PasKpuBa OT BB3JI0XKHTE/S. YYaCTHUIMTE HE MOTAT J1a Ce M030BaBaT Ha KOH(MHIEHIMATIHOCT
10 OTHOLICHHE Ha MPEAIOKEHUATA OT OPEPTUTE UM, KOUTO IIOJIEKAT Ha OI[CHKA.

1.12. BeHykM JIOKyMEHTH Ce IPEJCTaBAT B OPUTMHAT WM KOIMHS, 3aBEPEHH OT
y4acTHHKa ¢ "BsipHo ¢ opurunana”. Jlexiapanaute 1 6aHKOBUTE TapaHIHs, KOTATO TAKHBA ce
U3HCKBAT, CE MPEJICTABAT CAMO B OPUTHHAJL.

1.13. Jlunara moraT ma MOMCKAT NHCMEHO OT BB3JIOKHTENS Da3sicHEHHs [10
peLICHHETO, OOABIEHUETO U NOKYMEHTALMATA 3a 0OILIecTBeHATa nopwyka n10 10 auu npemm
M3THYAHE HA CPOKa 3a MojlyyaBaHe Ha O(pepTHTE, a KOraTo CPOKBT € CHKpareH IpH
HEOOXOIMMOCT OT CIEIIHO Bh3JIarane - 10 7 JHH. BB3lIoKUTENAT IPeI0CTaBs passCHEHnATA B
4-JHEBEH CPOK OT NOJyYaBaHE HAa HCKAHETO, HO He MO-KBCHO OT 6 JHH Ipeay Cpoka 3a
noyiyyaBate Ha O(QepTH, a KOraTo CPOKBT € ChKpaTeH MOpaal HeoOGXOIMMOCT OT CIENIHO
Bb3JIarane - 10 4 JIHH IpPeJ TO3H CPOK. B passicHeHusTa He ce MOCOYBA JIMIETO, HAIPABHIIO
3aNMTBAHETO. BB3IOXKHUTENAT He MpPeNocTaBs PassCHEHHs, aKO MCKAHETO € MOCTBINIO e/
CpOKa I10 U3PEYEHHE MBPBO. PassiCHeHMATA Ce MPENOCTaBAT upe3 myOiuKyBane Ha mpoduia
Ha KyIlyBada.

2. ITopaBane Ha odeprara:

2.1. JloKyMEHTHTe, CBBP3aHH C YYacTHETO B NPOLEAYPATa, CE HPEACTABST OT
YHacTHHKA, UM OT yIBIHOMOIIEH OT HETO MPEICTaBUTEN - JIMYHO WIIM Ype3 MOMIEHCKa HIIH
Apyra KypHepcKa yciayra ¢ IpemnopbuaHa IpaTka ¢ oOpaTHa paslMCKa, Ha agpeca Ha
Bb3noxuTens: rp. Jlobpua 9300, yiu. "Tanaiior Xurtos" 24.

2.2. JIokyMeHTHTE Ce NpeCTaBAT B 3aleyaTaHa HEMpo3payHa ONAKOBKA, BBPXY
KOATO C€ I10COYBAT: HAMMEHOBAHMETO HA YY4aCTHMKA, BKIIOYHTENHO YYACTHHIHTE B
00eIMHEHHETO, KOraTo € MPUIIOKIMO; aJIpeC 3a KOPECIOHACHIIHS, TeaeOH I 110 BH3MOKHOCT
- (aKc W eNeKTpOHEH ajpec; HAMMEHOBAHMETO HA MOPHLYKATA, 4 KOTATO € IIPHJIOKHMO —
000CcOOEHHTE MIO3UIMH M HOMEHKJIATYPHTE, 38 KOHTO MOaBaT JOKYMEHTHTE.

2.3. 3a nomy4yenute oepTH IpH BBIIOKHTENS CE BOOM PErHCTHP, B KOMTO ce
orbemns3Bar: mojaresn Ha odeprara; HOMep, JaTa M Yac Ha TIONyYaBaHe; IIPHYHHUTE 38
BpblIaHe Ha oepTaTa, KOraTo € NPHI0KUMO.

2.4. Ilpu nonyuasane Ha oeprara BPXY ONAKOBKATA Ce OTOEIIAIBAT IOPEIHUST
HOMEp, 1aTaTa 1 YachT Ha I0JTy4aBaHETO, 3 KOETO Ha IPHHOCHTEIIS Ce H3/aBa J0OKYMEHT.
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2.5. He ce npuemar odepTH, KOMTO ca NpeNCTAaBEeHH CJIE/l H3THYAHE HA KpaiHus
CPOK 3a [10/Ty4aBaHe HJIM Ca B He3alleyaTaHa OIlaKoOBKa MJIM B OIIAaKOBKA C HAPYINEHA LAIOCT.

2.6. Koraro kbM MOMEHTa Ha M3THYaHE Ha KpallHHs CPOK 3a MoJydyaBaHe Ha
oepTH IIpe/l MACTOTO, ONMpPEIENIEHO 3a TAXHOTO II0/IaBaHe, BCE OIIE MMAa YaKallli JIHIA, Te Ce
BKIIFOYBAT B CIHCBK, KOHTO c€ MOANUCBA OT MPEACTABUTE]l HA BB3JIOKHTEIS U OT
npucheTBaUTe MHia. Odeprure Ha JMIATa OT CHHCHKA CE 3aBEXJAT B PErHCTHPA Ha
BB3N0KKTENA. He ce momycka mpuemane Ha oepTH OT JIMLE@, KOMTO HE ¢a BKIIOYEHH B
CIIHCBHKA.

2.7. B cnyyaute, xorato oeprara ce H3Mpalla 110 MOLIATA WM C KypHEPCKa
ciyx0a, Y4YacTHHKBT ClelBa Ja OCHTYPH HEHHOTO CBOEBPEMEHHO I[IPUCTHTAHE IIpesy
M3THYaHE Ha CPOKa 3a mojasane Ha odepTu. PuckeT oT 3abaBa win 3arybBane Ha odeprara e
3a yJYaCTHHKA.

3. CpabpikanHe HA 3aMeYaTAHATA HENPO3PadvHA OMAKOBKA M yKa3aHHS 3a
NoNnb/JABAHE HA IOKYMEHTHTE B Hesl:

3.1. OnMc HA MPeJCTABEHHTE JIOKYMEHTH.

3.2. Cranaapren o0pasen 3a eJHHHHS €BPONEHCKH JOKYMEHT 32 00IIECTBEHH
noprukH (EEJIOII) 3a yyacTHuKa, a KOTaTo € IPHIOKUMO - 32 BCEKH OT YYAaCTHHIIUTE B
00€IMHEHUETO, KOETO HE € IOPHAMYECKO JIHIlE, 33 BCEKH MOIM3IIBIHUTE U 3a BCSKO JIHIIE,
YHHTO PeCypCH Lie ObJaT aHraXKHPaHH B H3N'BJIHEHHETO Ha MOPHYKATA.

Ha ocnoBanue ui. 67, an. 4 or 30Il EnuHHHAT eBpomelcKH NOKYMEHT 3a
obwecrsenu nopbukk (EEJIOIT) ce mpemocTaBst B eleKTPOHEH BUII 10 o6pasel, YIBbPACH ¢
axT Ha EBponelickara KoMucHs.

Enextpornusar EEJIOIl e uwact or mokyMmeHTamusaTra 3a obIiecTBeHa HOpBYKa,
nyOiMKyBaHa Ha mpoduia Ha KylyBaya 3a KOHKPETHATA OOIIeCTBEHA MOPBUYKA. Y YaCTHUKBT
nonbisa eEEJJOIl  upes wuHQopmammonnara cucrema 3a eEEJIOII ma  ampec
https://ec.europa.ew/tools/espd. B undopmanmoHHaTa CcHCTEMa YYACTHHIMTE 3apexKiar
IPEIOCTABEHHUS OT Bb3/I0KUTENA aiin BB popmar *.xml, momeiasar HeoOXOIUMHTE TAHHU
ro M3TErNAT U 3ana3Bat BbB ¢popmar *.pdf u *.xml.

Bobanoxutenar usncksa yyactHuumre Aa npefoctasst EEJIOIl B enekTponeH
(hopmar, KOMTO He M03BOJISIBA PENAKTHPAHETO HA HETOBOTO ChAbpxkanue (*.pdf). JJokyMeHTHT
TpsOBa 1a ObJe MOANMHCaH ¢ KBAMHGHUHPAH eJeKTPOHEH MOAIHC OT JIMIET0, KOETO €
3aabokeHo Aa noanuine EEJIOII. EnekTpoHHO MOANMCAHUST JOKYMEHT, 3a[IHCAH HA ONTHUEH
nocuten (CD, DVD, ¢nam namer) ce mocraes B oliakoBkara ¢ opeprara.

IIpenocraBenusT or yyactHuka (aitn, ceabpkam; EEJIOIT He Tpaba na e
3apa3’eH ¢ BHPYCH, []a HE CHAbPIKA MAKPOCH WM H3IBJIHHUM IIPOrpaMeH Koj. JIOKYMEHTBT
clieiBa 1a ChABbpPKa IIpaB (HEKPUITHPAH) TEKCT.

He ce mpumemar 3a penoBHO mogaaeH mo cMHchaa Ha wi. 67, ax 4 or 30I1
NOANMCAH CbC caMopb4eH noanuc (napag) u ckanupan EEJIOTI.

ITonpobno 3a eEEJIOII yuacTHHIIMTE MOTaT Ia ce 3amo3HasT oT MeToqudecKuTe
VKa3aHHs Ha elIeKTpoHHaTa cTpasuma Ha AOIL

IIpu noaroroskaTta Ha EEJIOII cieBa 1a ce mMa npeaBua CJIeTHOTO:

3.2.1. Ypes EEJIOIl yuyacTHHKBT JeKiapupa JIMICATA HAa OCHOBAaHHATA 34
OTCTPaHABAHE U CHOTBETCTBHE C KpUTEPUHUTE 3a 1oa0op. B Hero ce mpemocTass chLOTBETHATA
HH(pOPMAIHs, U3MCKBAHA OT BB3JIOXKHTENI, H CE MPEACTABAT JaHHH OTHOCHO IyGIMYHHTE
PEruCTPH, B KOHTO C€ ChAbpika HH(OpMalMs 3a JEKIapUpaHuTe OOCTOATEJICTBA WM 3a
KOMIETEHTHHs OpraH, KOHTO CBIVIACHO 3aKOHOJATEJICTBOTO Ha CBOTBETHATA Ibp)KaBa €
IUTBIKEH J1a TIpeIocTaBs HH(OpMaIHsl 3a Te3H 00CTOATENICTBA CIIYKeOHO Ha BB3JIOKUTEIIS.
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3.22. B wacm II, pasden "A: Hugpopmayus 3a uxonomuueckus onepamop"
YUaCTHHKBT CJIEBa Ja OTIOBOPH B CBHOTBETCTBHE C PETHCTPALUATA CH B ThPrOBCKHS
PETUCTBP MM JAPYT PErHCTHP ¢hOOPa3HO HAMOHATHOTO CH 3aKOHO/IATENCTRO.

3.23. B wacm II, pasoen "A: Hugpopmayus sa uxonomuueckus onepamop"
YYacTHHUKBT Cj€lBa Ja OTTOBOPH JalM Y4YacTBa B MPOLEAypaTa 3aeJHO C Jpyru
HKOHOMHYECKH OIepaTopH (KaTo 4acT 0T 00eIMHEHHE).

3.24. B wacm II, pasden "A: Hngpopmayus sa uxonomuyeckus onepamop”,
YYaCTHHKBT CJIC/BA JIa I0COYH 110 KOM 060CO0EHH  MO3HIMK Ipe/icTaBst ofepra.

3.25. B wacm 1I, pasden "B. Hugpopmayus 3a npedcmasumeiume na
ukonomudeckuss onepamop”, yY4aCTHHKBT CIEIBAa 1a OTIOBOPDH B CBLOTBETCTBHE C
PETHCTPALMATA CH B THPrOBCKHS PETMCTBD MM JPYT PErHCThP ChOOPa3sHO HAIHOHAIHOTO CH
3aKOHOJIATEJICTRO.

3.2.6. B uwacm 1II, pasden "B: Hugpopmayus omuocHO u3nonzeanemo Ha
Kanayumema Ha oOpyeu cybexmu", yJaCTHHKBT CJe[(Ba Jia OTTOBOPH JalH IN€ H3NOJ3Ba
KananureTa Ha TPETH JIMNA 110 OTHOIICHHE Ha KPUTEPHHTE, CBBP3aHHM ¢ MKOHOMMYECKOTO H
(pHHAHCOBOTO CHCTOSHHUE, TEXHUYECKHTE CIIOCOGHOCTH M MPOhECHOHAIHATA KOMIETEHTHOCT.

3a BesAKO TpeTo JHIe ce npenctass otaeied EEJIOIL.

Tperoto nmie nocouBa ToBa CH KauecTBOTO B yacm 11, pasden "A": Hugopmayus
3a uxonomuyeckus onepamop" Ha EEJ1OI1, koo npenacTass.

32.7. B wacm II, paszoen "I': Hugpopmawyus 3a noduswvinumeny, yuiimo
Kanayumem UKOHOMUYECKUSM onepamop HAMAa 0a u3non3éa", YYaCTHHKBT clelBa Ja
OTIOBOPH KOH Ca MOAMU3IBIHUTEIHTE, KOUTO LIE [10JI3BA.

3a BCeKHM MOAM3IBIHHTEN ce npexcrtas otaenen EEJ[OIL. [loausmbinutenure
TpsiOBa Ja OTroBapAT Ha CHOTBETHHTE KPUTEPHH 3a TOAGOP CHOOPasHO BHAA M [eda OT
MOpBYKaTa, KOHTO IIe H3IBIHABAT, U 3a TAX Jla He ¢a HAJIMIE OCHOBAHHMS 3a OTCTPAHSBAHE OT
poneaypara.

[Toqu3nBIHUTENAT MOCOYBA TOBA CH KAa4yecTBOTO B wyacm I pazden  "A":
Hugpopmayun 3a uxonomuueckus onepamop” na EEJIOI1, koiiTo npexncTasst.

3.2.8. B wacm I, pasoen "4: Ocnoganus, cévpsanu ¢ naxazamennu npucvou”
YYacTHUKBT JEKIapupa HATAYHETO Ha O0OCTOATENCTBATA 3a OTCTPaHsSBaHE OT Y4YacTHE B
nponenypara o wi. 54, an. 1, 1. 1 u 2 or 3011 (ockkaane 3a npecTbIuienus no wi. 108a, .
159a-159r, un. 192a, wi. 209-213, 9. 301-307, 9. 321 u wi. 321a or HK WM aHATOTHYHY B
Jipyra IbpikaBa WICHKAa MM TPETA CTPaHa), KaKTO M NPEANPHETHTE MEPKH 3a HAIEXKIHOCT IO
wi. 56 ot 30Il, xorato e mpmIoKHMO. Te3M OCHOBAaHHS CE€ OTHACAT 3a JIHIAaTa, KOHTO
NPCICTABIIABAT yIACTHHKA, WICHOBETE HA YIIPABUTEIHH H HAA30PHH OPraHH U 3a APYTH JIMIIA,
KOWTO MMaT IPaBOMOIIHs Ja YIPAXKHABAT KOHTPOJ TIPH B3E€MAHETO HA PEIIEHMS OT TE3H
OpraH.

3.2.9. B wacm III, pazden "B: Ocnosanus, c6vp3anu ¢ niawanemo Ha Oanvyu u
COYUANHOOCUSYPUMENHY 6HOCKU" YYACTHUKBT ACKIapHpa HAJIMYHETO Ha OOCTOSTENICTBATA 34
OTCTpaHABaHE OT y4yacTHE B mpoleaypara mo 4wi. 54, an. 1, 1. 3 or 30Il, T.e. namu uma
3a/bJDKEHHS 38 NAaHBUH U 3a/IbJDKUTECITHH OCUTYDHTENIHH BHOCKH N0 CMHCBJIA HA Wi, 162, an.
2, 1. 1 or JIOIIK, kaKTo M npeAnpHeTHTe MEPKH 3a HAAEKIHOCT 110 wi. 56 ot 3011, koraTo e
IPUII0KHMO.

3.2.10. B wacm Ill, pasoen "B: Ocnosanus, cebp3anu ¢ HecbLCMoSmMenHocm,
KOH@IUKM HA uHmepecu unu npoGecuonaino Hapyuwienue” Y9aCTHUKBT IeKiapupa
HaJIM4YHEeTO Ha 0OCTOATEIICTBATA 32 OTCTPAHABAHE OT YYACTHE B IIPOLEAypaTa o wi. 54, a. 1,
T.4,5,6u 7 or 30IL

OcHnoBanusara no wi. 54, an. 1, 1. 6 or 30II 3a orcTpansBaHe OT ydyacTue B
npouexypara ca 3a Hapymasane Ha Wi 61, am. 1, wi. 62, an. 1 wmu 3, wi. 63, an. 1 wm 2, q.
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118, wi. 228, an. 3, wn. 245 u wn. 301-305 or KT, wnm wi. 13, an. 1 ot 3akoHa 3a TpyZoBara
MUTPalis B TPyAOBaTa MOOMJIHOCT, WM AHAJOTHYHM 3a[b/DKEHHs, YCTAHOBEHM C aKT Ha
KOMIIETEHTEH OpraH, ChIVIACHO 3aKOHOJATENCTBOTO Ha IbpXKaBaTa, B KOATO KaHIMAATHT WIIH
YYaCTHUKBT € YCTAaHOBEH.

OcHoBanusita 110 4. 54, 1. 7 ot 3011 ce oTHacAT 3a IMUATa, KOUTO IpeACTaBIsABaT
Y4acTHHKa, WICHOBETE HAa YIPABUTEIHHM M HAJ30pPHH OpPraHM W 3a JPYrH JIMLE, KOHTO HMAaT
NPaBOMOIIMs [a yIpaXKHSABAaT KOHTPOJ IPH B3EMAaHETO HA PEUICHHWs OT Te€3W OpraHu. Ilox
"KOH(IMKT Ha HHTepecu" cleJBa Jia ce pa3bupa ompeneneHuero, aaxeHo B § 2, 1. 21 ot JIP
Ha 30II, xorato BB3/I0KHTENAT, HETOBH CIYKHTEIH HIIH HAETH OT HEro JIMIa H3BBH Herosara
CTPYKTYpa, KOHUTO y4acTBaT B IIOArOTOBKaTa MJIM BB3JIaraHeTO Ha oOliecTBeHATa MOphLYKa
MJIM MOTaT Jia TIOBJIHSAT Ha pe3ylTaTa OT Hesl, HMaT HHTEPeC, KOMTO MOXKe Ja BOIM 10 obnara
0 CMHCBJIA Ha WI. 54 OT 3aKoHa 3a NPOTHBOACHCTBHE HA KOPYIIIMATA M 3a OTHEMaHe Ha
HE3aKOHHO NPHI00HTO UMYIIECTBO U 3a KOWTO OM MOIJIO /1a ce MpHeME, Ye BJIHse Ha TAXHATa
Oe3NpUCTPACTHOCT ¥ HE3aBHCHMOCT BB BPB3Ka C BH3JIAraHeTO Ha 0OIIECTBEHATA TOPhYKA.

3.2.11. B wacm III, pasden '"I': Cneyuguunu HayuoHainu OCHOBAHUS 3d
usKkmoveane " y9aCTHUKBT IEKIIapUpa HAIMYHETO Ha:

3.2.11.1. OGcrosATencTpaTa 3a OTCTPAaHsABAHE OT yYacTHE B IPOIEypaTa 110 ull.
54, an. 1, 7. 1 u 2 ot 30II (ockxaane 3a npecTbiuieHus Mo Wi 172, wi. 194-208, 4. 213a-
217, wn. 219-252 w 4. 253-260 u un. 352-353e ot HK unm ananordysu B apyra Abpkasa
WICHKA WK TpeTa crpaHa). Te3sw ocHOBaHHA ce OTHACAT 3a JHI@ATA, KOHTO MPEACTABIABAT
YYacTHHKA, WIEHOBETE Ha YIPaBHTEIHH H HAJ30PHU OPraHH H 3a APYTH JIHLA, KOUTO MMAaT
NPaBOMOLIMSA Jla YIPAKHIABAT KOHTPOJI IIPH B3EMAHETO HA PELICHHS OT TE3H OPIraHH.

3.2.11.2. O6crosATencTBaTa 3a OTCTPAHABAHE OT IPOIEAYpaTa, MPOU3THYAINH OT
wi. 69, an. 1 oT 3akoHa 3a NPOTUBOZEHCTBHIE HA KOPYIIIMATA U 33 OTHEMAHE HAa HE3aKOHHO
NpUIOOUTOTO MMYLIECTBO, OTHACAIIM Ce [0 JIMILE, 3aeMalio BHCINA MyOIHYHA JUIBKHOCT,
KOE€TO B [OCJI€/IHATA €JHA TOAMHA OT M3II'bJIHEHHETO Ha IPABOMOLIMATA WIIH 3aIb/KEHUATA CH
mo ciyx0a € ydacTBaIO B IPOBEKJIAHETO HA IIPOLEIYPH 3a OOUIECTBEHH MOPBUKH H
IPEICTaBIABA YYaCTHHK B HACTOSINATA IPOLEAYpa.

3.2.11.3. CBBp3aHOCT € APYT YYaCTHHK B IPOLEAYPaTa 0 CMUCHIA Ha § 2, T. 45
ot IP na 3011, BB Bpe3ka ¢ § 1, T. 13 u 14 or JIP Ha 3akoHa 3a myOnM4YHOTO Npejiarade Ha
LICHHU KHUXKA.

3.2.11.4. Ilpeuku 3a yyacTHe B OOIIECTBEHH MMOPBYKH IO WI. 3, T. § oT 3akoHa 3a
HMKOHOMHYECKHTE H (DHHAHCOBHTE OTHONIEHHUS C JAPYXKECTBATA, PETHCTPUPAHH B IOPHCANKIIUH
¢ npedepeHLMaNeH NaHBYEH PEXHUM, CBBP3AHHUTE C TAX JIMIA M TEXHUTE NEHCTBUTEIHH
COOCTBEHHUIIH, OCBEH aKO € HaJIMIE H3KIFOUEHHETO 10 WI. 4 OT ChUIMS 3aKOH.

3.2.12. Y4acTHHLIUTE ca [UTBKHH J1a YBEJIOMSAT IHCMEHO BB3I0XKHUTEJIS B 3-/IHEBEH
CPOK OT HACTBIIBaHE Ha 0OcTOATENCTRO 110 Wwi. 54, an. 1 ot 3011, mexnapupano oT TAX B 4acTH
[T u III za EEJIOII.

3.2.13. B wacm 1V, pasoen "A: I'oonocm" y4acTHHKBT I0COYBA JOKYMEHTA, C
KOHMTO Jl0Ka3Ba cbOTBETCTBUETO cH 1o pasjen I[I1.1.1) or o0sBaeHHETO 3a ONOBECTIBAHE HA
obmiecTBeHaTta mopbyka: PaspelleHHe 3a THProBHA HA €IAPO C MEIMIMHCKH H3JIeNus,
usnaneno ot MAJI unu Jpyr 10KyMeHT, yI0CTOBEpSIBAIL PABOTO Ji@ ThPryBa ¢ MEAMIMHCKH
M3JeHsl, M3JaJeH OT KOMIETEHTEH OpraH Ha CBOTBETHAaTa AbpXkaBa. Paspemenue wuiu
YZAOCTOBEPEHHE HE CH M3HMCKBA OT IIPOM3BOJHMTEIMTE HA MEJHIMHCKH H3/C/Hs, YCTAHOBEHH
Ha TepuTOpHATa Ha Penybinuka bearapus, kato ToBa 00CTOATENCTBO CE€ ITOCOYBA HA CHUIOTO
msicto B EEJTIOIT.

3.2.14. B vacm 1V, pasden "B": Texnuwecku u npoghecuonannu cnocobrnocmu"
YHaCTHUKBT [10COYBA JIOKYMEHTA, C KOHTO JI0Ka3Ba ChOTBETCTBUETO cH 1o paszzen I11.1.3) ot
00sIBIICHHETO 3a ONOBECTsABaHE Ha obIecTBeHaTa IHopbyka: CepTH(HKAT, yIOCTOBEpSBAILL
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BHEJ/IpEHA CHCTeMa 3a yrpasjeHue Ha kauecTBOTo EN ISO 9001 u/umu EN ISO 13485/13488
W/WIM eKBUBAIEHTHA, ¢ 0OXBaT B 00/NacTTa HAa MPOM3BOACTBOTO H/MIHM THPIOBHATA C
MEIMLIUHCKY U3JIETTHS.

3.2.15. Koraro mumara mo wi. 54, an. 2 u 3 or 30I1 ca noBeye OT eIHO H 3a TAX
HAMa pasiau4yye 110 OTHOLIEHME Ha obcrosrencrBara mo wi. 54, an. 1, . 1, 2 u 7 ot 3011,
EEJIOII moxe na ce MOANMMIIE CaMO OT €IHO OT Te3H JIMIA, B CIIy4ail Ye IIOIIMUCBAIIHST
pasmonara ¢ HHGpOpMalMA 3a JOCTOBEPHOCTTA Ha JCKJIAPUPAHUTE OOCTOSATENCTBA 110
OTHOIIEHHE Ha OCTAHAIHUTE 3a/Ih/KEHH JIHIIA.

Koraro e nanuiie HeoOX0IMMOCT OT 3allUTa HA JIMYHUTE JaHHHM [IPH Pa3IHUHE B
oOcTosTeNcTBaTa, CBHP3aHH ¢ JTMYHOTO CHCTOSHHE Ha JiMnara mo 4. 54, an. 2 u 3 or 3011,
HHpOpMalMATa OTHOCHO M3HCKBaHHsTa 10 Wi. 54, an. 1, T. 1, 2 u 7 or 30II ce nombiea B
otzenen EEJIOIN, noanucas oT ¢ChOTBETHOTO JIHIIE.

B EEJIOII morar na ce cpabpxat u obcrositencrsara 1o wi. 54, an. 1, 1.3 - 6 ot
30I1, xaKkTo ¥ Te3H, CBBP3aHU C KPUTEPHUTE 3a MOIOOP, aKO JIMIIETO, KOETO IO IMOITHCBA,
MOe CaMOCTOSATEIHO J1a IIPE/ICTaBIIABA CHOTBETHHS CTOIAHCKH CYOEKT.

Ilpu HeobxoguMocT 0T AekIapupane Ha 00CTOsATENCTBATA MO0 Wi, 54, an. 1, T.3 - 6
or 30II, KakTo M Te3H, CBBP3aHH C KPHTEPHHTE 3a I10J00p, OTHOCHMH KBEM 0OeJUHEHHE,
KOETO HE € IOPUAMYECKO JIMIle, NpelacTaBIsaBammar obenuHenrero nmogasa EEJIOIT 3a tesn
obcTosATENCTRA.

Koraro 10KyMeHTH, CBBLp3aHH ¢ y4acTHe B OOILICCTBEHH MOPBYKH, CE TONABAT OT
JIUIE, KOETO NPEJICTaBIsIBa yHacTHHKA 0 mbjaHomoume, B EEJIOIT ce nocousa uHpopManms
OTHOCHO 00XBaTa Ha IIpeJCTaBUTEHATA MY BJIACT.

3.2.16. Ilpennpuernte MepkH 3a HAZEKIHOCT mo wi. 56 ot 30II, korato e
[PUJIOKHMO WM HAJIMYHETO Ha M3KIIOYEHMS 0 4. 4 oT 3aKoHa 33 MKOHOMUYECKHTE U
(hHAHCOBHTE OTHOIIEHHS C JPY)KECTBATA, PETHCTPHPAHU B IOPUCAMKINY ¢ NpedepeHInaIeH
NAHBYCH PEXKHM, CBEP3aHUTE C TAX JTHIA U TeXHHUTE JeHCTBHTEIIHHA COOCTREHMIIN.

IIpennpueTHTe MepKH 3a HameXAHOCT 1Mo wi. 54 an. 1, T. 6 ot 30I1 morar na
ObJarT camo MO OTHONIEHHWE HA HApYIICHHS, CBBP3aHH ChC 3AIUIAIIAHETO Ha Tpyza (IO wi.
128, un. 228, an. 3 u w1 245 ot KT). He npejcrasnspa MapKa 3a HaJIexTHOCT 3arLIalIAHeTo
Ha HaJlO)XKCHO aJMHHUCTPaTHBHO HakasaHue (rjoba MM MMYILIECTBEHA CaHKIMA) 3a
Hapywenus Ha KT.

3.2.17. Yuactaunure Morar ja usnoinssat EEJ[OI], koifTo Bede e OmII H3MO/I3BaH
IpH TNpeaxoaHa mpoueaypa 3a oOllecTBeHa MOPBLYKA, NPH YCJIOBHE, Y€ MOTBLPIAT, ue
ChABPKAIlATa C€ B HEro MH(pOpMAalUs BCe OLIe € aKTyalHa, IIPH YCIOBHATA Ha wi. 44, am. 2
ot [IT130I1.

3.3. llpu yyacTHHIH OOeIMHEHHS, KOMTO HE Ca IOPUAMYECKH JIHIA — KOMHE OT
JDOKYMEHT, OT KOMTO Ja € BUIHO IPaBHOTO OCHOBAHHE 3a Ch3/IaBAHE Ha 00eIHHEHUETO, KAKTO
W cieaHaTa MHGOpPMAlMs BbB BPb3KAa ¢ KOHKpETHAaTa OOLIECTBEHa MOpBYKA: NpaBaTa M
3a[b/UKCHHATA HA YYaCTHHMIMTE B OOCAMHEHHETO; DPA3NPEIEICHHETO Ha OTrOBOPHOCTTA
MEXKIY YJI€HOBETE Ha O0EIWHEHHETO; NEHHOCTHTE, KOMTO IIE H3IIBLJIHSABA BCEKH 4iIeH Ha
00eTHHEHHUETO.

3.4. llenoBo mpe/ioXeHHe, CHABPIKAIIO MPEUIOKEHHETO HA YIACTHHKA OTHOCHO
lieHaTa 3a IpuaoOHBaHe — M0 3aabDKuTeNeH obpasen [Ipunoxenne Ne 1.1, 1.2 w/uwm 1.3.

3.4.1. IlpennoxenuTe neHyu ga ca B seBa, 6e3 JIJIC, 3akpbIyieHu 10 BTOPHS 3HAK
cllesl JeCeTHYHATA 3areTasl.

3.4.1. YyactHunuTe no obocobena mosuims Ne 1 ca JTBXKHH B IEHOBOTO CH
IpEUIOKEHUE Na MocoyaT LeHata 3a 1 Op. kaceTa M HeHHATa BMECTHMOCT B KMJIOTPAMH U
neHara 3a 1 Kr. cyx 6ukap6onat. Hanp. ako kacera ot 1.4 kr. e ¢ nena 12 nesa, To 1eHara 3a
1 kr. € 8.57 neBa. OnieHsBaHETO I Ce U3BLPIIBA Ype3 CPAaBHEHHME Ha IeHaTa 3a | Kr.
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3.4.3. KoraTo y4yacTHHK mozasa odepra 3a moBede oT efHa 060co0eHa MO3HIHS,
3a BCAKA OT IO3ULMHUTE CE IPECTABAT OTAEIHO IIEHOBO NPEIOKEHHE.

3.5. Texnudecko NpeIoKeHHe, ChIAbPHKALIO:

3.5.1. Texnuyecko nmpeanoxeHue - Mo 3agbDKUTENeH obpasen [Ipunosxenue No
2.1, 2.2 w/umm 2.3 ot obpa3iurTe JOKyMEHTH KBbM JOKYMEHTAIMATA 38 YYACTHE.

B T03M JOKYMEHT y4aCTHUKBT:

- /Jeknapupa CBOTBETCTBHETO Ha Mpe/UIaraHUTe MEJMIMHCKA M3JCIUs Ha
M3HCKBAHHATA, IIOCOYCHH B TeXHMYeCKaTa Cliequ(UKaLMs OT JOKYMEHTAIMATA 3a YIaCTHE.

- Jlexyiapupa cpoka Ha BaJHIHOCT Ha odeprara,

- Jlexiapripa mpHeMaHeTO Ha CPOKOBETE 3a: M3MBJIHEHHE HA JI0r0BOpa, MIAIIAHE,
J0CTaBKa U TOJHOCT Ha JOCTABIHUTE MEIHIIMHCKH U3/ICIINS;

- Jlexnapupa npyru oOCTOATENCTBA, M3HCKBAHH OT BB3JIOKHUTEIS H IIOCOUSHH B
o0pasena Ha JIOKyMEHTa.

3.5.2. Jloka3arencTBa 3a NMPUIOAHOCT HA IPEJIAraHUTE MEIUIIMHCKH W3/E/IHs:
IIPOCIIEKT, KATaJor, CuelupuKalus W/MIH JOKYMEHT 33 TeXHHYecKara XapaKTepHCTHKa Ha
U3/IeJIHsATa WIH IPYr pPaBHO3HAYEH JOKYMEHT, H3JaJleHH OT HPOM3BOMUTEN, JOKA3BAIIX
CHOTBETCTBUETO ¢ TexHuueckara cnennduKaIms oT JOKYMEHTAIMATA 3a YUaCTHE.

3.5.3. Koraro yyacTHuK mozjaBa odepra 3a moBeye oT efHa o6ocobeHa Mo3UIms,
32 BCAKA OT TO3MIHHUTE CE MPEACTABAT IOOTIAETHO KOMILUIEKTYBAHH JOKYMEHTH IO TOYKH
3.6.1 - 3.6.3. KommuiexkToBaHeTO MOXE /1a € B OT/ENEH IUIHK, Malka, ko6 3a JTOKYMEHTH HJIM
OpraHH3UPaHO MO JPYTr HAYHH, 110 KOHTO Ja MOXeE Ja Ce YCTaHOBH 3a KOsl 000co6eHa Moz ius
Ce OTHACHT TOKYMEHTHTE.

3.5.4. Beexku y4acTHHK MOXe J1a IpeficTaBu oepra 0 eIHa, IIOBeYe OT eIHA WK
110 BCHYKH 000CO0CHHM MO3HUIHH.

IleHOBOTO NpeIokeHHe MOsKe Ja He ce MOCTABS B OTAeJeH 3aNe4aTaH IIHK,
Thil KaTO BB3JIOKHTENAT € NMPeIBHAM PA3rJIesKIaHeTO HA AOKYMEHTHTEe Ja CTAHe M0
peaa na 4. 104, an. 2 ot 30I1.

Bb3/10:KHTENAT He H3HCKBA NpPEICTABEHHTE OT YYACTHUIMTE A0KYMEHTH 2
ObJaT NocTaBeHH B OTAEJIHH IUIMKOBE, NaNKH H/HIH K000Be 3a JoKyMeHTH. B
cIy4yauTe, KOraro JOKYMEHTHTe TpsiOBa aa 0BbAAT KOMILIEKTOBAHH IO OTAEIHH
000co0eHH MO3HUMH, YYACTHUKBLT MOKe Ja T'H KOMILIEKTOBA 10 HAYHMH, KOWTO HaMepH
32 MOAXO0AN.

4. Pasrne:xxnane Ha opepruTe:

4.1. ITomyuenute odepTr ce OTBApAT Ha NMyOIMYHO 3aceaHMe, HA KOETO MOTAT Ja
IPUCHCTBAT YYaCTHUIMTE B IIPOLEAYpaTa WM TEXHH YII'BIHOMOIIEHH IPEICTaBUTENH, KaKTO
M MPEJICTaBUTENH Ha CpeCcTBaTa 3a MaCOBO OCBEIOMSIBAHE.

4.2. Bp3n0oKUTEAT NPEJBUIKIA Pa3IIeKIaHeTO Ha OQEPTUTE a ce M3BBPIIA 110
pena Ha wi. 104, an. 2 or 3O0Il, mpu KOeTo OIEHKATA HA TEXHMYECKHTE M I[EHOBHTE
NPEUIOKEHUS] HA YYACTHHAIUTE 1€ CE W3BBPIIN NIPEIH MPOBEXKIAHETO HA MPEJBAPUTETHHUS
nooop.

4.3. JleficTBUATa HA KOMHCHATA 32 M3BBPLIBAHE Ha MOAOOpP HA KaHIHIATHTE M
Y4aCTHHIINTE, pasriex/1aHe | OleHKa Ha odepTuTe (KoMmucuaTa mo wi. 103, an. 1 ot 30I1) ce
H3BBPLIBAT B CJI€/IHATA MTOCIIEI0BATEHOCT:

4.3.1. xoMHCHATAa OTBapsi MO pelda HA TAXHOTO NOCTBIIBAHE 3ale4aTAHHTE
HEIPO3payHy ONAKOBKH M OIOBECTSBA TAXHOTO ChALPIKAHHE, BKIFOUHTEIHO IPEUI0KEHUITA
Ha YHaCTHHIIMTE I10 ITOKAa3aTeJ/Id 34 OLIEHKa Ha OQ)CPTHTG;
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4.3.2. TEXHHYECKOTO M IIEHOBOTO NpPENTOXEHHE HAa BCEKM OT YYACTHHIHTE Ce
MOANMHCBAT HaM-MAJIKO OT TPHMa 4ICHOBE Ha KOMHCHATA W C€ Mpeyiara 1o eidH OT
NPUCHCTBALIMTE MPEACTABUTE/IM HA IPYTUTE YYACTHHIIM JIa I'M [IOIIUINE, C KOETO NyOaM4HaTa
YacT OT 3aCeNaHHUETO IPUKITIOYBA;

4.3.3. xkomucHsTa pasriexIa PEeICTABEHHTE O(pEepTH M OLEHABA CBIVIACHO
130paHusl KPUTEPUH 3a BB3JIAraHe Te3M OT TIAX, KOMTO CHOTBETCTBAT HA I[IPEABAPUTEIHO
00sIBEHUTE YCIIOBHSI,

4.3.4. KOMHCHSATA pasTekAa NOKYMEHTHUTE, CBBP3aHH C JIMYHOTO CHCTOSHUE H
KPHTEPHHUTE 34 110J100p, Ha YUACTHHIHTE B HU3XOMSAIL PeJ| CIPSIMO IOIYICHUTE OLEHKH,

4.3.5. Korato yCTaHOBHM JIMIICA, HENBJHOTA WM HEChOTBETCTBHE Ha
UHPOPMAIHATA, BKIIOYUTEIHO HEPEJOBHOCT MK (JaKTHUECKA IPELIKa, MM HECHOTBETCTBHE ¢
M3HUCKBAHUATA KbM JIMYHOTO CBHCTOAHHME MM KPUTEPUUTE 3a MoaOOp, KOMHUCHATA ITHCMEHO
YBEJIOMSIBA YYaCTHHKA;

4.3.6. B cpok 110 5 paGOTHH JHHU OT IOJTYYaBaHETO HA YBEJIOMIECHHETO YYACTHHKBT
moxe na mpeacraBu HoB EEJIOII w/mma apyru mokyMeHTH, KOHTO CBIBpIKAT NPOMEHEHa
H/AIH DOIbIHEeHa HHPOPMALIKS;

4.3.7. xoMHCHATa pas3INIeKaa AOKYMEHTHTE, CBbP3aHH C JIMYHOTO CHCTOSHHE H
KPUTEPUHTE 3a I0A00p [0 YCTaHOBABaHE Ha CHOTBETCTBHE C M3HMCKBAHMATA HA JBAMa
Y4aCTHHIIM, KOMTO KJIaCHpa Ha 'bPBO U BTOPO MACTO; OCTAHAIIMTE YYaCTHHIM, YUUTO odepTy
ca OLIEHEHH, HE Ce KIIacHpar.

S. Cxini04BaHe Ha JOTOBOP 32 H3N'bJIHEHHE HA 00IIeCTBEHATA IOPBYKA.

5.1. Ilpu moanMcBaHeTO Ha IOTOBOpA 3a OOIIECTBEHA MOPHYKA, U3IIBJIHHTENIAT €
JUTB)XKEH J1a IPEJICTaBH:

5.1.1. AxTyamHu IOKYMEHTH YyJOCTOBEpSIBAIllM JIMIICATA HAa OCHOBAHHS 34
OTCTpaHsABaHE OT IMpoLeIypara, KaKTO H CHOTBETCTBHETO C IOCTABEHHTE KPUTEPHM 32
noznbop:

- 3a oOcTosATencTBaTa mo wi. 54, an. 1, 1. 1 ot 3011 - cBUIETENCTBO 32 CHIUMOCT;

- 32 00cToATENCTBOTO 1O WL 54, an. 1, 1. 3 ot 3011 - ynocrosepenue ot OopraHure
[0 MPUXOIMTE H YIAOCTOBEPEHHE OT OOIMHATA MO CEHANHMINETO HAa BBJIOKHTENS W Ha
KaH/IMAaTa UJTH YIaCTHHKA;

- 3a 00CTOSATENCTBOTO MO Wi. 54, an. 1, T. 6 - yIOCTOBEpEHHE OT OpraHHTE Ha
WsnenuuTenna arennus " aBHa HHCNEKIMS 10 Tpyaa';

- CepTH(MKAT 3a NpUJaraHe H IOANBPKAHE HA CHCTEMA 3a YNpABIEHHE Ha
kauectBOTO EN ISO 9001 m/mmu EN ISO 13485/13488 w/unu exBuBaneHTHa, ¢ 06XBar B
00nacTra Ha MPOU3BOACTBOTO H/MIIH THPrOBHATA C MEIUIIMHCKH H3/IEIH.

5.1.2. Jlexnapauus mo wi. 59, am. 1, 7. 3 ot 3akoHa 3a MepKHTE Cpelly H3MHpaHe
Ha MapH — 110 3a1bJDKUTETHNS oOpaszer [Ipunoxenne Ne 3.

5.2. He ce cxiouBa JIOroBOpP C H3ITBJIHUTEN, KOUTO HE M3INBJIHM 3a1bDKEHHETO,
[I0COYeHOo B Touka 5.1.1 u 5.1.2.
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MIPOEKT
TOTOBOP

Huec.................2019 rog. B rp. oOpuy, Ha ocHoBanue wi. 112 u ¢i1. oT 3akoHa 3a
00IIECTBEHHUTE OPBUKH, C€ CKITIOYH HACTOSIIHST JOTOBOP MEXKIY:

............................................................................................ , CBC Ccejaume B
............................... U QIpPeC  HA  YIPABIEHHE. ...cuieerirriieienenieeeenanteisessesaseesssaesassessessens

B K cisowionommssmnnissisine ; Tpe/icTaBIsIBaH & 1,
....................................................... s B KOECTBOTO MY H¥souumssssvsmiisssiiaisism
ompezieneH 3a M3NeIHHTEN ¢ Pemenme Ne ................ Clle[] NpoBEJieHa Ipolexypa 3a
Bb3larane Ha oOmecTBeHa mopbuka THI "oTkpuTa' No 00083-2019-......... , C TIpeIMer:

Ileproanyna nocTaBKa Ha KOHIIEHTPAaTH 3a XEMOIMAlM3a W Pa3TBOPH 3a Ae3MH(EKIHs Ha
Xemoauanu3Hu anapatd Mapka: AK 98, mosen: BIO VERSION, npoussoactso Ha BAXTER
GmeH GAMBRO

u

"MHOI'OITPO®UITHA BOJIHULIA 3A AKTUBHO JIEYUEHUE-JOBPHUY" AJl
rp. obpu4, cbe cepanuine u ajpec Ha ynpasiaenue: rp. Jlo6puy, yi. “ITanaitor Xuros" 24,
ten.  058/600160, dakc: 058/600414, e-mail: oblb@bergon.net, EMK 124141302,
npencrasisiBado ot J[-p Cserosap badiwes Iletpor  — Msmbianutenen Jlupektop Ha
JIpyxecTBoTo, Hapuyana KYITYBAUY.

CTpaHHTe Ce CcrmopasymMdaxa 3a CIICOTHOTO:

ITPEJIMET HA JIO['OBOPA U IIEHU

Ynen 1.(1) [IponaBaubT npogasa Ha KymyBada CTOKHTE 110 06ocobeHa mo3uims No
b A 3a KOSATO/KOHTO € ydyacTBall B OTKPHTATa MPOIEAypa 3a Bh3JaraHe Ha OOIeCcTBEeHA
MOpBYKa.

(2) LleHOBUTE NpeIOKEHNS HA TPOIABAYA Ca ... ..............

(3) Ilporno3HuTe KOJMYECTBA, MOCOYSHH B MOKYMEHTALMATA 3a OOLIECTBEHA
NopbYKa He NOPaX/aT 3a1b/DKEHHE 3a KyITyBada J1a M'M 3aKyIH B II0COYEHHS 00eM.

CPOKOBE U HAYMH HA TUIAIIAHE

Ynen 2. CpoksT Ha HAaCTOSIIHS JOTOBOP € 12 Mecela OT 1aTara Ha MONMCBAHETO
my. JIoroBOpBT IPOABIDKABA JAEHCTBHETO CH 0 CKIIOYBAHETO Ha JOTOBOP ¢ APYT M3MBIHHUTE
cJle/] MpoBEKIaHe Ha 00IecTBeHa ITOPBHUKA.

Ynen 3. Crokure me ObAaT JOCTaBSHM OT HpOJABava Ha Kynysaua B cpok 10
(meceT) KaneHIapHU JHH, CIIe]] 3aABSABAHETO HM.

Ynen 4. JIp/okuMaTa Ha MpojaaBada cyMa II0 BCSKa OT/E]IHA JOCTaBKa IIe Obie
niaaTeHa OT Kymysaya mo OaHKoBaTa cMeTKa Ha IpojaBada B cpok mo 60 (imectiecer)
KaJIEH/IapHH JHH CJIeJ H3aBaHeTo Ha (akTypa OT MpojaBava.

Ynen 5. CpoksT Ha rofHOCT: He MO-KpaTbk OT 6 (ImecT) Mecena OT AaTaTa Ha
JOCTaBKaTa.

MACTO HA USITBJIHEHME U TIPEMHMHABAHE HA COEGCTBEHOCTTA
Hnen 6. 3a MsACTO Ha JoCTaBsHE Ha CTOKMTE ce ompenens “MBAJI-Jlo6pua” AJ]
rp. Jo6puu, yn. “Tlanaiior XutoB” Ne 24, 3BeHO ,,boHuyna anteka”.
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Ynen 7. CoOGCTBEHOCTTa BBPXY HOCTABSHHUTE CTOKM W PHUCKBT OT IIBJIHO HIH
YaCTHUYHO MOTHBAHE HA CTOKHTE IPEMHHAaBa BBPXY KyIyBaya OT MOMEHTA Ha IIPHEMAHETO UM
Ha MsACTOTO Ha JOCTAaBAHE C NPHEMO-TIPENABATENeH IPOTOKON HJM JpPYr paBHO3HAUYEH
JIOKYMEHT.

IMPABA W 3AJIBJDKEHMS HA ITPOJIABAYA

Ynen 8. (1) TlpomaBaybT € ANBKEH Ja CKIOYM JOTOBOP 3@ TOAM3MIBIHEHHE,
KOrato ¢ oOsBUJI B 3asIBJIEHHETO CH 3a y4aCTHE MOJI3BAHETO Ha MOJAM3IBIHUTENL B cpok 1o 3
JIHH OT CKJIIOYBAHETO HA JOTOBOP 3a MOJM3NBJIHEHHE WIH Ha JONMBIHHUTEIHO CIIOpa3yMeHHe
3a 3aMsHA Ha MOCOYEH B 3a4BJICHHETO MOJM3IIBIHUTEN H3NBIHHUTENAT H3Ipalla KOIWe Ha
JIOrOBOpa HJIM Ha JOIBIHHTEIHOTO CIIOPAa3yMEHHME Ha BB3JIOKHTEIIA 3ae/HO C JI0Ka3aTelICTBa,
4e ca M3II'bJIHEHH YCIOBUATA 110 4. 66, an. 2 u 11 ot 30I1.

(2) Tlogu3mbaHWUTENMTE HAMAT MpPaBO JAa MPEBbL3JaraT €IHa WA I0BEYe OT
JIEHHOCTHTE, KOUTO ca BKIIOUEHH B IIpeIMeTa Ha JOroBOpa 3a IOAH3IIbIHEHHE.

(3) HezaBucuMO OT BB3MOXKHOCTTA Ja C€ H3IOA3BAT IOAU3IIBIHUTEINH,
OTrOBOPHOCTTA 38 M3IBJIHEHHE Ha JIOr0BOpa 3a 001IecTBeHA TOpBhYKa € Ha Ipo/iaBaya.

(4) KynyBausT HAMA J1a U3BLPINBA JUPEKTHH PA3ILIALIAHUS C [IOAU3IIbIHUTEIINTE

Unen 9. IlpogaBaysT € JUIBXEH A JOCTaBs CTOKH, KOMTO OTroBapsT Ha
M3HCKBAHHATA, IIOCOYCHH B TEXHHYECKHTE CHEHH(HKAIMH OT [OKyMEHTalusATa 3a
oOLIecTBEHA TOPHUKA.

Unen 10. IlpojiaBaubT B CpOKa Ha JOrOBOpA € JUILIKEH Jla MMa paspelleHue WilH
YAOCTOBEPEHHKE 3a ThProBHs Ha €IpO ¢ MEIUIIMHCKH W3, U3AaaeHo oT V3nbaHuTenHus
mupextop Ha MAJI o pena na 3MU.

Hnen 11. [ponasausbT B cpoKa Ha JOrOBOpA € JUIBKEH Jia MPHIara M Moibpika
cuctema 3a ynpasieHne Ha kadecTBoTo EN ISO 9001 w/mmu EN ISO 13485/13488, u/umn
eKBHBAJIEHTHA, ¢ 00XBaT B 00/1aCTTa Ha IIPOM3BOACTBOTO W/HJIM THLPrOBHMATA ¢ MEAMIMHCKH
H3JIEITHS.

Unen 12. IlponaBausT e IIBKEeH Oa HW3Jaje B CPOK (akTypa 3a JOCTABEHHTE
CTOKH.

ITPABA U 3ABJDKEHWA HA KYITYBAYA

Unen 13.(1) KynyBaysT HMMa @mpaBo 1a IpoBepsiBA KOJHYECTBOTO Ha BCIKA
OTJE/IHa J0CTaBKa, KaTo IPH YCTAHOBABAHE Ha HECHOTBETCTBHE € JIBXKEH Jd YBEIOMH
pojasaya B CPOK OT 24 yaca.

(2) Ilpu ycraHoBsiBaHEe Ha HECHOTBETCTBHE B KaYE€CTBOTO HA JOCTABEHHMTE CTOKH
KYIyBa4bT € JUIbKEH Ja yBeJIOMH IpoJaBaya B CpPOK OT 24 yaca.

(3) HecwoTBeTcTBHETO Ha KOIMYECTBOTO M KAyeCTBOTO CE€ YCTAHOBSBA C
IIPOTOKOJI, ChCTABEH OT KOMHCHS, ChCTaBeHA OT JUTBKHOCTHHUTE JIMIA HA KYITyBaya.

(4) B ciydaii, ye mpoxaBaysT B CPOK 0 24 yaca cjel yBeIOMSABAHETO 1O ail. |
OCIIOpPH MHCMEHO HECBOTBETCTBHETO HA KA4YE€CTBOTO, TOH MOXKE Ja MCKa IPOBEpKAara My OT
YI'bJIHOMOIIIEHA 1a00paTOpHs, Ype3 B3eMaHe Ha KOHTPOJIHH 00pa3iu (MOCTPH) OT 10CTaBKATa
U CPaBHABAHETO MM C MPEJCTaBEeHHTE 00pa3ly (MOCTPH) IPHU yYacTHETO B OOIIECTBEHATA
HOpBUKA.

YUnen 14. KynyBaubT € IThXKEH Ja 3alllaTH yrOBOpeHara IieHa B pasMepa, 110
HAYHHA U B CPOKA, ONPEAEICHH B HACTOSLIUSA JIOTOBOP.

HEYCTOMKHU
Ynen 15.(1) IIpu 3abaBa Ha noctaBKa OT CTpaHa Ha IpojaBaya ¢ moBede oT 24
(aBanecer u uyeTHpHM) yaca, KyImyBaybT MMa IpPaBO 1@ MOJIY4H HEyCTOWKka B pasmep Ha 0.1
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(Hyna mano, eHa JeceTa) Ha CTO OT CTOMHOCTTa Ha 3abaBeHaTa JOCTAaBKa 3a Beekd 24 yaca
3abaga.

(2) Ilpn ycraHoBsiBaHE Ha HECHOTBETCTBHE B KOJMYECTBOTO, IIPOJABAYBT €
JUIBKEH 14 JOCTAaBH JIHICBAIIOTO KOJMYECTBO IPH CJIe/IBAlNaTa 0CTaBKa, a [PH NOHMCKBAHE
OT CTpaHa Ha KymyBada B CpokK OT 24 uaca. [IpM HeusIbJIHEHHE Ha TOBA 3aIbILKEHHE
KyIyBauybT HMa MPaBO JIa II0JIy4YHd HEYCTOHKa B pa3Mep Ha 5 (IIeT) Ha CTO OT CTOWHOCTTA Ha
JIMIICBAILOTO KOJIHYECTBO.

(3) Ilpu ycranoBsiBaHe Ha HECHOTBETCTBHE B Ka4€CTBOTO, POAABAYBT € [UTBIKEH
Jla TOCTaBH CTOKH C YTOBOPEHOTO KadeCTBO IPHU CJIE/BAINATa JOCTABKa, a MPU [IOMCKBAHE OT
CTpaHa Ha KymyBaya B CpOK OT 24 waca. [Ipu HenmsnbIHEHHE Ha TOBa 3abJKEHHE KyIIyBAYLT
HMa MpaBO Ja MOJy4H HEYCTOHWKa B pa3sMep Ha 5 (meT) Ha CTO OT CTOMHOCTTA Ha
HEKavecTBEHaTa J0CTaBKa.

(4) B cioyuamTe mo anuued 2 W 3, ako IMpoJaBaybT HE JOCTABM JIOTOBOPEHOTO,
KyInyBa4ybT MMa IMpaBO 1a 3aKylnd HEOOXOJMMHTE MY CTOKH OT JPYr JOCTaBYHK, KaTo
pasjiuKaTa Mex/y LieHaTa II0 J0roBopa M JEeHCTBUTENHO 3aIlllaTeHaTa IieHa € 3a cMeTKa Ha
IpoJaBaya.

Ynen 16.(1) Tlpu oTka3 Ha mponaBaya a TOCTABH 3asBEHUTE My CTOKH HIIH I
3abaBa moBeye OT 48 (deTHpHAECeT M OCeM) 4Yaca, KyNyBaybT HMMa MNpaBO Ja 3aKyIlH
HEOOXOJMMHTE MY CTOKH OT JPYT IOCTABYHK.

(2) B ciyqaunte mo npeaxo/HaTa auHes pasaHKaTa Mex iy [ieHaTa Mo J0roBopa H
JIEHCTBUTEIIHO 3aIUIaTeHaTa [IeHa € 3a CMeTKa Ha IpojaBaya.

Ynen 17. KynmyBausT mma mpaBo Ja ucka oOe3IIETCHHE B IThJ€H pasMep Ha
BPEINTE, KOUTO € IPEThPIAI B pe3yTaT Ha 3a0aBeHaTa W/WIH HEKa4eCTBEHATa TOCTaBKa.

Yien 18. Ilpu 3abaBa Ha IUlalaHe OT CTPAaHA HA KyNyBaya, MOCIHCAHHUST IbJIKH
Ha Ipo/iaBaya HEYCTOoHKa, B pa3Mep Ha 3aKOHHATA JIHXBA.

Ynen 19. Heycrolikute, 00e3meTeHUATa U IEHOBUTE Pa3IHKH 10 wi. 16, am. 2
Morat J1a ObaaT yabpKaHH OT BCSIKO IB/KMMO Ha I1poJiaBada MialaHe.

[TPEKPATABAHE HA JIOTOBOPA

Ynen 20. [loroBopsT ce npekparssa

1. ¢ m3THYaHEe Ha CPOKa, 33 KOHTO € CKIIIOYEH, OCBEH B CIyYaHTe 110 4. 2, H3p.
BTOPO.

2. IPH CHCTEMHO HEM3IIBJIHEHHE Ha JOCTABKHTE MO KOJIHYECTBO W/HMIIH KAuecTBO
OT CTpaHa Ha mpojasaya. [loa CHCTEMHO HeM3NbJIHEHHE ce pa3dHupa TaKoBa, H3BLPIICHH [Ba
M MOBEYE IbTH B PAMKHTE Ha €IWH KaJleH[apeH MECEIl, MU MOBEYE OT TPH ITBTH B PAMKHUTE
Ha CPOKa Ha J0roBOpa;

3. IIpH CH3/1@BAHETO HA YCTOBHSA 32 JOCTABKA HA CTOKUTE, NPEJIMET HA JOTOBOpPA
CJIe/l IPOBEKIAHETO HA LIEHTPATH3HPAHH eJIEKTPOHHH THPIOBE.

4. B ciiyvaid, ye Obae mpoMeHeHa HOpMAaTHBHATa ypenda, B pe3yiTaT Ha KOeTo
OTIaJHe HeOOXOAMMOCTTA OT [I0CTABKaTa Ha CTOKHTE, KOUTO Ca IPEe/IMET Ha JOTOBOPa;

5. OpH HEBB3MOXHOCT Ja Ce OCHTYpH (HMHAHCHpaHE 3a H3MBIHEHHETO Ha
NOpPBUKaTa IO NPHYHHH, KOMTO KyIIyBaubT HE € MOI'BJI Ja [IPEIBHIH.

JPYTU YCIIOBHA

Ynen 21. Crpanure 1o 10roBopa He MOTaT Ja 'O W3MEHSAT, OCBEH B CIyYaMTe,
npeaBuaeHH B wi. 116 ot 3011,

Ynen 22. CrpanuTte mo A0TOBOpa INE PELIABAT BH3HHUKHAINUTE 110 H3MBIHEHHETO
CIIOpPOBE 0 B3aHMHO CBITIACHE, & aKO TOBA € HEBB3MOXKHO, 1o pena Ha ['TIK npen pomoso
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KOMIIETEHTHUAT CBA B IP. JIo6puy, ocBeH B ciydamuTe, KOraTo [PETEHIHMTA € Ipe/isBeHa 110
pezia Ha 3al0BeIHOTO IIPOU3BOJICTBO.

YneH 23. 3a BCHYKM HEYpPE/ICHH 110 HACTOSIIMS HOTOBOP BBIPOCH IIE CE TIpHiarar
pasnopenbute Ha 30I1, I1I130I1, 33/] u T3.

HUnen 24.(1) 3a BamumHu ajJpecH 3a NPUEMaHE HA CHOOILIEHHS, CBBP3AHH C
HACTOSALIMS JIOOBOP CE CMATAT aJIPeCHTe, IOCOUEHH B HAYAJIOTO Ha JIOrOBOpA.

(2) Ilpu npomsna Ha NaHHMTE IO NIPEIXOAHATA ATHHEs, ChOTBETHATA CTPAHA €
JUI'bKHA [1a YBEJOMH JIpyraTa B TPUIHEBEH CPOK OT [IPOMSIHATA.

Ilpn cheraBsHe Ha HACTOAIIMAT OOTOBOP C€ MPENCTABAXA OT M3IBIHHTENS
CIIeIHUTE TOKYMEHTH:

1. AKTyalnHM JOKYMEHTH YHOCTOBEpSBAIM JIMIICATa HA OCHOBAaHHS 3a
OTCTpaHsBaHe OT MPOIENYpaTa, KakTO M CBOTBETCTBUETO C IIOCTABEHHUTE KPHTEPHH 34
noadop:

- 3a oOcTosTencTBara o wi. 54, an. 1, T. 1 ot 3011 - cBUmETENICTBO 32 CHAMMOCT;

- 33 00cTOATENCTBOTO 1O il. 54, an. 1, T. 3 ot 3011 - yanocrosepenue ot opranute
[I0 IPUXOJIUTE M YJIOCTOBEPEHHE OT OOINMHATA [0 CENAIHMINETO Ha BB3JIOKHUTENS W HA
KaHIMIaTa WA yYacTHHKA,

- 32 00CTOATENCTBOTO 1O 4. 54, an. 1, T. 6 - yAOCTOBEPEHHE OT OpPraHHTE Ha
MsneauTenna arennus " TaBHa HHCTIEKIHA MO Tpyaa";

- cepTU(UKAT 3a IpuIaraHe M MOMIbPXKAHE HAa CHCTEMA 3a YIpaBICHHE Ha
kagectBOTO EN ISO 9001 m/mmu EN ISO 13485/13488 w/unu exBuBaneHTHa, ¢ 06XBar B
00J1aCTTa Ha MPOU3BOACTBOTO M/HIJIH THPTOBUATA ¢ MEIHIIMHCKU H3/IEITHS.

2. lexnapaius 1o 4i. 59, an. 1, T. 3 or 3akoHa 3a MEPKUTE cpellly M3NHpaHe Ha
napH — 1o sageipkuTeneH obpasen [Ipunoxkenue Ne 3.

IIpunokenust KbM IOroBOpA:

1. TexHuuecka cnenudUKaIms

2. TexHudecko NpeaIoKeHHe 3a H3IIBIHEHHE Ha IOPHYKATA;
3. lleHOBO mpennOXKeHHE,

HaCTOHIHHHT JOTr0BOp C€ CBCTaBH B TpH C,Z[HOOGpaSHIrI CK3CMILJIApa, €IHH 3a
IIpoAaBada | JBa 3a KyIlyBaya.

ITPOTABAUY: KVIIYBAU:



