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CHPJABPXKAHMUE

Ha IOKYMEHTAIHATA 34 YYACTHE B npoueaypa 3a Bb3Jjarane
HA 001ECTBEHA NOPBYKA, CHIVIACHO YL, 31, an. 1 or 3011

1. Pemenue 3a orkpusane ua IpOLIE/lypa 3a Bh3arane Ha obllecTBeHa MopbyKa —
B OTHE/IeH (haii.

2. ObsBnenne, ¢ KOETO e OIOBeCTsBA OTKPHBAHETO Ha MPONEAYpaTa — B OT/AeIeH
Gaiin.

3. YKa3aHusl 3a TOATOTOBKA Ha oeprara.

4. Ilpoext Ha norosop.

5. OOpastm Ha JOKYMEHTH — B OTIe/eH aiii:

5.1. Ipunoskenue No | - npumepen obpasen: Jexnapanus 3a numca ma CBBP3aHOCT
C ApYT yHacTHHK B chOTBEeTCTBHE ¢ wi. 101, an. 11 or A0

5.2, llpunoxenne No 2 — saymmxurencu obpasent: Jleknmapanus o wi. 6, an. 2 or
3aKkoHa 3a MEpKUTE cpelry H3lMpane Ha riapu cbriacHo IMpunosxkenne No 2 koM i, | 1, an. 2
ot [NII3MMII;

5.3. Mpunoxenue Ne 3 — puMeper obpasen: Jlexiapamusi mo w. 66, an. 1,
13p.BTopo 0T 3011 3a noeture OT MOAMIMTBTHITE NS 3a0bJIKCHUS,

5.4, llpunosxenue Ne 4 - samnkurenen obpasei: Texuuuecko mpeaioskene:

5.5. Ilpumoxenme Ne 5 — 3abuKMTENeH obpasen: Ilenoso TIPeJII0KEHHE,
ChIIbPIKAIIO IPEUIOKEHUETO HA YYaCTHHKA OTHOCHO IICHATA 34 npuji06uBane.
6. Ilpmnoxenue Ne 6 — sappmiuTenen  obpasen:  Crenumpuxanms na

MCIUIIMHCKHTE H3/IE)IMS — B OT/IeNeH (aiin GopmaT excel;
7. Cranmapren obpasen ua COMHHUS €BPONCHCKM JIOKYMEHT 34 OGLIEeCTReHM
nopeuxi (EEJIOIT) - B ornenen daitn.
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YKA3SAHMS 3A IOJAFOTOBKA HA OD®EPTATA

1. IToarororka Ha odepTara:

L.1. IlIpr  moproromkara Ha oepTuTe yuacTHHLMTE ca IBKHE Jla craspar
M3HCKBaHHATA Ha BB3IoxuTeNs. Odeprara clieasa na OTroBaps Ha H3HCKBAHMSTA, TTOCOYCHU
B PCLICHHETO, OOSBIECHHETO W JOKYMEHTALUATA 34 yH9acTHe B IIpoueiypata M ja Obje
oopMeHa MO HPHIOKEHHTE KbM AOKYMEHTaLMsITa 00pasiu, KOraTo TOBA Ce M3HCKBA.
OtrosoprocTTa 33 MpaBHTHOTO Bh3lIpHCMaHe Ha JOKYMEHTALHATA 33 yYacTHe ce HOCH
CIIMHCTBEHO OT YYaCTHUIIHTE.

1.2. Odeprure ce msrorsar ua OBnrapcku esmk. JloxymenTn, kouro ca Ha YYKIT
C3MK CC IPEACTABAT M B [IPEBOJ Ha GBIArapCK.

1.3. Jlo ustHaaneTo Ha cpoka 3a nojasame ma O(epTHTE, BCEKH yYacTHHK MOKe
/la IPOMEHH, [1a TON'BJIHA WITH JIa OTTENVTH 0(hepTaTa cH.

1.4, Ilpencrassuero ma oepra 3ambIKaBa yuacTHHKA 1a IPHEME HaIlbJIHO
BCHYKH H3HCKBAHHA H YCJIOBHS, TIOCOYEHH B PCIICHUETO, OOSIBICHUETO M JOKYMEHTAIIAATA 34
Y9acTHE B IPOLle/ypaTa.

1.5. Beexku yuactumk B lIpoLeaypaTa uMa paro Jia IIPe/ICTABH CaMO €/[Ha oepra.

1.6. Jluue, koero yqacTBa B OOeJMHEHWE WM € a0 chrylacue na Omnje
HOJMSITBIIHATEN Ha JIPYT YYACTHHK, HE MOYKE Jia [I0/1aBa camocTosTeNnHa oepra.

1.7. B npouenypa 3a p3narane na O0INECTBEHA TOPBYKA €HO huzmuecko uiu
FOPHAMHECKO JIMIE MOJKE Jla Y9aCTBa camo B eHO 06eIHHEH e,

1.8. Cebp3ann muna we morar na ObAAT caMOCTOSTENHY yuacTHHIM B e/lHa M
¢hia npouesypa. llox "cbpsanu nuna" ciemsa 1a ce uma HPEIBH/L ONpeNesIeHHeTo 1o § 2,
T. 45 ot 1P na 3071,

1.9. Ywacrmunure morar ma ce mosopar Ha KamalnuTeTa Ha TPeTH JuIa,
HE3ABHCHMO OT TIpaBHaTa BPph3Ka MEXIY TSX, 10 OTHOLICHHE Ha KPUTEPUUTE, CBBP3AHH ¢
MKOHOMHYECKOTO M (DHHAHCOBOTO CbCTOAHHUC,  TEXHHYCCKUTE  CHOCOBHOCTH |
IpoQecHoHaNHATa KOMIIETEHTHOCT, 34 TPpEeTUTE JINLA ce mpunara yi. 65 ot 30I1.

1.10. Yuactauuure nocousar s oepraTa CH NOMIMBIHMTEIMTE U Jena oT
NIOpBYKaTa, KOHTO IIEe MM BB3NOKAT, 4KO Bb3HAMEPABAT |lla H3ITOJN3BAT Takupa. 3a
HOJIMBITBIHUTENUTE e IpHiIara wi. 66 ot 3011

HesaBucumo ot Be3moxmocrra 3a M3IIONI3BAHE  HA  IOJM3IIBIHKTEIH
OTTOBOPHOCTTA 3a M3IIBJIHEHHE HA JOTOBOPA 34 OBIIECTBEHA NOPLYKA € Ha M3ITBJIHHTEIS,

Besnoxmurenar  wama  ga H3BBPIIBA  JIUPEKTHH  pasiulalmadus
MOU3IIBIHUTEIUTE,

1.11. Yuacrauuure Morar na mocousar B ofeprute cH HH OPMAIM, KOSTO
CMATAT 33 KOHQHACHIMANHA BHB BPB3KA C HAIMUMETO Ha Thproseka rtatina. Korarto
YUACTHHIIMTE Ca CC MO30BAIM Ha KOHQHACHIMAIHOCT, ChOTBETHATA uHdopmarus He ce
PasKpUBa OT BB3IOKHUTENs. YYaCTHULUTE HE MOTAT /4 Ce [O30BABAT Ha KOH(pHeHIManHOCT
10 OTHOIICHHE Ha TIPEJUIOKEHHATA OT O(EPTUTE MM, KOHTO IIOJUTEXKAT Ha OI[EHKA.

1.12. Benuku joxymentu ce IIPEACTABST B OPUTHHAI MITH KOITHS, 38BEPEHH OT
ydacTnuka ¢ "BapHo ¢ opurunnana”, Jexnapannure u 6aHKOBHTE FapaHIusl, KOTaTo TaKUBA Ce
M3UCKBAT, CC IIPEJICTABAT CaMO B OPHTHHAL
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1.13. Junara wmorar Aa IOUCKAT TIHCMEHO OT BB3JIOKHTEs passicHeHHs 110
PCLICHHETO, OOABICHUETO M NOKYMEHTAIMATA 34 obiecTBenara mopsuka 10 10 JHH 1IpeIn

3allHTBARETO. BB3noxutensT ne mpenocrags Pa3ACHCHHSA, aKO HCKAHETO € MOCTEBIIHIO Clie
CpOKa 110 u3peueHue Nupro. PazscHennsrta ce IpEOCTaBAT Ypes myONuKyBane Ha npouia
Ha KyIlyBaya.

2. Mogaraue ua odeprara:

2.1. JlokymentTuTe, CBBp3aHH C YI4CTHETO B IpOLe/ypaTa, Ce HPEeJCTARSIT OT
YUACTHUKA, HIIH OT YI'bIIHOMOIIECH OT HEro IpeiCTABHTE] - JHYHO MM 49pe3 TIONIeHCKa HITH
APYTa KypHepCKa yciyra ¢ IpenopbuaHa npatka ¢ oOparHa pasnucka, mHa azpeca Ha
BB3NOKUTENS: Ip. Hobpma 9300, yir. "Tanaifor Xurop" 24,

2.2 Jlokymenture ce IIPEACTABAT B 3amevaraHa Helpo3pavHa OIAKOBKA, BLPXY
KOATO €€ II0COUBAT: HAMMCHOBAHMETO HA YUACTHUKA, BIJIOYATENHO YYACTHHIHTE B
obeuHeHneTO, KoraTo e TIPUJIOKUMO; a1Ipec 38 KOPECIIOH ICHIUS, TETIC(POH U 110 Bb3MOIKHOCT
- (haxc u enexrponen 47peC; HaMMEHOBAHUETO Ha TOPBUKATA, 4 KOTATO e OPHIIOKHMO — U
000co0eHHTE MO3KIHH, 30 KOHTO II0/1aBaT JIOKYMEHTHTE,

2.3. 3a nonyuenure oepTy Ipu BLINOKUTENS Cce BOJIM PETHCThDP, B KOUTO ce
oTOeIA3BaT: mONAaTEN Ha odeprara;  HOMep, sarta M wac Ha [OJIy4aBaHe; NPHUYHHUTE 34
BpbINaie Ha odepTara, KOraTo e IpHIoKHMO.

2.4. Ilpu nonyuasane na o(pepTara BLPXY OlAKOBKATA ce 0TOeNA3BAT HOpEHUST
HOMCD, laTaTa i 4achbT Ha I0JIy9aBaHeTo, 3a KOSTO Ha IPHHOCHTEILS C€ W3/1aBa IOKYMEHT.

2.5. He ce npuemar oepTy, KouTO ca mpencraBenn CIIeIT U3THYAHE Ha KpalHus
CPOK 34 IIONly4aBaHe MK Ca B HE3AIICUATAHA OMAKOBKA HITH B OITAKOBKa ¢ HapyIIeHa IsII0CT.,

2.6. Korato kbM MOMEHTA Ha H3THYame Ha KpalHUS CPOK 3a moliyuaBane na
oepTH 1Ipe MACTOTO, OIPEICICHO 3a TAXHOTO MOAABAHE, BCE OIIE MMa YaKally JIMIa, Te ce
BKIIIOYBAT B CHHCHK, KOHTO ce MOJOUCBA OT IIDCACTABUTENl HA BB3JIOKHTEIS H OT
HPHCHCTBAIITE yHia. OdepTHTe HA THIEATA OT CHHCHKA ce 38BEKAAT B PETHCTHPA Ha
Bhanoxurens. He ce momycka mpuemane ma oepTn oT mHNA, KOUTO He ca BKIJIIOUCHH B
CIIACHKA.

2.7. B cnyuaure, xorato oeprata ce M3Npama [o IOmMATA WK C KypHepcka
Cilyx0a, YYaCTHHKBHT crleiBa na OCHTYPH HEHHOTO CBOEBPEMEHHO IpHCTHIAHE peu
H3THYAHE Ha Cpoka 3a mojiaBane Ha odeprH. PUCKBT oT 3a6apa WM 3aryOsane Ha odeprara e
3d yJaCTHHKA.

3. Chaspkanue na 3anevaramara HENpO3paiHa ONaKoBKAa U yKazaHus 3a
NON'bJIBAHE HA JOKYMEHTHTE B Hest:

3.1. Onuc Ha npencrasenuTe JOKYMEHTH.

3.2. Cranpmapren obpazell 34 enuHHMS CBPONEHCKM HOKYMEHT 3a 06IIeCTBEH
nopbuaxu (EEJIOIT) 3a ywacramka, a xorato e IPHJIOKMMO - 33 BCEKM OT YYaCTHHILUTE B
00C/IMHEHUETO, KOETO He e TOPH/IAYECKO JTHIIE, 38 BCEKM MOJAMBIBIHATEN H 38 BOSKO JHIe,
HHHATO PECYPCH 1ie OBJIAT aHIXKUPAHH B U3MBIHCHHETO Ha nopLYKaTa.
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Ipn moaroroskara na EEJIOII cnenpa na ce mma IIPEJIBH/| CAEIHOTO:

3.2.1. Ypes EEJIOII YHaCTHHKBT NCKIApHpa JIMIICATA HA OCHOBAHUSTA 3a
OTCTPaHABAHE M ChOTBETCTBHE C KPUTEPHHTE 32 noxbop. B Hero ce mpenocraps CHOTBETHATA
HHQOpPMALKS, U3MCKBaHA OT BH3NIOIUTENA, U Ce MPEACTaBAT AAHHH OTHOCHO myOIMyHATE
PETUCTPH, B KOUTO Ce ChIBpIKa MH(GOpManus 3a ACKIapupanuTe 00CTOsTENCTBA UM 34
KOMIICTCHTHHA OpraH, KOHTO CBIJIACHO 3aKOHOZATENICTBOTO HA CHOTBETHATA AbpXKaBa ¢
AUTRIKEH Jta IPeiocTaBs uHpOopMAaLis 3a Te3H 06CTosTeNCTRA CllyKeOHO Ha BB3IOKHUTEIL,

322. B vacm 1I, oykea "A: Huehopmayus 3a uxonomuuecrys onepamop” B
paspena  "Hoenmupurxayus" YICTHUKBT  CIEBA  [a  OTIOBOPH B ChOTBETCTBHE ¢
PEruCTpaIusITa CH B THPTOBCKHS PETHCTBD WIIM IPYT PETHCTHP ChOBPasHo HAIHOHAJIHOTO CH
3aKOHOJATEJICTRO.

32.3. B wacm II, byrea "A: Hugopmayus 3q UKOHOMUYeCKUs onepamop”, B
pasnena "Popma na yuacmue" na EEJIOIT yuactuukeT crnempa Ala OTTOBOPH Jalil y4acTBa B
Ipone/typara Karo 4acrt oT obe HHeHue

324. B uaem II Oyxea "B, Hudhopmayun  3q npeocmasumenume  ia
UKOHOMUYECKUsL  Onepamop”,  yYacTHHKDLT — clie/pa a  OTrOBOPHM B CLOTBETCTBHE ¢
PCTUCTPAIMSATA CH B ThPTOBCKHS PETHCTDD HIIM APYT PErUCTHD ¢hoDPA3HO HAHOHATHOTO CH
3aKOHO/IATEJICTBO.

32.5. B wacm 1l byxea "B: Huchopmayus  ommuocno U3NON3BAHCMO  Ha
Kanayumema na Opyeu cybexmu”, yIacTHHKET CJIEIBA J1a OTTOBOPHM JNAIM e H3ION3RY
KalalluTeTa Ha TPETH JIMNA 10 OTHOLIEHHE HA KPUTEPHHTE, CBBP3aHH ¢ HKOHOMHUCCKOTO K
(PHHAHCOBOTO CHCTOSIHHE, TeXHUYECKITE CHIOCOOHOCTH | mpo(ecHonannara KOMIIETEHTHOCT.
3a BCAKO TpeTo Jwie ce lpencrass otnenen EEJ[OIT.

32.6. B wacm Il Oykea "I Hngpopmayus  3a NOOUSHLIHUMENY,  yuTimo
Kandayumem ukoHoMueckuam onepamop HAMG  0d  usnonsea’, y4acTHHKBT clieziBa Ja
OTIOBOPH KOM €& TIOAM3IBIHHTEINUTE, KOUTO 1HE [10I3R4 1 JleJ1a OT OPBUKATa, KOHTO Iie MM
BB3IONKH. 3a BCEKHM NOMUBMIBIHUTET ce lipeacrass ornenen EEJIOIL Hesasucnvio or
nonensadero ma EEJIOI, HOMU3IBIIHUTENUTE IPEACTABAT MOIbIHEHA U IOJIHCaHa
Hexnapanus mo yi. 66, am 1, H3p. BTOpo ot 30Il 3a moerture or IO OU3ITBITHHTEIT
SAILIDKCHAS, 110 IPUMEPHHsE 06paser Ipunoxenne No 3.

3.2.7. B yacm Il 6yxea "A: Ocnosanus, CEDPIANU ¢ HAKAZAMENHY npucwou”
YHACTHHKBT JIEKITapUpa HaTHYHETO Ha 0GCTOSTENCTRATA 38 OTCTPaHSIBAHE OT yuyacTue B
poneypara 1o wi. 54, an. 1, 1. 1 u 2 ot 3011 (OCBXK/IaHE 32 IPECTBILIEHNS 110 L, 108a, un.
1592a-159r, un. 192a, up, 209-213, un. 301-307, wr. 321 u wi. 321a or HK mmu ananoriuny g

4i. 56 ot 30II, koraro e IPHIOXKKMO. Tesn ocHoBauMs ce OTHACAT 3a JHUATA, KOUTO
IPELCTABIIABAT YYACTHUKA, YICHOBETE 1A YIPABUTCIIHA ¥ HAJ30PHU OPraHu U 3a JIPYTH NHIa,
KOHTO HMar IpaBOMOIIMS fa YUPOKHSIBAT KOHTPOI ITPH B3EMAaHETO Ha PEILIeHNd 0T Te3u
oprau#. Jlunara, 3anmbiokeHu Aa IeKapupar obCcTosTe/ICTRATA 110 i, 54, am 1, . 1 u 2 ca
Tocouenu B 4it. 40, an. 2 ot II13011. Koraro M3UCKBaHHATA 110 WI. 54, an. 1, T. 1 u 2 or 301]
CC OTHACAT 34 IIOBEYUE OT ¢/HO JIUIE, BCHYKM JIAIA TTOAMHCBAT eIHH 1 ceir EEJIOI. Korato e
Hamiie HeoOX0MMMOCT 0T 3ammuTa Ha JIHYHATE TaHHU WK IPH Pa3IHyue B obcrosiTencrrara,
CBLP3aHH C JIMYHOTO CHCTOSIHUE, HHPOPMAIMATA OTHOCHO H3UCKBaHHATa IO ulL. 54, an. 1, T, 1
H 2 ot 30I1 ce mombiea B ornenen EEJIOIT 3a Besiko JHIE WK 38 HAKOW OT juiara. B
CIIydauTe, KOTaTo ce I0JaBa II0BeYe OT eaun EEJIOT], ofcrosiTencTrara, CBLP3aHu ¢
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KpaTepuure 3a 1oa6op, ce Chabpxkar camo B EEJIOTI, noamucan ot JHIE, KOETO MOjKe
CAMOCTOSITCITHO 1a IPEACTABIABA ChOTBETHHS CTOMAHCKH cyDexrT.

3.2.8. B wacm I 6yxea "b: Ocnosanus, cevpsany ¢ niauanemo na oanvyu u
COYUANHOOCUSYPUMENHI BHOCKU" YIaCTHHKBT ACKIIapupa HalW4YKeTo Ha 0OCTOSTEeNCTRATA 3a
OTCTpAaHABAHE OT Y4acTHe B TpoLeAypaTa mo wi 54, ai I, 7. 3 or 30Il, xakrto u
[PEAIIPUCTHTE MEPKM 38 HALEKIHOCT 110 WI. 56 oT 30I1, xoraro e nprIoKHIMO.

329. B vacm III oyrkea "B: Ocnosanus, CEBP3ANY ¢ HeCHLCMOSAMENHOCH,
KOHQuKm  na  unmepecu unu npopecuonanno  napyuenye" YYaCTHHKBT JIeKJIapHpa
HAIMIHETO HA 00CTOATENCTBATA 32 OTCTPAHSBAHE OT YHacTHe B npoleaypara 1o ui. 54, an. 1,
T. 4,5 6 u 7 or 30IL OcHoBaunsTa mo wr. 54, 1. 7 ot 30IT ce orHacsT 3a JIHIATA, KOUTO
[PEICTABIIABAT YMACTHHKA, WICHOBETE HA YIIPABHTEHH 1 HA[30PHH OPraHy U 3a JIPyru JIMia,
KOHTO MMaT NPAaBOMOILMSA Ja YIPAKHIBAT KOHTPOJI TIpH B3CMAHETO HA DPEMICHUS OT Te3u
opranu. Jlunara, sajbmxenn na ACKIIapUpaT 00CTOATENCTRATA M0 Wi 54, au. l, T. 7 ca
nocovenu B 4. 40, an. 2 ot I1I130I1. Koraro H3UCKBaHMATA 110 WL, 54, ain. 1, 1. 7 ot 3011 ce
OTHACAT 3a 1I0BEYE OT CHO IMIE, BCUUKH JIHIEA [OIIHCEAT ¢yl u cwuy EEJIOIT. Koraro e
HAIMIE HEOOXOJUMOCT OT 3allUTa HA JTHYHKTE AQHHH UM [IPH pasinyue B 00CTOsTeNCTBATA,
CBBP3AHE C INYHOTO ChCTOSHHE, HHPOPMALIHATA OTHOCHO M3UCKBAHHATA 110 WI. 54, an. 1, T, 7
ot 3011 ce nonwiBa B oTxenen EEJIOIT 3a Besiko sue vtk 3a H1KOH oT mnara. B ciyuanre,
KOraTo ce mojasa noeeue ot exun BEJIOI], obcrosTencTBara, CBLP3aHM ¢ KPHTEPHUTE 3a
noJ00p, ce ChOLPIKAT camMo B EEJIOTL, noamucan ot nume, koero mMosce CaMOCTOSITEIIHO 1a
TIPE/ICTABIIBA CHOTBETHHS CTOIIAHCKH CYGEKT.

3.2.10. B uacm 111 Oyxea "I': Hpyeu ocnosanus 3a USKTIOHEANE, KOUMO Modce O
Ovoam npedsudenu ¢ HAYUOHANHOMO  3aKOHOOAMENCTNGD  Ha BOINARAWUS  Op2aH  Uny
GLINOdNCUMENS 1T DBPIICACAMA YnenKa" YIaCTHHKET ACKIaprupa HAIHYHETO Ha:

3.2.10.1. Ob6crostencrrara 3a OTCTPaHABAHE OT yYacTHE B IIPOLEAYpaTa 1o .
54,an. 1, 1. 1 u 2 or 3011 (ocwxkmane 3a IPECTBIUICHNA N0 Wi 172, uim. 194-208, uyi, 213a-
217, . 219-252 u . 253-260 u i, 352-353¢ or HK wmm ananoruunm 8 gpyra IbprKaBa
WICHKA WM TpeTa crpana). Tesn ocHOBaHWs ce oTHACHT 32 JTMLarta, KOMTO TIPENCTABNISIBAT
YHaCTHHKA, YTCHOBETE Ha YIIPABUTCIHU H HA/I30PHK OPraHy W 3a JPYTH JIMNA, KOHTO MMAT
[TPABOMOIIMSA [1a yIPAKHSBAT KOHTPOJI IPH B3EMAHETO Ha PCLIEHH OT Tesu opranu. Jlumara,
3aJIBIDKCHE J1a JIeKnapupaT o0CTOSTeNCTRATA [0 WL, 54,an. 1, 1. 1 ¥ 2 ca mocoyeny g . 40,
a. 2 or IIT30I1. Korato usuckeammsTa 0o 9. 54, an. 1, 1. 1 u 2 or 3011 ce OTHAaCAT 3a
[IOBCYE OT C€IHO JHIle, BCHYKH IHIA MOANUCBAT eaun w cei EEJIOIL. Koraro e HaJIHIEe
HEOOXO/IMMOCT OT 3aMHTa HA JIHYHKTE JIHHM WIH [IPH pasiuuue B 06CTOATENCTBATA,
CBLP3AHM € JIMUHOTO ChCTOSHHE, HH(OPMAIMITA OTHOCHO H3UCKBaHHATA 10 WI. 54, an. 1, 1. |
n 2 ot 30II ce nonwisa B oTmecH EEJIOII 2a Beako muie umm 3a usikom OT Jimnara. B
CIIyHamTe, KOraTo ce Io0ZaBa MOBeYC OT eHuH EEJTOL, ofcrosrencraara, CBBP3aHu ¢
KPHTCPHHUTE 3a HOJADOD, Ce CHLABPHKAT CaMo B EEJIOIL, noammcan or JIMIIE, KOETO MOKe
CAMOCTOATCITHO [Ja NPEACTABISIBA CHOTBETHHS CTONAHCKH cyOexT.

3.2.10.2. Ilpeuxw 3a yuacrue B o6mecTsenn IIOPBYKH 110 4I1. 3, T. 8 oT 3akona 3a
HKOHOMHYECKHTE U (DMHAHCOBUTE OTHOLICHHS ¢ APYXKECTBATA, PEIHCTPUPAHH B IOPHCIHKIIHI
¢ npedepeHIHANen AaHbycH PEXUM, CBBP3AHUTE C TAX JIMLA M TEXHHTE NeHCTBHTEIHH
COOCTBEHHULIN.

3.2.10.3. Tlpepnpuerure MEPKH 3a HAZEXIHOCT 1O uil. 56 or 30I1, koraro e
IPWIOKEMO HIIH HATHYMETO HA HM3KIOUCHHS 110 Wi, 4 o 34KOHA 33 MKOHOMHYECKHTC W
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(punancosute oTHOMIEHMT ¢ APYIKECTBATA, PEIUCTPUPAHH B IOPUCAMKIINM C npedepenuuanien
AQHDBICH PEIKUM, CBBP3GHUTE ¢ TAX JIMIA H TEXHHTE JICHCTBHTENHN COOCTBEHUIIH;

3.2.11. YuacTHuIWmTE ca ATBIKHY J1a YBELOMSIT IIHCMEHO BB3JIOKHTENS B 3-JlHEBCH
CPOK OT HACTBIIBAHE HA OOCTOATENCTBO 110 T, 54, an. 1 ot 3011, ACKIIAPHPAHO OT TAX B YACTH
I u 1T 1a EEJIOTT.

3.2.12. B wacm IV 6ykea "o Obwo yrasarnue 3a ecuyny Kkpumepuu 3a nod6op" ce
Ioco4Ba  MH(OPMAIHSI 3a CHOTBETCTBHETO HAa YIaCTHHKA € KpUTepumTe 3a moxaGop.
Boanosxurensr jonycka mesMoxuoCTTA HH()OPMAIHATA 33 CHOTBETCTRHE C KPUTEPHUTE 32
Hon0o0p Aa ce npenocrasu 4pes nonwisane B EEJIOIT equucTReno Ha yacT IV, byksa "a:
O06mo ykasanue 3a Bewyxn KpuTepun 3a noabop". IMocnenmoro ue 0CBOOOMK/IaBA yUacTHIKA
OT 3aIB/DKCHHETO MY IPH NOI'BIBAHETO Ha EEJIOIT na mocoun chorserHus IOKYMEHT, ¢
KOHTO Ce T0Ka3Ba ChOTBETCTBHE (BEx T. 3.12.13 u 3.12.14).

3.12.13. B wacm IV, 6ykea "A: I'oonocm" B Touka 1) Ha rabinunara yyacTHHKET
[IOCOYBA JTIOKYMEHTA, C KOHTO jI0Ka3Ba CBOTBETCTBHETO CH TIO TOYKA II1.1.1) or obsBrennero
34 OIOBECTsSBaHE Ha OOUIECTBEHATA nopbuKa: Paspenienne 3a Teprosus ua elIpo ¢
MEJTHIIMHCKH H3ACTHA, u3aaaeHo oT MAJ] wim APYT MOKYMEHT, yJI0CTOBEpSBAI IIPABOTO Jia
ThpryBa ¢ MEJMLIMHCKA M3JICIHS, U3NAICH OT KOMIICTEHTCH OpraH Ha CBOTBETHATA JIbpiKaBA.
Paspenenne unu YAOCTOBCPCHHC HE CH M3UCKBA OT MPOHM3BOMMTENHTE Ha MEJIMIIHHCKHI
M3JICIIAS, YCTAHOBEHH Ha TCPUTOPUSITA Ha Peny6nuka Buarapus, karo toga obcTosTENCTRO Ce
IIOCOYBA Ha CBINOTO MsicTo B EEJTOI].

3.12.14. B wacm IV, 6ykea "B: Texnuuecwuy u npoghecuonannu cnocobuocmu” B
TOuKa 4) Ha TabIHLATA YIaCTHHKBT IOCOYRA AOKYMEHTa, C KOHTO J0Ka3Ba CHLOTBETCTRHETO
cu mo touka III.1.3) or obGsBaenuero 3a ONOBECTABAHE Ha OOLIECTBEHATA HOpPBUKa:
Cepruduxar sa npunarane o NONIbPIKANE HA CHCTEMA 34 YIPABIIEHHE Ha KauecTBOTO EN ISO
9001 w/mmm EN ISO 13485/13488 w/wm CKBHBaJleHTHa, ¢ o00XBaT B ofjacTra Ha
[TPOU3BOJICTBOTO H/UITH THPrOBUSITA C MEIHITHHCKH H3JIEITHS,

3.2.15. Yuactuuuure mMorar na usnonssat EEJIOT], koiiTo Beue e G U3T0I3BaH
[IpH IPeNXoZiHa TnpoHexypa 3a obniecTBena TOpbHKa, NPH YCIIOBHE, Y€ [OTBLPAAT, ye
ChAbpIKAIaTa ce B Hero HH(OPMAIHS Bee ole ¢ aKTyasHa.

3.3. Jloxkymentr 1o ui. 45, an. 2 or IIT30IT 3a nokaseame na HIPEANpHETHTE
MEPKH 3d HaIeXKIHOCT 110 41, 56 ot 3011, koraro e IPHIOKHEMO.

3.4. TIpu yyacTHUmH obenMHeH s, KOUTO He ca FOPHAMYECKH JIMITA — KOIHEe OT
AOKYMEHT, OT KOMTO J1a € BUIHO IIPABHOTO OCHOBAHHE 33 Ch3/laBaHe Ha 0OeUHeHneTO, KAKTO
W creinara MHGOPMANHsS BLE Bph3Ka c KOHKpeTHaTa 0fLIecTBeHa NopbyKa: IpaBara u
3aIBIDKEHUATa HA YYACTHHIUTE B O0CIMHEHHCTO; pasmpe/ieieHHeTo Ha OTIOBOPHOCTTA
MY HICHOBETE Ha 0GCAMHEHHETO; NEHHOCTHTE, KOUTO e M3NBJIHABA BCEKHM UieH Ha
obelHennETO.

3.5. Mexnapanust 3a numea Ha CBBP3AHOCT C IPYT YYACTHHK B CHOTBETCTRHE C 4l
101, am. 11 or 30I1 — 1o npumepen obpaser Ipunoxenne No 1 or JOKYMEHTaIusATa 3a
y4acTHe,

Y9acTHHIHTE ca ursskHu 1a YBCIOMAT NHCMEHO BB3JIOKHTENS B 3-IHeBCH CPOK
OT HACTBIBAHE HA JIEKNAPHPAHOTO 0GCTOSTENCTRO.

3.6. lexmapaims no un. 6, an. 2 or 3akoHa 3a MepKuTE Cpelly M3IMpaHe Ha mapu
— HO 3alibikuTeneH obpasern [punoxerue No 2.

3.7. Hexnapamus mo . 66, ar. 1, msp.eTopo or 30I1 »g HOETUTE OT
MOAHSITBIHUTENS 33/{BIDKEHHS — 10 TPUMEpeH obpasen Ilpuioxenne No 3 wmu cBoGoHa
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popma ¢ meobxommumoro CHALKAHKE, B CIYYauTe, KOTaTo YUYaCTHUKDLT IPEIBUAKIA
TIOJI3BAHETO HA IO/ IM3IBLIHUTE],

3.8. Texnuyecko npennoxenue, CBABPIKAINO:

3.8.1. TexHUYECKO NPEANOKEHHE - 110 38, TbIDKHTE/ICH obpasen [Tpunoxenne No 4
KBbM JOKYMEHTALUATA 38 YUaCTHE.

B 1031 10KyMeHT yyacTHUKBT:

- ITocousa 3a xou o6ocoGenu mozumm npeacrans odepra.

- Mexnapupa, ve mpaBm msUI0CTHO IPCIIOKEHHE 110 BCHIKH HOMCHKIATYPH OT
obocobenara nosunus/o6ocobenure TIO3ULIKY, 38 KOSTO/KOUTO Y4aCcTRa:

-Jleknapupa croTBeTCTBHETO Ha HPCIUIArdaHHUTE MEIUIIMHCKE M3JIeiHd  Ha
H3ACKBAHUATA, IMOCOYECHHM B KOJOHH 2 ¥ 3 oT Ilpunoxenne Ne 6: Cnemmndukanus na
MENUIHHCKUTE H3JICIHS U Ha M3UCKBAHMATA IO W, 82, an. 1 or 3MHU.,

- Jlexnapupa cpoka Ha BanmmaHoCT Ha o(eprara,

- Jlexnapupa nipueManero na CPOKOBETE 3a: 3MBIHEHHE HA JOrOBOpa, MAlale,
AOCTABKA M FOLHOCT HA NOCTABAHMTE MEMITHHCKH H3/Ie/HS,

- Hexnapupa cwvrioacuero cu ¢ KIAy3UTC HA MIPHIIOXKEHMS IPOEKT Ha JI0TOBOP;

- Hexnapuipa npyru ofcrostesncrsa, M3HCKBAHN OT BB3JIOKHUTENS M TIOCOUCHH B
o0pasena Ha JI0KyMeHTa.

3.8.2. lokymenT 3a YI'bIHOMOIIABAHE, KOTATO JIMLETO, KOETO 1oaana oteprara,
HC € 3aKOHHUSAT IIPEJICTABHTEN HA YYACTHHKA.

3.8.3. Jlokasarencrsa 3a HPHTOAHOCT Ha [pC/IaranuTe MEJIMIIHHCKHT U3/CITUs
TPOCNICKT, KaTajIor, CelrpUKALNS H/WIM JOKYMEHT 3a TeXHHUYecKaTa XapakTepUCTHKa Ha
H3JICTAATa HIH YT PABHO3HAYEH NOKYMEHT, H3MafCHH OT IPOM3BOIMTENSA, JIOKA3BALTH
CPOTBETCTBHCTO HA MCOHUMHCKHUTE M3AENHS C TeXHHYECKATA crenuduKalMs  Ha
BBIIOKATCI, MOCOUEHA B KONMOHH 2 u 3 ma Ilpumoxenue Ne 6 — Crenunduxanus na
MCJMIHHCKUTE M3/ICTTHS OT JIOKYMCHTAIMSTA 3d YUACTHE.

3.8.4. Koraro yyacTHHK 1101482 oepra 3a moBeve oT exua 06ocofena [IO3HUITHS,
32 BCsAKA OT MO3MLHHTE CE IPEACTABSIT MOOTACIHO KOMILIEKTYBAHH JNOKYMEHTH I10 TOYKH
3.8.1 - 3.8.3. KoMIIeKToBaHeTo MojKe Aa € B OT/IGJICH IIHK, IAIKa, KOO 3a HOKYMEHTH HiH
OPTaHN3HPAHO II0 IPYT HAYMH, IO KOHTO [1a MOKE /A Ce YCTAHOBH 34 KOS obocobera mosurms
CE OTHACAT JOKYMEHTHTE,

3.9. LlenoBo mpeaoxenne, CBABPIKAINO NPEJUIOKECHUETO HA YYACTHUKA OTHOCHO
ICHATA 3a IPUIOOHBAHE — I10 3a1bDKHTEICH obpaser [Tpunosxkernne No 5.

3.9.1. KoM Ipmioxkerne No 5 ce LIpHJjiara MObIHCH M nojanucan aucet "OIT No
ot Ilpunoxenue Ne 6: Crenudukanus Ha MeJUIIHHCKATE U3ACIHs, 3a BCAKA OT
000coOEHHTE MO3KIMH, 33 KOATO YHaCTHHKBT TIpeJIcTaBs odepra.

3.9.2. B mucra "OII No ...", HPEACTaBIIABAII CROTBETHATA 000COBEHA TO3MIMA OT
[Ipunoxenne No 6: Crennduranys Ha MeaHIHHCKHTE H3JICITAS BCEKH YYACTHUK € UIbKeH /1a
MONBJIHM 32 BCAKA HOMEHKJIATYPA MO0T/Ae/IH0:

Komona 5: "llpoussommren, B xosro ce [I0COYBA  IIPOM3BOAUTENIT HAa
MEIHMINHCKOTO M3/eNne (HOMEHKIIaTypara);

Koutona 6: "Tsproscxo manmenopamme/Katanoses HOMEpP", B KOSATO Ce 110CO4YBa
THPrOBCKOTO HAMMEHOBAHHME HA MEJMIHHCKOTO M3eiiHe (HOMEHKJIATYpa) M KaTalomKHHs
HOMEp, aKO UMa TaKbB;

Konona 7: "Ilena B nesa Ges JIJC, B xosrro Tpsi0Ba J1a Ce IOCOYH MEHATA Ha BCSIKO
MEAUIMHCKH U3/1eTHe (HOMEHKIATypa) B JieBa Ges J{JIC.

1t
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Kousona 8: "Kox H30K", 5 xostro Tps0Ba Jla ce MOCOYH KOObT Ha MEJIHUIHHCKOTO
U3JICTHE CBIIIACHO CHHCHKA ¢ ME/TULHHCKH nsjienud, kouro H30K samnama g YCIOBHATA Ha
OosnMyHaTa MEUIHECKA TIOMOLL, B Clly4auTe, KOraTo MeMIMHCKOTO H3EeIHe ¢ BKJIIOUCHO B
CITHCDKa;

Pex "O6ma croiinocr na oGocodena nosuums Ne.......(c6op ot kogoHa 7)", Ha
KOMTO c¢ mocousa c¢Oopa oT neHuTe Ges HAC ua Bestka or HOMEHKJIATYPH, TOCOUCHH B
KOJIOHa 7. ‘

3.9.3. B ciyyante, Korarto Hskos or HOMEHKJIATYPUTE MPEACTABIABA MEIHIIHHCKO
M3/ICIIHE, KOETO ILIPE/IIoara [oBede OT eIHy BAPHAHT Ha M3NCIUETO, ONpe/IeNeH ¢ H3pasnTe
»OT ....J10 ... OTBOpa”, , iebenuna ot .....1o0..... MM”, ,pa3MEpH ..., .... H.... MM”, | JIBJIKHHA
..... s eeens e MM, L 1BA pasMepa (Size 1 u size 2)” i nogo6Hu Ha Tix, YYACTHUKET
TpstbBa 1a HanpaBH 1eHOBO IPEATIOEHHE 38 OTACITHUTE BAPHAHTH Ha U3MICIIUETO, KATO TH
HOCOUH Ha oTAeneH pen B [punoskenue No 6 cne CLOTBETHUTE UM 0COOEHOCTH U 1ieHA.

3.9.4. Ilpemnoxenure nexn mo OTACTHMTE HOMEHKIATYpH TpabBa ma ca B JeBa,
6es IJIC, saxprrienu no BTOPHS 3HAK ClIell JIeCETHYHATA 3aIlCTas.

3.9.5. Hati-uuckara uena ime Oble onpemenena 3a Beska obocobena rosumnus
[TOOTARIHO, KaTO cOOPBT OT pena "O6ma cToHHOCT Ha obocoGena nmozumust No.. ... (cbop or
KoyoHa 7)" Obae pasmenien Ha Opost ma HOMCHKJIATYpuTe 0T obocobenara NO3HIM, a B
Ciydaute mo Touka 3.9.3 Ha 6pos ma HOMCHIUIATYPUTE, BKIFOYHMTEIHO BApHAHTHTE Ha
M3JICIIHETO, HPEIUIOKEHH OT YYaCTHHKA,

IlenoroTo upenioxkenne we ce MOCTaBsl B OT/IC/ICH 3alICYATAH IUIHK, Thii
KaTO BLIJN0OKATCIAT € NPEABUIMI PA3LICKIANETO HA AOKYMEHTHTE [1a CTaHe o pega Ha
wi. 104, amx 2 ot 30I1.

BI:3.HO)RHT€J'[HT HE H3HCKBAa HIpeacraBeHUTEe OT YHacrHMOUTE HOKYMEHTH 12
6’!),[[3'1" IIOCTABEHH B OTAECJIHH INIHKOBE, NaNKH H/WJIH UKRODOBE 3a HOKYMEHTH, 0CBECH aAK0

TPsBa 12 ObJAT KOMILIEKTOBAHHM 10 060COBemHH TIO3HIHH B CllyvanTe, IOCOYEHH B TOYKA
3.8.4.

4. Pazraexaane pa oeprure:

4.1. IMomyyennre odepru ce OTBAPAT Ha IMyOIMYHO 3aCelaHue, Ha KOSTO MOrat Jla
HPUCHCTBAT YUACTHHIUTE B IIPOLIEAYPATA WM TeXHH YI'BIIHOMOIIEHH I1PE/ICTABMTENH, KAKTO
1 HPENCTABUTEIIN Ha CPEJICTBATA 32 MACOBO OCBE[OMABAMC.

4.2. Branoxurenst TIPEIIBUKIIA PAsTIIEHIAHETO HA odepTuTe jia ce H3BBLPINH 110
pena ma wr 104, anm. 2 or 3011, IPH KOCTO OlCHKATA HA TEXHHUYECKHTE U LEHOBUTE
IPCIJIOMKEHUST HA YYaCTHHIUTE I1e ce H3BBPIIN NPEAM IIPOBEKIAHETO HA IPEJIBAPUTEIIHUS
oaoop.

4.3. HeficTBusaTa Ha KoMHCcHsiTA 32 H3BBPIIBAHE Ha MOA00p Ha KAHIMIATHTE W
YHaCTHHUIKTE, Pasriekaade u oreHKa Ha oepTuTe (KOMHCHSATA IO 9l 103, an. 1 ot 3011) ce
H3BBPLIBAT B CJICAHATA [TOCIIEI0BATETHOCT:

4.3.1. xomucusra OTBaps [0 pella Ha TIXHOTO [OCTbIBAHE 3aIIe4yaTaHuTe
HCIIPO3PAYHH OIIAKOBKH H ONOBECTIBA TIXHOTO CHALPXKANINE, BKIIOYUTEIIHO TIPEIOIKEHHSITA
Ha y9aCTHHIATE 110 IOKa3aTels 34 OlleHKa Ha odepture;

4.3.2. TEXHHYECKOTO M LEHOBOTO IIPCVIONKEHNE Ha BCEKH OT YYAaCTHHIUTE ce
TIOJITMCBAT HAH-MATKO OT TpHMa WieHOBe ma KOMHCHATA H Ce¢ Ipeiara 1o eaun oT
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IIPUCHCTBAIATE NPEICTABUTENIM Ha APYTUTE YIACTHUIH /18 [H HONIMHINE, ¢ KoeTo my6Hunara
HaCT OT 3aCEIaHUETO LPHKIIFOYBA;

4.3.3. KxoMHCHATA pasrieKR/a IPECTABEHUTE OMEPTH W OLCHABA CHITIACHO
M30paHus KPUTEPHI 3a BB3maraHe Tesuw or TAX, KOMTO CBHOTBETCTBAT Ha MpPEABAPHTEINHO
00SBEHHTE YCIOBHS;

4.3.4. xomucusTa pasriexa HAOKYMCHTHTE, CBBP3aHH C JIMYHOTO CHLCTOSHHE W
KPUTCPUHTE 32 ITOAOOP, HA YUACTHHUIATE B HU3XO,ISII P CHIPAMO IOTYYEHUTE OLICHKH,

4.3.5. xorato ycraHosu JHICA, HEIBIHOTA WIIM  HEChOTBETCTRHE Ha
HHPOPMALHSATA, BKITIOUHTE/THO HCPCAOBHOCT My (PaKTHYECKA IPEINKA, HIIH HEChOTBETCTRIC ¢
H3UCKBAHHATA KBM JMYHOTO CHLCTOSHHE MITH KPUTCPUHTE 3a MOUOOP, KOMHCHATA MHCMEHO
YBEJIOMABA YYACTHUKA,

4.3.6. B cpox 110 5 paGoTHY jH OT HOJIy4aBaHeTO Ha YyBEAOMIECHHETO yIaCTHHKET
MOE Ma npencrapu Hos BEJIOII w/wmu ppyru AOKYMEHTH, KOHTO CBLIBPIKAT HPOMEHEHA
H/HIH JIOTbIIHEHA HH(OpMALHs;

4.3.7. xomucuaTa pazriexna AOKYMECHTHTE, CBBP3AHM C THYHOTO CHhCTOSHHE K
KPUTCPHHUTC 33 MOAOOP JIO YCTAHOBABAHE HA CHOTBETCTRHE ¢ U3HCKBAHHUATA Ha JBama
YHACTHHUIH, KOUTO KJIACHPA Ha IIPBO U BTOPO MSICTO; OCTAHAIIHTE YYaCTHHIM, YHUTO ohepTH
Ca OLIEHEHH, HE ce KiTacupar.
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IHIPOEKT
AOTOBOP
Huec............. 2017 rot. B rp. Hobpud, Ha oCHOBakHMe i, 112 1 cn. ot 3akona 3a

OOLIECTBEHUTE TIOPBYKH, CE CKITIOUM HACTOALIHAT JIOTOBOP MENCTY:
............................................................................................ ,  CbC  celanuuie B

....................................................... » B Ka4eCcTBOTO My He i
ONPCJCTICH 32 H3MBIHUTEN CleA NPOBEAEHA [poLenypa 3a Bb3JlaraHe Ha 06IecTReHA
[IOphYKa THII "ny6muno Cheresanwe” Ne 00083-2017-......... : c
HPSAMET vt ,» Hapuyan [[POJIABAY 1

"MHOTI'OITPO®UITHA BOJIHULIA 3A AKTUBHO JIEYEHUE-LIOBPUY" AJ]
rp. Jlobpuy, cne cemanume n aipec Ha yrpapienue: rp. Jobpuy, yin. “[lanatior Xuros" 24,
Ten.  058/600160, daxe: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
TpencTasiasano ot JI-p Tpudoun Buapumupos Wopnanos — Vanbmurenen Inpexrop wa
ApyKecTBOTO, Hapuvana KYIIVBAU.

CTpaHHTC CC CIIOpasymsixa 3a CICIHOTO:

HPEAMET HA JJIOTOBOPA U IHEHH
HYien 1. IlpomasausT mpomasa ma Kylybada MEIMUMHCKA H3JETHs, IO [eHH,
BEKTO CHOIBAL v covmnr it 5 marm s e e 451955 £5065 i wemn s s neea 6e3 JIJIC (........7eBa

e JLITC).

CPOKOBE U HAYUMH HA [JIATNAHE

YUnen 2. CpokbT Ha HacTOSIHS A0roBOp € 12 Mecena oT jaTata Ha O IHCBAHETO
My. JIoroBopsT npomsmkasa nefcTBieTo on A0 CKIIFOUBAHETO Ha JIOTOBOD C JAPYT H3IILIHUTE]
CJIE/L IPOBEXKIIAHE Ha OOLIECTBEHA TOPBHUKA.

Ynen 3. Tlocouenure B i, | MCIHUMHCKH H3/IeNIHs e OBJAT MOCTABSHH OT
lIpO/laBaia Ha KymyBava B Cpok 1o 72 (cemeMuecer u JIBA) Yaca, CIe/ 3asBABAHETO HM.

Unen 4. JInmxumara Ha lpoZlaBata cyma 10 BCsika OT/ENHa JJOCTABKA Tie Obae
[UIaTeHa OT KynmyBaya 10 OAaHKOBATA CMETKA Ha npojaBava B cpox no 60 (mectaecer)
KQJICH/IApHH HH CJIET M31aBAHETO Ha (GakTypa oT IpojiaBaya.

Yien 5. CpoksT Ha rojHOCT Ha KOCTABCHMTE MEIHIMHCKH U3Je]Hs TpsOBa fa e
HE 10-MalBK OT 1 (e/1HA ) FOMHA KBM MOMEHTA HA OCTABKATA,

MSICTO HA U3IIBJIIHEHUE U HIPEMMHABAHE HA COECTBEHOCTTA

tiew 6. 3a mscro Ha mocrasHe Ha MCIMIHHCKATE U3JIENH e OTpe/iess
“MBAJI-JTo6pua” AJT rp. Hobpuy, yi. “ITanaitor XuTos” No 24, 3BeH0 ,,Bonnuuma anTexa”,

Unen 7. CoGersenocrra BbPXY JNOCTABAHUTE MEJIMIHHCKH H3ACIUST | PHCKBT OT
IBJIO M HACTHYHO IOIMBAHE Ha CTOKHTE [IpeMHHARA BBPXY KylyBada OT MOMEHTa Ia
[IPHEMAHCTO MM HA MSCTOTO HA JIOCTABSIHE C MPUEMO-ITPEABATENCH TIPOTOKON MM JIPyr
PaBHO3HAYECH JIOKYMEHT.,
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ITIPABA 1 3AJIBJIDKEHMST HA [MTPOJIABAYA

Ynen 8. (1) TlpopasausT e jrbsKeH Ad CKIIIOMH JI0TOBOP 3a MOJM3IThIHEHHE,
KOraTo ¢ 00dBHN B 3asBICHUETO CH 34 YAacTHe TOJI3BAHCTO Ha NOAM3IbIHATEN. B cpok 10 3
AHH OT CKITIOYBAHETO HA JIOrOBOP 3a MOAM3IIBINEHNE HITH Ha AOIBIHUTEIHO CHOPa3yMeHue
38 3aMJAHA Ha TI0COYCH B 3&SBICHHETO NOAMAIIBIHATEN H3TbIHHTEIST H3Mpania Korue Ha
AOTOBODPA HIIK HA JIOIBIIHUTETHOTO CIIOPA3YMEHHE Ha Bh3JIOIKHTENS 3a€JIHO C JIOKA3aTesICcTBa,
€ Ca U3IIBITHCHM YCITOBHATA 110 91, 66, an. 2 u 11 oT 30T

(2) Tommsnwinautenure nsMar IPaBO 1@ IPERB3NIarar €JHa MIH [OBeYe OT
ACHHOCTHTE, KOUTO Ca BKIIFOYCHH B NpeaMeTa Ha TOroBOpa 3a MOAU3IIBIHEHHE,

(3) HesaBHCHMO 0T BB3MONKHOCTTA Aa €t H3IIOM3BAT MOAMU3IIBIHUTENH,
OTFOBOPHOCTTA 3a M3IIBJIHEHHE Ha JIOTOBOPA 3a OBIIECTBEHA TIOpBYKA € Ha ITpoJaBaya.

(4) KynysaunT uama na M3BBPIIBA JIAPEKTHN PASILIALITIAHHS C [TOH3 I bIHUTE HTE

Qien 9. IlponaBausT ¢ nbKen j1a jocrass MEIUIMHCKH U3JICIHSA, KOUTO:

1. umar nanecena "CE" MapKHpOBKa B ChOTBETCTBHE ¢ M3HCKBAHHSTA HA 4T, 15
OT 3aKOHA 38 MeUIIHHCKHTE W3 /IeIHs (3MI);

2. MMar HaHEeCeH MICHTHDUKAIMOHEH HOMEP Ha HOTH(MUMpPAHHA OpTaH 1o i,
64, ai. 2 or 3MMH, xoraro IPOLENYpHUTEe, OoUpefe/ieHd B HapenduTe 1o umy. 18 or 3MU,
M3HUCKBAT HAHACSIHETO MY,

3. MMaTr HaHeCeHH HAHMEHOBAHHE W 4/Ipec Ha YIPaBICHHE Ha IIPOU3BOIUTENS
/W YITBITHOMOIIEHHS [IPE/ICTABHTEN 1 BHOCHUTEJIS; '

4. ©MaT MHCTPYKIMA 32 YHOTpeOa, ¢ H3KIOYEHHE Ha H3/IeIHATA, 38 KOHTO TOBA He
€ nmpeasuaeHo B 3MU;

5. ca NPUAPYKEHM OT BANMACH CEPTH(DHUKAT, YAOCTOBEPSIBALL CHOTBETCTBHETO Che
CBUICCTBEHUTE H3UCKBAHHs, IPUIOKEMHE 38 H3/ICIHETO, H3NANEH OT HOTH()UIIHpaI opram.

6. ca IPOM3BEIEHH OT IPOM3BO/IUTEIL, KOHTO NPUJIAra M NObPIA CHCTEMA 34
ylipasicHue Ha kauectsoto EN ISO 9001 u/umm EN ISO 13485/13488 H/UIIM €KBUBAJIEHTHA C
00xBaT B 061IaCTTA HA IPOHU3BOJICTBOTO Ha KOHKPETHHUTE MEJMITHHCKH U3 JIEIHS.

7. CHOTBETCTBAT HA M3MCKBAHHSA KbM M3MICIMATA TI0 CBOTBeTHATa 060coGena
HO3HLMS, IIOCOYCHHM B ONHMCAHHETO, aieHO B Ipunoxkenue No 6: Crenudpuxanns Ha
MCIMIMHCKATE H3/IETHA OT JOKYMEHTAIMATA 34 YUACTHE B 0BIICCTReHATA IIOPBYKA.

Hren 10. TlpogasausT B cpoxa Ha AOTOBOPA € MUILKEH J1a UMa paspeleHue Hiu
YAOCTOBEPEHHE 34 THPIOBHS HA €PO C MEIHUIHHCKH MBJETHA, U3NAJEH0 OT V3nbiauresmus
mupexrop ma MAJI o pena va SMH.

Ynen 11. IlpogaBausT B CpOKa Ha JIOTOBOpa € JUIbXKEH Ja MpUIlara u IIOJUIBPIKA
CHCTEMA 3a ylpasnenue Ha xauectBoto EN ISO 9001 w/mmm EN ISO 13485/13488, u/wm
CKBHBAIICHTHA, ¢ 00XBaT B 00/1aCTTa HA TIPOU3BOACTBOTO H/HITH ThPTOBHSITA C MEIUIIMHCKH
H3JICTTHAL.

Uren 12. IlpopaBausT e jurbxen Aad H3JaN¢ B CPOK (pakTypa 3a HOCTABCHHTE
METHIMHCKH H3ICIIHS,

[MTPABA Y BAJIBJDKEHIS HA KYITYBAYA

Qren 13.(1) Kynysaust mma [IpaBo 71a IIpOBEpSABA KOJIMYECTBOTO HA BCSIKA
OTACIHA NIOCTABKA, KATO IPH YCTAHOBSIBAHE HA HECHOTBETCTBUE o JUTBXKEH J1a YBEIOMH
[IpoJiaBaya B CPOK oT 24 yaca,

(2) Ilpn ycranossiBaHe Ha HechOTBETCTBHE B Ka4eCTBOTO Ha IOCTABEHHTE
MCAMITHHCKH H3NIENHS KYILYBaYBT € JUTBIKEH 4 YBEIOME MPoJIaBava B CpoK oT 24 vaca.
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(3) HecboTBercTBHETO HAa KOIHYECTBOTO M KAYECTBOTO ce YCTaHOBSIBA C
HMPOTOKOT, ChCTABCH OT KOMUCHS, CBCTABEHA OT JUIBKHOCTHUTE JIUTIA Ha KYIIyBaya,

(4) B cinyyait, ye mposasaust B cpox 10 24 waca cien YBEOOMABAHETO T10 ai. |
OCIIOPH TMHCMCHO HECHOTBETCTBHETO HA KAUYSCTBOTO, TOM MOKE 1a HCKa IPOBEPKATa MY OT
YI'BIIHOMOIIEH OPraH MK J1aGopaTopus.

Qnen 14. KynmyBaubT € IIbikeH Oa 3aiiaTh yroBopeHara IeHa B pasmepa, I10
HAYMHA 0 B CPOKA, OLIPE/EICHH B HACTOSIINS JIOTOBOP.

HEVCTOWKM

Yien 15.(1) Ipu 3abapa Ha gocTaBka oT CTpaHa Ha IIpoJaBava ¢ ImoBeye OT 24
(IBaZieceT M YETHPH) uaca, KYNYBayhbT HMa NpaBo Jia IOIYYH HEYCToMKa B pasmep Ha 0.1
(Hyna 110, e/(Ha JeceTa) Ha ¢TO OT CTOHHOCTTA Ha 3abaBeHaTa J10CTaBKa 3a BcekH 24 uaca
3a0aga.

(2) ITlpu ycramoBsBame Ha HECHLOTBETCTBHE B KOJMYECTBOTO, INPONABAYBT €
ATBXEH J1a TOCTABH JIMICBALIOTO KOJMYECTBO IIPH CIICABAIIATA [OCTABKA, a IIPH IIOMCKBake
OT CTpaHa Ha KymyBaua B CPoK oT 24 4aca. [Ipu HewsmbIHEHHe Ha ToRa 3ambiDKEHUE
KYIYBaubT MMa [PaBo 1A [OJy4d HEYCTOHKa B pasMep Ha 5 (IIeT) Ha CTO OT CTONHOCTTA Ha
JMIICBALIOTO KOJIMYECTBO.

(3) Ilpu ycramossapane Ha HECHOTBETCTBHE B Ka4eCcTBOTO, IIPO/IaBAYBT € JTBHIKEH
Ad JI0CTABA MC/IMIMHCKH H3JICTTHA C YTOBOPEHOTO KAYeCTRO MIPH CIICBAIATA JIOCTaBKa, a [pu
[IOUCKBANC OT CTpaHa Ha KylnyBaua B ¢poK oT 24 waca. IlpH HeMmsmbimHeHHe Ha TOBA
Sa/IB/DRCHUE KYITyBaYbT UMa IIPABO Jd IONY4YH HEYCTOWKAa B pasMep Ha 5 (met) Ha cTO OT
CTOHHOCTTA HAa HEKAYECTBEHATA JOCTABKA.

(4) B cmyuante mo anuHen 2 u 3, ako NpOIaBaYhsT HE A0CTABH JOTOBOPEHOTO,
KYNYBaYbT HMa IpaBO 1a 3daKYNH HEOOXOJMMHTE My MEIHIMHCKA M3JETHS OT IpyT
JOCTABTHK, KATO PasIUKaTa MEXIY LHEHAaTa [0 JI0T0BOPa M ASHCTBUTENHO 3aUIaTenaTa neta e
38 CMETKa Ha TIpoJaBaya.

Hnen 16.(1) Ilpm oTkas Ha mpojaBaya Aa NOCTABH 3asBEHHTE MY MEIAMIHHCKHA
M3/1eTIAS UITH 1IPH 3a0aBa mosede oT 48 (deTHpHiecer u 0CeM) uaca, KyImyBayhT UMa IIPaBo Jid
3aKyIH HEOOXOAUMHTE MY MEMUIHCKH H30E/Hs OT OpYT NOCTABYHK.

(2) B cinywanTe mo npeaxonHara anunes pasMKaTa MeX/y lieHaTa [0 JOroBOpa I
JCHCTBHTENHO 3aIUTATEHATA IIEHA € 3a CMeTKa Ha Ipo/laBaya.

HYien 17. KynmysausT mMa npaBo ja mcka obesmerenue B bJIEH pasMmep Ha
BPCAHTE, KOUTO ¢ NPETHPIISIL B PE3yJITaT Ha 3a0aBeHaTa W/WIHM HEeKaueCTBEHATA JIOCTABKA.,

"Unen 18. [Ipu 3a6asa wa mnamane ot CTpaHa Ha KyIyBaua, MOCIEIHHUSIT IBIDKH
Ha poJaBada HeyCTOMKa, B pasMep Ha 3aKOHHATA JIMXBA,

Unen 19. Heycroiikure, o6esmeTenusita 1 eHOBHTE pasiuKu 1o wi. 16, am 2
MOTaT 1a ObJaT yABPIKAHH OT BCSKO IBIDKEMO HA HpoJaBaya IamaHe.

HIPEKPATABAHE HA JTOT'OBOPA

Unen 20. JloroBopsT ce npexparsisa;

l. ¢ u3THUaHe Ha cpoka, 3a KO¥HTO e CKIIFOUCH, OCBCH B XHMIIOTE3aTa Ha 4ieH 2,
H3PEYEHHE BTOPO;

2. OT W3NpaBHATa CTpaHA NPH CHCTEMHO HEM3IILILHCHME Ha 3aIBJDKEHUATA 110
norosopa. Ilojx cucTeMHO HeusmBIHEHHE ce pazdupa TakoBa, MU3BBLPIICHO JBA MM [10BCUE
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IIBTH B PAMKHTC HA ¢/IMH KAICHIAPEH MECELl, HIIM II0BEYE OT TPU II'BTH B PAMKHTE Ha CPOKa Ha
JIOrOBOpA;

3. TpH CB3JABAHETO HA YCJIOBHS 3a JOCTABKA Ha MEIMLMHCKH W3JETHS ClIE
IIPOBEKAAHETO Ha LEHTPATH3UPAHU CIICKTPOHHHE ThPIOBE.

4. B cmyyai, ye ObJie IpOMEHEHA HOpMATHUBHATA ypenba, B PE3YNTAT HA KOETO
OTHa/He HEOOXOMMOCTTA OT H0CTABKATA Ha U3AEIUATA, KOUTO ca IPEAMET Ha J0r0BOpa;

5. IpH HEBB3MOMKHOCT Jla CE OCHUI'YpH (PUHAHCHPAHE 34 H3IIBIHEHHETO HA
HOPBYKATA 110 TPUYMHH, KOUTO KYIyBauYbT HE € MOI'BJI A ITPe/IBUIH.

JPYTU YCJIIOBU

Unen 21. CTpaHuTe 1o J0roBopa He MOrar Jia ro M3MEHSAT, OCBEH B CIydaHTe,
npensuaesu B wi. 116 ot 3011

Ynen 22. CrpanuTe 1o J0roBopa e pemiaBaT BL3HUKHAINTE [0 H3ILIHEHHETO
CIIOPOBE 110 B3aHMHO ChHITIACHE, & aKO TOBA € HEBBL3MOXKHO, 110 pexa Ha ['TIK, npejx poxoso
KOMIICTCHTHHAT Chb/l B Ip. JoOpuu.

Hnen 23. 3a BcuuKK HEYpENEHHU 110 HACTOSIIUS JOIOBOP BBIIPOCH IIE Ce IIpUJiarar
paznopendoute Ha 3011, ITII30I1, 33/] u T3.

Hnen 24.(1) 3a Bamumauu ajgpecH 3a IpUeMaHe HA CHOOIIEHHs, CBLP3aHU ¢
HACTOSIIHS JIOFOBOP C€ CMATAT a/[pecuTe, II0COYEHH B HAYAIOTO Ha JI0r0BODA,

(2) llpx mpoMsHAa Ha [JAHHMTE IO IPEOXOANATA ANWHEs, ChOTBETHATA CTPAHA €
JUIbIKHA 18 YBEIIOMHU ApyraTa B TPUHEBEH CPOK OT IPOMSHATA.

Ilpu cheraBsgHe Ha HACTOAIIUAT JIOTOBOP C€ IIPENCTABMXA OT M3ITLIHHTEIS
CIIEJTHUTE JIOKYMEHTH 3a J0Ka3BaHE JIMIICATA HA OCHOBAHHMS 3a OTCTPAHABAHE:

- 38 obcTosATeNcTRaTa 10 Wi, 54, ai. 1, T. 1 o1 3011 - CBUIETENCTBO 32 CHINMOCT;

- 38 00cTosTencTBOTO O Wi. 54, ai. 1, T. 3 o1 3011 - ynocToBepeHne 0T OprafuuTe
MO TNPHXOJUTE H YHOCTOBEPEHHE OT OOLIMHATA 110 CEeJANMINETO Ha BL3IOKHTEIS W HA
KaHAMJATa HIIH YYaCTHHKA;

- 32 0OCTOATENCTBOTO 1O Wi 54, an 1, T. 6 - yJ0CTOBEpEHHE OT OpranuTe Ha
Msnbnaurenna arenius " 1aBHa HHCIEKIHS 110 Tpyua';

- paspelieHye 3a ThProBHA Ha €p0 ¢ MEJMIMHCKN HU3AeIus, u3aaneno ot MAJ]
HIIM JIPYT JIOKYMEHT, YIOCTOBEpABALI IIPABOTO HA YUYacTHHKA Jld THPIYBA C MEIMIMHCKH
U3/IeNHs, U30aICH OT KOMIIETEHTEH OpraH Ha CHOTBETHATA JIbPIKABA;

- cepTuduKar 3a mpuIaraHe M IOJUIbD)KAHE HA CHCTEMa 3a YIpPaBICHHC Ha
kagectBoro EN ISO 9001 w/mnu EN ISO 13485/13488 w/uim exBuBameHTHA, ¢ 06XBAT B
obracTra Ha IPOHU3BOJICTBOTO H/HIIH THPTOBHSITA ¢ MEIHIIMHCKH H3/ICIIHS.

Hacrosuuar moroBop ce chCTaBd B TPH CAHOOOPA3HM EK3EMIUIAPA, €/[MH 3a
IIpojlaBaya 1 JBa 3a KyIyBaya.

[TPOJABAUY: KVYIIVBAY:



