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B OT/IeNeH (aii,
PABIICHHE, C KOETO CE OIOBECTABA OTKPHBAHETO Ha npouenypara — B OTJeIeH

(aiin.

JIOKYMEHTH.

6.3. ,lilelcnapauﬁﬂ mo wi, 59, an. 1, 1. 3, BBB Bp. ¢ wi. 53, an. 2 or 3axo
MCPKHTC Cpelly HW3NHpaHe Ha NapH,

Ha 1
Ha o

ChbABPKAHUE

OKYMCHTALHATA 32 Y9acTHE B IPOEAYPA 32 Bh3JIarage
OlecTBEHA MOPBLYKA, ChIIACHO YL, 31, an. 1 or 3011

1. Pemrenue 3a otkpupane ua TIpoILeaypa 3a Bh3NaraHe Ha oOILIecTBEHa IOPBYUKa —

2.0

3. Texuuvecka cnenuduKanys.

4. VKa3aHus 3a I0IroTOBKA HAa odeprara.

5. IpoexT Ha norosop.

6. O0pasiy Ha JOKYMEHTH — B OT/Ie/ICH Gaitn:

6.1. TexHuuecko IPCIVIOAKEHHE — 110 3ab/KHTENEeH oGpasern; No 1 or o0pasnute

JIOKYMEHTH.

6.2.

[leHOBO NpemIOKEeHHe— 110 3aTBIKHTENCH obpasenr Ne 2 or ofpasuure

Ha 3a
32 MICHTU(HMIMPAHETO Ha (GHIHYECKO inuue,
ACHCTBHTCNEH COOCTBCHHK HA OPHIMYECKO aaue Wi apyro obpasysaHue —
3a/1BJDKATEIIEH o'6pa36u IIpunoxenne Ne 3. Ilpencraes ce IIPH [IOAITHCBAHETO HA JIOTOBOL
of1mecTreHa H0p|'b‘IKa.

7. Cramjmapren ofpasell Ha eIMHHHA CBPONICHCKH JOKYMEHT 3a OOIIECTH
nopeuku (eEEJOIT) — B *zip daiir.
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TEXHUYECKA CHHEHU®UKATTH S

1. Opmu m3uckBanus kbm MEIHIHHCKOTO H3/le/Ine ANMPOrenen buirrsp
AMATHIHMS BT 32 AAPATH 32 XeMoIHATH3a "®pesenuyc 4008 S

1.1. la oTroBaps ma usncksanmsita 53 un. 82, an. 1 or 3MU, kato uma:

- HaHeceHa "CE" MapKHpOBKa B CHOTBETCTBHE C H3UCKBaHusITa HA i, 15 ot 3MMU:

- HAHCCCH TIAPTH/ICH/CCPHEH HOMED BHpPXy OIIaKOBKHTE, KOTATO € MPUIIOKUMO

Ha

2

- HAHCCCH MACHTH(HKAIMONEH HOMEp Ha HOTH(MUHPAHHUS OPraH mo ui. 63, ai. 4
ot 3MH, koraro TIPONCNYPHTE, ONpENeIeHH B HapenGute 1mo wi. 18 ot 3MU, wuzuckear

HaHaCsaHEeTO My,

- HAHECEHH HaHMEHOBAaHIeE H ajpec Ha YHopasieHue Ha TIPOH3BOAUTEIS H/WIH

|
YIO'BJIHOMOIIICH U S IpeacTaBuTen 1 BHOCHTCIIA;

= MHCTPYKIIHUA 3a }/TIOTpeﬁEl, C H3KJIIOYEHHE Ha H3IE/TUATa, 38 KOUTO TOBA HE ¢

IIPEBUACHO B 3aKkoHa. B ciygamre, koraro HMHCTPYKIHHTE 3a ymorpeba ca Ha YyxKI e
ChUIUTE TpAOBA Ma ce HMaT NPEBOJ HA OBNTapCKH €3HK.

1.2. Cpok 3a rogmoct Ha AOCTaBCHHTE MEOUIMHCKH H3aenus: He IIO-KPaTHK
60 % (mectmecer IIPOLIEHTA) OT OOLUHA CPOK Ha FOHOCT B MOMEHTA Ha JIOCTABKA.

2. Crileumbmcaunm Ha MEIHLIMHCKOTO W3/eaHe ANuporenen dbuaTep
AHATH3HAS BT 32 allAPATH 32 XeMOIUATH3A "®pesenuyc 4008 S'':

2.1. |a € CbBMECTHM ¢ amapaTture Moaen Fresenius 4008 S ¢ XHJpaBIuKa
HOBHSI BUJT (,,MB&EHCI[”)

HK,

oT

Ha

oT

2.2. la ocurypar co6ojen or OakTepuu, eHI0TOKCHHN 1 [APOTeHH JTHANU3CH

|
pasTsop. [la ocurypsar BHCOKONIPCYACTEH IUATH3EH PA3TBOP, 10 OTHOLICHHE HaJTU4UaeTO
OaxTepun u CH/IOTOKCHHH.

2.3. Jla morar na ce 00paboTBaT ¢ M3MOI3BAHMTE 32 JHAH3HHTE arapa
Ne3sUH(peKTaHTH. ‘

2.4. Jla umat nonucyndonosn MeMOpany ¢ eeKTHBHA o 2.2 KB.M.

Ha

ITH
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YKA3AHUA 3A IIOATOTOBKA HA O®EPTATA

1.1
L1,
H3HCKBAHUSATA B
B PELICHHETO,
ohopMeHna 1o

loaroroBka Ha odeprara:

Ilpy  nmoaroroskara ma odeprure yuacTmumure ca IILKHE J1a ClasBar
a Be310XKMTENS. Oheprara cienpa ga oTrosaps Ha U3UCKBAHUATA, TIOCOUEHH
OOSBIEHUETO M JOKYMEHTALMSTA 34 YYacTHe B nponeaypara U ja Onje
TIPUIIOIKCHATE KBM JIOKYMEHTAlUATa 00pasin, KOTaTo TOBA CE H3HMCKBA.

OTroBOPHOCTTa| 38 IPABMJIHOTO BB3MpHEMAHE Ha JAOKYMEHTAIMATA 32 Y4YacTHE €& HOCH
€/IHHCTBEHO OT yYaCTHHUIIUTE,

1.2.|Odeprure ce mzrotssar ua OBIrapcku e3uk. JIoKyMeHTH, KOHTO ca Ha QYK
C3UK CC IIPE/ICTEBAT U B IIPEBOJ] HA OBJITAPCKH.

1.3.|/lo ustHyanero Ha cpoka 3a mojaBaHe Ha oepTHTe, BCEKH YYACTHHK MOMKE
fla IIpOMCHH, /1| ION'BIIHK HJIK [1a OTTErIM odepTaTa CH.

1.4, IlpencraBsnero Ha odepra s3ambKaBa YJacTHHKA Jla IpHEeMe HaIbJIHO

BCHYKH H3HCKBA
Y4YaCTHE B IIPOILE
1.5,
1.6.
10 JU3ITbJIHHTE
1.7.

HISL M yCJIOBHSA, IOCOYEHH B PCIICHHETO, OOSIBICHHETO U IOKYMEHTALIMSTA 3a
Ty para.
Beeku ydyacTHUK B Tponeypata uma IIpaBo J1a IPeJICTaBu caMo ejHa odepra.
Jlune, xoero ywactea B obemumenme WM e Jano cwrylacue jia Onle
Ha ZIpyT yqacTHHK, He MOXKe Ja 10/1aBa CaMOCTOSTeNHa oepTa.
B mpontenypa 3a pr3narane na o6mecTsena NOPBYKA €/HO (PU3UIECKO WM
FOPHJIMYICCKO JIMITE MOXKE [1a y4acTBa caMo B eHO 06¢[HHEHHE.

1.8. Cebpsanm muua me morar ga GBIAT CAMOCTOSTENHH YYACTHHLIH B €JHA U
Chila nponenypa. [ox "ceep3anu muna" ciuempa ma ce mma NPEIBHI ONPENENEeHUeTo 1m0 § 2,
T. 45 ot /TP ma 3011

1.9. | YyacTHHIATE Morar Ia ce mMO30BaT Ha KalalMTeTa Ha TPCTH JIMIa,
HE3aBHCHMO OT MpaBHATA BPB3KA MEXIY TSX, N0 OTHOLICHHE HA KPUTCPUHTE, CBBpP3aHH ¢
UKOHOMHYECKOTO ~ M ()MHAHCOBOTO  CHCTOSHHE, TEXHHUECKHTE  CIIOCOBHOCTH H
npodecHonaIHaTa KOMIIETEHTHOCT. 3a TPETUTE NIHIa ce npuiara 4. 65 ot 30711,

1.10.] Yuacrhummre nocousar B odeprara cv MOAM3IIBIHHTEIHTE U Jiena oT
MOpBUKaTa, KOHTO IIE MM BB3NOXKAT, aKO BH3HAMEDSBAT /A H3ION3BAT TakuBa. 3a
HO,HHSHBHHHTG.HI/{TG ce mpuiiara wi. 66 ot 30I1.

Hesapucumo OoT BB3MOKHOCTTA 3a H3MI0J3BaHE Ha  IIOJOHU3MNGIHUTEIINA
OTTOBOPHOCTTA 38 HU3IThJIHEHHUE Ha AOroBoOpa 3a ofImecTBeHA IIOPLUKA € Ha N3N BJIHUTE.
Branmosxurensar HiIMa Ja H3BBPIIBA OUPEKTHH pasnnamanyag C

[OIU3IIBTHUTETTHTE.
L.11.| YuacTHHIHTE MOTaT ma mocousaT B odeprure cH HHMOPMALHS, KOSITO
CMATAT 33 KOHQUJICHLMAlTHA BBB BPB3KA C HANMYMETO HA TBProBeKa Taifma. Korato
YYaCTHHIIMTE ca‘ CE IO30BATH Ha KOHQHICHIHAIHOCT, ChOTBETHATA uHdopmalys He ce
Pa3sKpHBa OT BB3JOKUTENS. YYaCTHUIIUTE HE MOTAT /1a ¢e [030BABAT HA KOH(DHICHIMATHOCT
110 OTHOIICHHE HA IIPEVIOXKECHUATA OT O(PEPTUTE HM, KOMTO TOVICHKAT Ha OT[CHKA.
1.12. |Bcuuku OKYMEHTH ce IPEeICcTaBAT B OpPHTHHAIl MM KOIMS, 3aBEPEHH OT

ydactHuKa ¢ "Bs

HO ¢ opurubana". Jleknapanunre i1 GaHKOBHTE rapaHIys, KOTATO TAKHBA ce

HM3HCKBaT, Ce MPEeICTABAT CaMO B OpHI'HHAJI.

113,
pelueHuero, o6ss
H3THYaHE Ha Cp

JIunara morat ma MOMCKAT ITHCMEHO OT BB3TOKHTENS Pa3ACHEHHA 110
JICHHETO M IOKYMEHTaMATA 3a o0IiecTBeHaTa Nophuka 10 10 auu pe/
OKa 3a IOJydaBaHe Ha O(EPTHTE, a& KOraro CpPOKBT e CBKPATEH TIpH
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HEOOXOAUMOCT OT crieniHo Bb3jarame - o 7 nuu. Besnoxurengy IPEIOCTaRs pa3siCHeHHATA B
4-1HeBeH cpok | or [TOIIy4aBaHe Ha HCKaHETo, HO me TO-KBCHO OT 6 mHE npemn Cpoka 3a
loJly4aBane Ha oeprH, a koraro CPOKBT € ChKpaTeH mopamm HCOOXOMMMOCT 0T cremmo
BB3JIAraHe - 10 4 THH UpexH To3u CPOK. B passchennsta ne ce TOCOUBa JHIIETO, HAIPaBHIIO
3aITUTBAHETO. Bb3noxurensr ge HIPEOCTaBs passicHenns, ako uckanero € MOCTBINIO Clies

CPOKa 10 M3peueHHe MBpPBO, Pasacuennsra ce TIPENOCTABAT upes myOnuKypane na npoduia
Ha KyIlyBaua,

2. opaBane ma oeprara;

2.1. Mokymenrure, CBBP3aHH C y4acTHETO B Tiponenypara, ce mpencrasst ot
YHaCTHHKA, HIIH OT YI'BIHOMOIIEH oT HETO IpEACTABUTEN - TMYHO Hin IPpe3 ITOMIEHCKA MY
APYra Kypuepcka yciyra c [PETIOpbYaHa mpartka c obpartHa pasmueka, na aapeca Ha
Bb3I0KHTENS; rp, Mobpwra 9300, yir. "Manaiior Xuros" 24,

2.2, Jlokymenrute ce IIPECTAaBAT B 3ameyarang HEIIpospayHa omakoska, BBPXY
KOATO Ce mocousaT: HamMeHoBaHHeTo Ha  YYacTHHKA, BKIIOUHTENHO YYaCTHHIIUTEe B
00eIuHEeHHETO, KOraTO © IPUIOXUMO; anpec 3a KopecrnonneHnus, renedon u o Bb3MOKHOCT
- (hakc u CICKTPOHEH ajpec; HaMMEHOBAHHETO Ha 1oppyKkara, a koraro e IMPHIOXAMO —
obocobenure TTOSUITHE W HOMEHKIIATYPHTE, 33 KOHTO [0aBaT JOKyMeHTHTE.

2.3. 3a nonyuenure ObepTH pH BB3MOMKHTENS C€ BOIM PETHCTEHD, B KOHWTO ce
orbensssar: HOJI|T6J] Ha oeprara; HOMEp, Jara W yac Hg lOly4aBaHe; npuumHmre 39
BPbLIAHE Ha oepraTa, KOraTo e IPHIIOXKHMO,

2.4. Tlpu nonyuapane pa oteprara BbPXY omaxoBkata ce 016easpar HOPEHUST
HOMEp, aTata ¥ yachsT Ha IIOJIy9aBaHeTo, 3a KOeTo Ha TIPHHOCHTENA Ce H3/1aBa TOKyMeHT.

2.5. He ce npuemar odeprh, kourto ca IpCacTaBeHu cnes m3THUane pa KpalHus
CPpOK 3a nosryyaBare wiry ca g He3aneyaTana OnakoBKa Wil B ONaKoBka C HapyIlleHa I5UT0CT,

2.6. Koraro xnm MOMEHTa Ha M3THYaHe Hg KPailHusL cpok 3a Iony4yasane Ha
oeprr mpex msct OTO, OTPE/IENIeHO 3a TAXHOTO Mo aBake BCE OIIE uMa Yakamm mura, re ce
BITIIOYBAT B CHHCEBK, KoiiTo ce IIO/ITMCBA OT HpexcTaBUTeN Ha BB3JIOKHTENSI W oT
IPHCBCTBAINTE JHTIA, Odeprure wa smrara or CIMChKa ce 3aBexmar B PEerucTepa Ha

Bb3NIO)kuTEesg. He CC moImycka IIpHeMaHe Ha O(bepTI/I OT JIMLAa, KOHUTO HE Ca BKIIOYeHH B
COHCHKA.

2.7. B |enyuante, xoraro odeprara ce H3Ipalla 1o nowmara wmm e Kypuepcka
CIyx0d, YYaCTHHKET CIC€ABa nma ocurypm wmeitnoTo CBOCBPEMEHHO INIpHCTHraHe npeau

H3THYaHC Ha CPOKa|3a oxaBane Ha odepru. Prcksr ot 3a6asa wiy 3aryOBane Ha oeprara e
38 y4acTHHKa. :

3. C'bﬂ])p?l{ﬂHHe Ha 3ame4yaTranara Helnpo3pauna OaKoBKa u YKazanusa 3a
INonbLJIBAHE HA AOKYMEHTHTE B Hes:

3.1. Onyc Ha [IPEACTaBEHNUTE IOKYMEHTH,

3.2. Craunapren obpasen; 3a ejumHms CBPONEHCKH HOKyMenr 3g o0mecTBeny
opkuxn (BEELOIT)| 3a YHACTHHKA, a KOraTo e MpuIoXHMO - 38 BCCKH OT y9JacTHHIHTE B
obenuHenreTo, Koeto He e IOPHIIYECKO JHIE, 3a Bceky IOJU3IBIHATEN U 33 BeSko JHIIE,
HHHTO pecypeu e 66 aT AHIKHPaHU B H3MLIHEHUETO Ha IOpBYKaTa.

Ha ocuoBanme wu. 67, ar. 4 or 30I1 Enumanst CBPOIICHCKH JIOKYMEHT 34
obnrecTrenu opwuku (EEJIOIT) ce IIPENIOCTaBA B €NEKTPOHEH BH) 110 obpaser, yrespaen ¢
aKT Ha EBponeiickata komucus,

Enextpornust EEJIOIT e gacr or AOKYMCHTaIMATa 3a o6lmecTBena IOPBYKA,
nyONHKyBaHa Ha npodua Ha Kynysaua 3a KOHKpeTHaTa olIecTsena Hopruka. Yuactuugpr
nomenea eEEJIOIT Bpp dbopmar * xml, upe3 uHbopManmonnaTy cucrema 3a eEEJIOI pa
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aznpec https://eo.europa.eu_/mols/es d. B HHpOPManHoHHaTy CHCTEMa yYacTHHIHTE 3apexunar
TIPCOCTABeHNUS OT BB3TOMHTE g (haiin puB (opmar * xml, TIOIBABAT HEOOXOAMMHTE AR H
'O U3TErIAT M 3a11a38aT RLB Gopmar * .pdf u * xm].

Bw3noxurengr H3HCKBA yYacTHHLHTE ja penocraar EEJIOI] g CIIEKTPOHEH
hopmar, xoiiTo e TIO3BOJISIBA peaKTHPaHeTO Ha HETOBOTO CHALPKaHHEe (*.pdf). ToxymenTsT
TpsbBa ga 6’B,Hi IOJIACcan ¢ KB HImpan CIIEKTPOHEH moanue o1 JTHIETO, KOeTO e
3aIBIDKEHO 1A 110 ITHIITe EEJIOI. EJIeKTpOHHO HOAITHCAHUST AOKYMEHT, 3allicay Ha OITHYEH
Hocuren (CD, DVD, diam TaMET) Ce TOCTaBy B OllaKoBkara ¢ oheprara,

Hpejocrapennsr or y4acTHuka chaitn, Ceabpxan; EEJIOIT ge TpsibBa na e
3dpaseH C BHPYCH, 1a He CHALPAKA MaKPOCH WIIH M3ITETHMM IIporpamen kon. JlokymenTsT
ClIeNBa 1a ChabpyKa Mpan (Helczpnnmpaﬁ) TEKCT,

He ce HIpHEMAT 3a penoBHo TIOTa/en 1Mo cMuchbia Ha . 67, ain. 4 or 3011
NOANHCAHH HA PhKa u CKaHupanu EEJ[OI1T.

IMoapo6ro 32 eEEJIOIT yuactauure MOrar na ce 3anosnasr or Metoanueckure
YKa3aHHs Ha elNeKTPOHHATA CTpanuna na AQIT.

Hpu nosroroskara ua EEJIOIT cnensa na ce HMa TIpeJIBH)I clieiHoTO:!

3.2.1.| Ypes EEJIOTI  yyacTHmisT ACKIapupa JHicara ma OCHOBaHHHTA 33
OTCTpaHsABaHe M OLOTBETCTRHE ¢ KpHTeprnte 3a moxbop. B Hero ce IIPeI0CTaBa CHLOTBETHATA
HHGOPMAIs, u3MckBana o BB3NIOXKHTEIIS, M ce mpencrapsr J@HHH OTHOCHO myGiuynuTe
PCTHCTPH, B KOHTO ce CBABpKa HHOOpMarms 3a ACKIAPHPAHHTE OGCTOSTENCTBA My 3a
KOMIOCTEHTHHS OpraH, KoliTo ChITIACHO 3aKOHOAATENCTBOTO Ha ChOTBETHATA JBpkaBa e
AUTBIKEH J1a Ipe1o¢Tans HH)OPMaIMs 3a Tesu obcTosTencTra CiyxebHO Ha BB3oxuTes,

3.22. B uacm 17 pasoden "4: Hugpopmayus 3q UKOHOMUYECK s onepamop"”, B
pasjena ”HaeHmuqbuKat;uﬂ” YHaCTHHKBT clensa ja OITOBOPH B  ChOTRETCTBHE ¢
PETHCTPANHATA CH| B THProBekus PETHCTBD miH npyr PETHCTED cb06pasHo HalmonamoTo cH
3aKOHO/IaTeNICTRO,

3.2.3. B wacm I pasden "4: Hupopmayus sa UKoHomuueckus onepamop”
YUaCTHHKBT ciiefBa ja OTFOBOPM NaiM yyacrtea m lponenypara, 3zaemggo ¢ Ipyru
HKOHOMHYECKH OIepaTopuy,

324. B vacm I, pasdenr "p. Hugopmayus  3q npeocmagumenume g
UKOHOMUYeCKus.  onepamop" YHaCTHHKBT clemBa ja OTrOBOPH B  CHOTBETCTBHE
PETHCTpaNMATa Ci B Thprosexs PErucTep uimm apyr PETHCTEP ChobpasHo HanmonannoTo cH
38KOHO/ATENICTRO.

325. B uacm 1, pasden "B: Hugpopmayus  omuocuo U3noszeanemo ng
Kanayumema nq ()}'tayeu cybexmu”, yuacTHHKET CICABA a OTroBOpH jamu IS H3I10J13Ba

(puHAHCOBOTO CLCTolﬂHHe, TEXHHMECKHTE CIIOCOGHOCTH W npodecHonannara KOMIIETCHTHOCT.
3a BCAKO Tpeto sune ce Tipeactass ornenen EEJO1].

3.2.6. wacm I, pazoen "I Hugpopmayus 3q ROOUSHbIHUMEnY, yyiimo
Kanayumem uxonoMuyeckusm onepamop  uama oa usnonseq” YHaCTHHKBT crefiBa fa

OTT'OBOPH KOH ca HO)iZ[HSHBJIHHTEHHTE, KOHTO 111e moJ3ea,

3a Bce}cplr HOMMBITBIIHATEN Ce NpejcTaBs orzenen EEJTOI]. Homusnsiaaurenyre

Tpabra na OTTOBAapAT Ha CHOTBETHHTE Kputepun 3a nogGop CbOOpasHO BHAA M jema op
IIOPBYKATA, KOHTO m'e H3IBITHABAT, H 33 TSX J1a He ca HaJIMIle OCHOBaHMUA 33 OTCTpaHsBaHe OT
nponenypara.

3.2.7. B wacm [II pazoen "4: Ocnosanus, C6bP3aHU ¢ Haxazameny npucvou"
YHACTHHKBT Jeklapupa Hammumero Ha oOcTosrencreara 3a OTCTpansBaHe oT yyacTe g

pouenypara mo wi, 54, an. 1, 7. 112 or30I1 (oceixKmane 3a OPeCThONeHus mo i, 108a, umn,
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159a-159r, win. 172, un. 192a, . 209-213, un. 253-2536, . 301-307, un.|321 u wr. 321a u
1. 352-353¢ or HK mm amanoruysu B gpyra ABpKaBa WICHKA MM TPeTd CTpaHa), KaKTo U
IIPCINPUETHTE |[MEPKH 3a HAISKIHOCT 10 wWwi. 56 or 30I1, koraro e npanoxumMo. Tesm
OCHOBAaHHA Ce| OTHACAT 3a JIMIaTd, KOWTO IPEACTABISABAT YYACTHHKA, UICHORETE Ha
YNPABHTC/IHK H HAJ30PHK OPraHy M 3a JPYTH JIMLA, KOHTO HMAT IIPABOMOLIHS a4 YIpaXkKHsBaT
KOHTPOJ IIpH B3€MAHCTO Ha PEINCHHs OT Te3H opraHu. Jlumara, 3ags/DKeHu na JEKJIapupaT
obcroarencTpata 110 wi. 54, an. 1, T. 1 ¥ 2 ¢ca [OCOYEHH B L. 40, an. 2 ot III130TI1. Koraro
H3UCKBaHUATA 110 WI. 54, an. 1, T. 1 1 2 ot 30I1 ce oTHACHT 33 IOBEYE OT CAHO JIHIIE, BCHYKH
mmna noamacsar eauH W cbll EEJIOIL Koraro e manune neobxomuMoct or 3alluTa Ha
JIAIHATE NTAHHE MM IPH Pasiiiyde B OOCTOATENCTBATA, CBBP3aHH ¢ JMYHOTO CHCTOSHHE,
HH()OPMAIHATA| OTHOCHO H3MCKBAHUATA 110 WL, 34, an. 1, 7. 1 u 2 ot 30II ce nombira B
oraener EEJ(OII 3a Beaxo muie ummm 3a HAKOW oT nwmara. B CIy4auTe, KOratro ce [ojasa
noseye ot enud EEJIOIN, obcrosTencraara, CBLp3anu ¢ KpUTEPHATE 3a noa00p, ce ChIbpIKaT
camo B EEJIOII, moxamucan oT mmIe, KOETO MOKe CaMOCTOATCIIHO Ja IIpeJCTaBlIABa
CBHOTBETHHSI CTO!HELHCKH cybexr.

3.2.8. B vacm III, pasoen "B: Ocrosanus, CEBP3AHU C NAAUIAHEMO HA OAHBYU U
COYUANHOOCUYPUMENHY 6HOCKY" YIACTHUKBT JEKIApUpa HATHYHETO HAa 0DCTOSTENCTRATA 34
OTCTpaHiBaHe 0T yvacTHE B Ipomenypara mo wi. 54, am. 1, T. 3 ot 30TL, T.e. nanu uMma
SalIbJDKCHIA 33 TAHBIH W 33 bIDKATEITHH OCHTYPUTEHH BHOCKH IO CMHUCHIA Ha Wi 162, aj.
2, 1. 1 ot IOIIK, KaKTo M IpeAnpreTnTe MEPKH 3a HATEKTHOCT 10 Wi 56 o1 3011 I, xorato e
HNPHIOMKHMO.

3.2.9. B wacm III, pasoen "B: Ocuosanus, COLP3AHU € HECHLCMOAMETHOCH,
KOHQIUKM HQ| uHmepecu uau npogecuonanto Hapyuienue" YYACTHHKLT JleKnapupa
HaJIMYHeTo Ha ODCTOSATENICTBATA 38 OTCTPAHSIBAHE OT YYACTHE B nponenypara mmo wi. 54, an. 1,
T. 4,5, 6 u 7 or 30I1. OcnoBanusaTa 1o 4. 54, 1. 7 ot 3011 ce oTHACAT 3a JUara, KOUTo
TIPE/ICTABIIABAT y4ACTHHKA, YICHOBCTE HA YIPABUTEHH M HAJI30PHHE OPraHH U 34 JPYrd JIHIA,
KOUTO MMAaT NpaBOMOMIMA Ja YIPAXHABAT KOHTPOI HPH B3eMAHETO HA PEINeHHS OT Te3u
OpraHH. HH].[B.TLLI, 3aIB/DKCHA 11 JeKmapupar obcTosTencTsata mo wi. 54, am. 1, 1. 7 ca
nocoueHd B ui. 40, am. 2 or IIT30I1. Korato H3ucKBaHUITA IO oI, 54, an. 1, 1. 7 or 3011 ce
OTHACAT 3a MOBEYE OT €IHO JIMIE, BCHYKH JIMIA MO/IIMCBAT SIHH U ChII EEJOII. Korato e
HaJMIe HCOOXOMUMOCT OT 3al[MTa HA JIMYHHTE JNAHHM HITH IIPH pas3Jiiuue B 0OCTOSATENICTRATA,
CBBP3aHH € THYHOTO CHCTOAHME, HHPOPMAIUATA OTHOCHO M3MCKBAHIATA [0 WI. 54, ajl. 1Lx7
ot 30I1 ce monrniBa B oTeneq EEJIOII 3a BcsAKo NHIle WIH 34 HIKOH OT Jmuara. B ciyuaunre,
Koraro ce rnoxapa noseye ot eaun EEJIOIL obcrosrencrsara, cBup3anu ¢ KpUTEPHHUTE 3a
1moadop, ce ChIBbPHKAT CaAMO B EEJIOII, noxnucad oT nMIE, KOGTO MOXKE CAMOCTOSTEIHO na
IpCACTAB/IsIBA CHOTBETHHS CTONAHCKH cyOekT. Ilon "kondmukT Ha unTepecu” crespa ma ce
pazbupa OHpG,[[GIFTeHI/IeTO, maneno B § 2, T. 21 ot JIP na 3011, xorato BB3JIIOMKHUTEIISIT, HETORU
CIYKHTCIM WM HACTH OT HEr0 JIMIA H3BbH HEroBaTa CTPYKTYPd, KOHTO ydyacTBaT B

|
MOATOTOBKATA HJIM BB3JIAraHETO Ha 06]1[60TBGH&Ta IIOPRYKa HJIM MOraT [a IIOBJIHAAT Ha

pesynaTara or ]-IG'H, MMaT MHTEpeC, KOMTO MOXe Ja BOAM 10 oblara mo cMHCHIA Ha wi. 54 o

3akoHa 3a HpO’#I/IBOI[eI;'ICTBHe Ha KOPYNIMATA H 34 OTHEMAHE Ha HE3aKOHHO MPHA0GHTO
HMYIIECTBO M 38 KOMTO OM MOTJIO 7a ce mpHeMe, 4ye BiHse Ha TAXHATA De3NpPHCTPACTHOCT U
HE3aBHCHUMOCT BhB BPB3Ka C Bb3JIaraHeTo Ha 00IecTBeHaTa IophuKa.

3.2.1IO. B wacm III, paszoen "I': Cneyugpuunu HAYUOHAIHY OCHOBAHUS 3d
uskmoygeare " Y9ACTHUKBT JIEKTAPHPA HATHIHCTO Ha:

3.2.1|0.1. ObcrosTencrpara 3a OTCTpaHsBaHe OT y4acTHE B Ipoleaypara 1o 9i.
54, an. 1, 1. 1 ot 3011 (ockxaane 3a OPECTRILICHUS MO wi. 194-208, w1, 213a-217, wi. 219-
252 u un. 254a-P55a u 4n, 256-260 or HK Wiy aHajordynu B JApyra JbpiKaBa 4YIeHKa WM

TpeTa cTpaHa). Te3n OCHOBAaHMS Ce OTHACAT 3a JIHI@ATA, KOHTO NIPEJICTaBNABAT YYaCTHHKA,




"MHOT'ONTPOPUAHA BOAHUIIA 3A AKTUBHO AEYEHUE - TOBPHUY" AT

|
HOBPHY 9300 B4 yn."Tanaiior Xuros" 24 & 058/600488 thaxc 058/600414 & e-mail: oblb@bergon.net

YJIEHOBETE Ha )THpElBHTeJIHH ¥ Ha/I30pPHH OPraHu M 3a JPYI'H JTHIa, KOHTO HMAT HPaBOMOIIHS
Ad YNpaXHABAT KOHTPON MPH B3EMAHETO Ha PELICHHS OT Te3H OPraHHy. Jlunara, 3axeixenn na
Acknapupar obcrosrencTparta mo wi. 54, am. 1, 1. 1 u 2 ca nocoyeHu B wi. 40, an. 2 or
[III30TI. Korato M3HMCKBAHUSTA 11O Ui, 54, a1 1, . 1 u 2 or 3011 ce oTHACAT 32 [oBeye OT
CAHO JHIE, BCHMKH Jula noanucsat eaud v cbi EEJIOIL. Korato e Hammie HEoOX0quMOCT
OT 3alllaTa Ha JIMYHATE JaHHE HTH LPH pasimyue B 00CTOsITEICTBATA, CBBP3aHU ¢ JHYHOTO
CBCTOAHME, HHMYOPMAIHATA OTHOCHO M3MCKBAHMSATA 110 YIL. 54, am. 1, 1. 1 1 2 or 30I1 ce
nombiasa B otagnen EEJIOIT 3a Besko nume wnm 3a HK0H oT nmanara. B cioyvante, xorarto ce
liofasa noseye ot eaun EEJIOII, obcrostencrsara, cnpsanu ¢ KPHTePHUTE 3a 110a60p, ce
ChIbpAKAT camo B EEJTOII, noanucan ot jue, KOSTO MOXKe CAMOCTOSTENHO 7la IIpeCTaBIIsIBa
CBOTBETHUSH CTONAHCKH CYyOEKT.

3.2.10.2. O6c¢roarencrrara 3a OTCTPAHIBAHE OT YYacCTHE B LIPOIENypaTa I0 9.
54, an. 1, 1. 6 or 30I1 (yCTaHOBEHO ¢ BIIA3IO B CHiIa HAKA3ATEIHO TIOCTAHOBJICHHUE MU
CBAEOHO pellreHne, HapyIICHHe Ha Yl 61, am. 1, ur. 62, an. 1 ww 3, . 63, ar. 1 mwim 2, .
118, wn. 128, wr. 228, an. 3, wr. 245 u wir. 301 - 305 or Konekca na tpyna wum wn. 13, an. 1
OT 3aKOHA 3a TPyZOBaTa MHTPALHS H TpyAOBaTa MOOHMIIHOCT WJIM aHANOTHYHM 3a]bIDKSHHS,
YCTAHOBEHH C aKT Ha KOMIICTEHTEH OpraH, ChIVIaCHO 3aKOHONATEICTBOTO Ha JIbpKaBaTa, B
KOATO KAHAMIATET HIIH yYaCTHUKBT € YCTAHOBEH).

3.2.10.3. CBBp3aHOCT ¢ APYT YYaCTHUK B lpoueypara mo cMMchia Ha § 2, 1. 44
or JIP ua 3011, BeB Bpe3kac § 1, 1. 13 1 14 oT HP Ha 3axona 3a nyGauunoro npemarane Ha
LEHHN KHHIKA.

3.2.10.4. Ilpeuxu 3a yyacTue B OOIIECTBEHH MOPBYKH 110 UJL. 3, 1. 8 oT 3akona 3a
HKOHOMUYCCKHTE I (PMHAHCOBHTE OTHOIIEHHS C JPYIKECTBATA, PETHCTPHPAHU B FOPHCIUKIIAN
¢ npedepeHIMaien JIaHBYUCH PEXKHM, CBBP3aHUTE C TAX JIMUA U TEXHHTE JeHCTBUTEIHH
COOCTBEHHIH, OCBEH AKO € HATHIE H3KIIOUEHHETO 0 W, 4 oT CBIIIHS 3aKO0H.

3.2.10.5. IlpemupreTnte Mepku 3a HaIEKTHOCT 1O Wi, 56 o 3011, koraro e
HPHIOKHUMO MM HAIIMIMETO HA M3KIIOYEHHS TIO @i 4 oT 3aKOHA 33 MKOHOMHUYECKHTE H

(puHaHCOBHTE OT
JaHBUCH PEKUM,
Sl

HOLICHIS C IpYKSCTBATA, PETHCTPHPAHH B IOPUC/MKIHHU ¢ TpedepeHImaTen
CBbP3AHHATE C TAX JIMLA U TEXHATE JCHCTBUTEIHH COBCTRCHHIIN;
1. YYacTHUIMTE ca IIbKHH 13 YBEIOMSAT IHCMEHO BB3JIOKITENS B 3-n1HeBen

CPOK OT HaCTBHBiaHe Ha 00CTOATENCTBO 110 Wi, 54, ar. 1 ot 3011, JEKJIAPHPAHO OT TAX B YACTH
II'u 11T wa EEJOTL

3.2.12. B uacm IV, pasden "A: I'oomocm" YYaCTHHKBT TOCOYBA JIOKYMEHTA, C
KOHTO JOKa3Ba CHOTBETCTBHETO CH IO paszen II1.1.1) or oBsBienuero 3a OIIOBECTABAHE HA
oOmecTBenaTa INopbuka: PaspemeHue 3a TBPrOBHs Ha AP0 C MEIHLUHCKH H3eyusl,
usfaneso ot MAJI umm apyr moxymenr, YZIOCTOBEpPSBAII [IPABOTO JIa THPI'YBA C MEIUIMHCKH
H3ACIHA, W3JafCH OT KOMIETEHTCH Opral Ha CBOTBETHATA IbpIKaBa. Paspemenwe wunm
YAOCTOBEPEHUC HE CH M3UCKBA OT INPOM3BOJMTENNTE HA MEIHITMHCKH H3JEIHSL, YCTAHOBEHH
Ha TCPUTOPHATA Ha PeryGiuka Beirapus, kato ToBa 06CTOSTENCTRO Ce MOCOYRA HA CBINOTO
MSCTO B EEI{OH'

3.2.13. B uwacm IV, 6yxea "B: Texnuuecku u npoghecuonannu cnocobrnocmu" g
pasoena ”Bbsfzaeiaﬂe HA NOOUSHBIHUMENY 6 NPOYEHMHO uspadicerue" VYaCTHUKBT IOCOYBA
ACTa OT MOPBYKaTa, KOWTO WIE BB3JIOKH Ha II0IU3IIBITHHTEI.

3.2.14. B wacm IV, 6yxea "T Cmandapmu 3a ocuzypsaeane na xavecmeomo u

| . o .
cmaHdapmu 34 eKoNlo2UY1o ynpaesaeniie 4 YIaCTHHKBT II0OCOYBA AOKYMCHTA, ¢ KOHTO TOKAa3Ba

ChOTBETCTBHETO |CPI no touka 1 ma pasmen II1.1.3) or obsBreHEeTo 32 OmMOBECTSBAHE HA
obiecTeenaTa nopruka: Ceprudukar, YIOCTOBEPABALI BHE/IPEHA CHCTEMA 3@ YIIPABICHHE Ha
kagectBoTo EN ISO 9001 w/mmu EN ISO 13485/13488 w/wm CKBUBAIIEHTHA, ¢ 00OXBAT B

obiacTTa Ha IIPOHU3BOACTBOTO H/HITH TBProBHATA ¢ MEJHIHHCKH U3aenang
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3.2.15, Y4actaumTe MOTaT 1a H3moI3RaT EEJIOI, koitto BeUC ¢ OMI H30/I3Bay
IPH  IIPEIX0/IHA ponenypa 3a ofmecTrena TNOpkYKa, 1pu ycmomme, we HNOTBLPAST, ye
ChObpXKAIaTa ¢e B Hero uH(OpManus Bee ome e aKTyalHa, IIPH yCIOBHsTa Ha )y, 44, an. 2
or [IT3011,
3.3.|MokymenTr 1o 4. 45, an. 2 or 13010 3a JOKa3BaHe Ha HIpPeAIPUCTHTE
MEPKH 32 HafeMIHOCT Mo uy, 56 o 3011, korato e IPHIIOKUMO.
3.4. Tlpu YHaCTHUIH OﬁeﬂHHGHHH, KOUTO He ca opuanyeckn JIMIA — KOIlHe QT
AOKYMEHT, oT kKoHT0 j1a e BuyHo TIPABHOTO OCHOBaHKe 3a ch3mapane Ha obeuHenneTo, KaxTo
H Crennata MH(OpManus pip BPB3Ka ¢ KOHKpeTHaTa ofuiecTena [IOPBYKa: rpaBara u
3aMbDKCHHATa HA yYacTHHITHTE B obeauHenuero; pasnpeneneHuero Ha OTrOBOPHOCTTA
MCKIY YIEHOBETe Ha obernnenueTo; neftnocTHTe
obenunenunero,
3.5. Texumuecko HUpeAIONKeHH E, ChABpKAIO:
3.5.1! Texanuecko IPEMIOKEHHE - 10 3a1bIKHTe IeH obpasen [Ipunoxenne No 1
0T 00pasnure ,I[Ol YMEHTH KBM JOKYMEHTAIMATA 32 Y4YacTHe.
B To3u noxymenr YYaCTHHKET;
- I[elmapmpa CLOTBETCTBHETO Ha Ipeataranoro MEIHUIHHCKO H3/IeHe Ha
HM3UCKBAHUATA, TOCOUYCHH B Texuuueckara CHCLH(pUKALIS OT AOKYMEHTalMATA 3a yyacTye,
- leknapupa cpoka na BaIUJIHOCT Ha oeprara,
- ,E[ewllapﬂpa [IPHEMAaHETO Ha CpokoBeTe 3a: MSI'bIHEHHE Ha 10roBopa, Iamaxe,
AOCTaBKa M rOAHOCT Ha TOCTARSHITE METUIMHCKH M3 /e,
- Hexnapupa csriacuero oy C KJIAY3UTE Ha IPUIIOMKEH s IIPOEKT Ha Jorosop;
- Hexnapupa APYrH 00CTOATENCTRA, H3HCKBARK OT BB3NOKHUTEIT U MOCOYSHH B
obpasena na JOKYMEHTA.
3.5.2. lokymenT 3a YIBIIHOMOIIABAHE, KOraTo JIMIETO, KOETO Momara oeprara,
HC € 3aKOHHUAT 1IpecTaBuTer Ha YYaCTHHKA,
3.5.3. JlokazatencTra 3g HPUTOZIHOCT Ha HpeIaraHoTo MCIHUHHCKO u3nenne:
IIPOCIIEKT, KaTano:r, CeMuGUKALUST 1/miy /IOKYMEHT 3a TeXHHYeckaTa XapaKkTepHCTHKA Ha
H3JICJIMETO WITH ZIPYT  paBHO3Ha4YeH MOKYMEHT, H3JaleH or IIPOU3BOAMTENS, MOKa3Bamy
ChOTBETCTBHETO ¢ Texumueckara CHenHPUKaIms ot AOKYMEHTaluATa 33 yyacTye.,
3.5.4. H3uckpame 32 NpEICTaBsiHe HA OnMCcaHue m/mirn CHUMKM: YyacTHHIHTE
Ca IIBXHH Ja H}'JeACTaBﬂT ONMCAHHE W/MIM CHHMEM pa MELUIUHCKOTO u3senme. [a
CHHUMKHTE TpsOBa SCHO 1a ce BIDKIIA U YeTe €THKETHT Ha M3AEIMHCTO. YyacTHuumTe, KoHTO ca
AOCTABANE B NPEAXOMHH T'oMHHM ChINOTO MEIHIMHCKO H3/ICIHE, 3a KOETO yyacTpar p
HacTosImara npoue!,uypa, HE ca sanpmkenn na mpencrapsr ONHCaHUE M CHHMKH Ha ToBa
M3[IeIne, B ciyuaif, uye e HalbIHO  MOEHTHYHO (110 BHI, Moxen, wapka, pasmep,
IpPOH3BOMUTEN) ¢ |mocTaBsHOTO, Tosa o6crosirencrao €€ IeKmapupa B Touka 10 pa
Texnunueckoro IPCIVIOIEHHE 10 3aMbIKUTE THHS obpasen Ipuoxenme No i
3.6. L[e}lIOBO NPELNOIKEHHE, ChABPIKAIID [IPEOXKEHHETO Ha yyacTHHKA OTHOCHO
H€HaTa 3a npunobusane — 1o 3albIDKUTENIEH 06paserr IMpunoxenue No 2.
B nenogoro NPELI0KEHHe YIACTHHKDT € 1hoKxen Aa mocoym:
B Ro.mmla 2: Teprosekoro HAUMEHOBAHHE Ha H3/ETHETO, KOraTo o DPHIIOKHMO.,
B ROJIOI-Wla 3: IIpoussogurens Ha H30eIHeTo,
Ko.iona 4: Envanana nepa g 1B. 6e3 JIJIC 3a enqun Opoii.
Hpe,r(ﬂox!ceHaTa lIeHa TpsA0Ba 1a ¢ B JieBa, Ges HIC, 3akpbriena MO BTOpHA 3HAK
CTIENl IECETHYHATA 3ameTas.
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HBITIOBOTO NpENIOKENHE MOKe 1a HE ¢e MOCTABS B OTAEJCH 3ANeYaTaAH IUIHK,
THH KaTo Bb3

MTOKHTESIT € NPEeIBHANI PasryIe;RAaHeT0 Ha JOKYMEHTHTE [Ja ¢TaHe o
peaa Ha wi. 104, an. 2 or 30I1.

Buj
OBJAaT IOCTABE

JIOJKHTEIAT HE H3HCKBA NPECACTABEHUTE OT YYACTHHIHTE JTOKYMEHTH /1a
HH B OTOACTHH IIHKOBE, MANIKH H/Bam il)KOﬁOBe 34 JOKYMCHTH.

4. Pasraesxaane Ha oeprure:

4.1. Ilomyuenure odepru ce 0TBApAT HA MyGIHIHO 3acelaHue, Ha KOETO MOrar zia
IPUCHCTBAT yIACTHHIMTE B IPONEYpaTa HIH TEXHH YI'BIHOMOLIEHH MPEACTABHTEIH, KAKTO
H IIPEACTARHTEIM Ha CPEACTBATa 32 MacOBO OCBEOMSIBAHE.

4.2. Bp3noxutesnsT IpeaBmka pasmekIaHeTo Ha oepTuTe a ce H3BLPLIH 110
pera wa wm 104, am. 2 or 30Il, mpu Koero OlEHKATA HAa TEXHUYECKHTE M I(CHOBHTE
NPEATONKEHHS Ha YHACTHHUIMTE INe Ce M3BBPUIM NPEId MPOBEKIAHETO HA IPEIBAPHTETHUS
moadop.

4.3.|JleficTBUATAa HA KOMHCHSATA 32 M3BBPIIBAHE HA no00p Ha KaHIHIATHTE H
YHACTHUIHUTE, PAasrIeKIaHe v OleHKa Ha odeprute (komucusaTa o wi. 103, an. 1 ot 3011) ce

H3BBPIIBAT B CJIEHATA IIOCIEI0BATEIHOCT;

4.3.|1

KOMHCHATA OTBaps II0 pela Ha TAXHOTO IOCTHIBAHE 3ancyaTtaHuTe

HEIpo3pavyHu OITAKOBKH M OIIOBECTSABA TAXHOTO ChABPKAHHE, BKJIFOYHTEIIHO MPEAJIOXKEHUATA

Ha y4aCTHHLNTE

4.3.%

MMOJNHCBAT HAK-MAaJIK

IMPHUCHECTB amn’re'

I1O TTOKa3arTesIsl 3a OLCHKA Ha 0(1)epTHTe;

- TCXHHYECKOTO H IICHOBOTO MPEANOKEHHE Ha BCEKH OT YYaCTHHIHTE CE
O OT TpHMa YJICHOBE Ha KOMHUCHATA H Ce Ipennara mo e€IHH oOT
MPEACTABHTEIIH HA APYTHTE YYACTHHIIY Oa I'M NOANHIIE, ¢ KOSTO HYG.HH‘-IHE.Ta

qacT oT 3aC€5I[aHiHeTO IIPHKIIOYBA,

433
H30panus Icpm*l

. KOMHCHATA pasrnexja IpeacTaBeHHuTe OCbepTl/I H OIeHABa ChIVIACHO

F})Hﬁ 3d BB3Iara"e Te3d OT TAX, KOUTO CHLOTBETCTBAT HA IpenBapruTEIIHO

OOSBECHHTE yCIIOBHSL;

4.3.4
KPHTEPUHUTE 3a 1':[

4.3.5i
HHpOpMAIHATA,
H3HUCKBAaHHUATA K
YBEZIOMSIBA yJac

4.3.6
MOXKE JIa TIpejc
H/HITH JIOITbIIHEH

4.3.7.

KPUTEPHHTE 3a
YYACTHHUITH, KO’
Ca OLEHEHH, He (

. KOMHCHATA DA3IICKIA NOKYMEHTHTE, CBBP3aHH ¢ JIHYHOTO ChCTOSHHE H
0,[[60}3” Ha yYaCTHHLHTE B HU3XOJISLL pex CIIPAMO IIONIYYEHHUTE OLIEHKH;

KOraro YyCTaHOBH JIHIICA, HEIIBJIHOTA HJIU HECBOTBETCTBUE Ha
BKIIOYHUTESIHO HEPEAOBHOCT HIIH Cl]aKTI/I‘{CCKa I'PEIIKa, HIH HECHEOTBETCTBHE C

BbM JIHMHOTO CBHCTOSIHHE WITH KPHTEPHHTE 3a MOAOOpP, KOMHCHSITA TTHCMEHO
THHKA;

- B CPOK 110 5 pabOTHY JAHU OT MOTYYaBAHETO HA YBEJOMICHHETO yUACTHHKET

raBd HOB EEJIOIT w/mmm Apyrd IOKYMEHTH, KOHTO ChABPXKAT NMPOMEHEHA

a uHpopmars;
KOMHCHATA Pa3riexaa JOKYMEHTHTE, CBbP3aHH C JIMYHOTO ChCTOSHHE W
nondop MO yCTAHOBSBAHE HA CHOTBETCTBHE C W3MCKBAHMATA HA J1BAMA

[0 KJIacHpa Ha IIbPBO H BTOPO MJACTO; OCTAHANIUTE YUYACTHHIIH, YHHTO O(bepm

€ KJIacHpar.

5. CKiI4BaHe HA 10TOBOP 32 U3ITbIHEHHE HA 0DINECTBEHATA NOpBYKA,

5.1. llpu mopmucBaHeTo Ha JOroBOpa 3a OBLIECTBEHA NOPBYUKA, H3MBIHHTENAT €
JUIBKEH 1A TIPeJCTaBH:

5.1.1] AXTyanuu JOKYMEHTH yAOCTOBepSBAINM JIMIICATA HA OCHOBAHMS 32

OTCTpaHsSBaHE ©
noabop:

T IpoHelypara, KakTO M CHOTBETCTBHETO C IIOCTABEHUTE KPHUTEpUH 3a

-3a opCTOﬂTeHCTBaTa o i1, 54, an. 1, . 1 ot 3011 - cBHmeTENCTRO 34 CBIHUMOCT;




"MHOTOIIPO®HAHA BOAHNMIA 3A AKTUBHO AEYEHUE - J[IOBPUY" AT

J_[(IEPWI 9300 B yn "INanaiior Xuros" 24 B 058/600488 thake 058/600414 B e-mail: oblb@bergon.net

- 38 00cTOATENCTBOTO MO Wi, 54, an. 1, T. 3 ot 3011 - YIOCTOBEPEHHUE OT OPraHuTe
[I0 MPHXOAHTE| H yAOCTOBEPCHHE OT OOIMHATA IO CENANHMINETO Ha BBH3JIOKHTENS M HA
KaHIW/1aTa WJIH yYaCTHHKA,

- 38 00CTOATENCTBOTO MO 4. 54, an. 1, T. 6 - YAOCTOBEPEHHE OT OPraHdTe Ha
Wsnenantenualarennus "[NiaBHa HHCIEKIHS TT0 Tpyna";

- pa3pCUICHHUE 3a ThProBHUA Ha CIp0 ¢ MEOUITHMHCKH uzaenud, usnaneno ot MAJI
HJIA JOpyr JOKYMCHT, YAOCTOBEPSBAIl] HIpaBOTO Ha y4YaCTHUKa Aa TBPTryBa ¢ MEIHUIIHHCKH
U3 ICIHA, I’I3,[[8.,!HGH OT KOMIICTEHTEH Opral Ha CLOTBETHATA AbpiKaBa. PEBpGIHGHHe HIIH

YAOCTOBEPCHUE HE CH M3MCKBA OT HPOM3BOJMTEINNTE HA MEIHIMHCKA M3JIENHS, YCTAHOBEHH
Ha TGpHTOpI/IHTS[ Ha PenyGivka Beirapus;
- ceprH(UKAT 3a NpUIAraHe M NOANBPIKAHE HA CHCTEMA 3a yIpaBlieHHe Ha

Ka4eCTBOTO EN; ISO 9001 w/mma EN 1SO 13485/13488 u/wm E€KBHBAJICHTHA, ¢ 00OXRAT B
obmacrra Ha NPOU3BOJICTBOTO H/MJIH THPrOBHUATA C MSJIHITHHCKH U3 /I€THS.

5.1.;2. Hexnapanus no wi. 59, an. 1, T. 3, BBB Bp. ¢ WI. 53, an. 2 oT 3akoHa 3a
MepKHTE cpemly M3IMUPAHEe Ha TapH, 3a HACHTAQUIHPAHETO Ha (PH3HUECKO JHIIE,
JIeUCTBUTEICH |0060TBeHHK Ha IOPHJMYECKO JIMIE HIM Jpyro o0pa3yBaHue -— 110

saannKHTeNeH obpasen [puioxenne Ne 3.

5.2. |He C€ CKIIOYBa IOTOBOP C H3IBJIHKTEN, KOHTO He H3IBJIHH 3aIbIKEHHETO,
I10COYeHO B Touka 5.1.1 m 5.1.2.
|
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[POEKT
AOTOBOP

JUHEE s 2018 rox. B rp. HoOpuy, Ha ocHoBanKe wi. 112 u ci. oT 3aKkoHa 3a
0OIICCTBEHNTE MOPBYKH, CE CKIFOUM HACTOANIUST J0r0BOP MEXTY:

...... hesmmssnnsis s e s e, CBD  CEHATHIGE B
......................... kool BOPEC  HA  YIPABRIICHEIC ssossssimsssine 008044 548 shanmassrsnmsrransrsmssmensasesssssey

217 1 boeoossuesernnrnees , IIpeCTaBIsIBAH T NI AT
......................... by B KQYECTBOTO MY Hluvovvevesieiiesssseiininesnineseneneerenens
OTNpEJICICH 3a |M3nbiaHUTEN ¢ Pemenme Ne ................ Cliea TIpOBElEHa TIpoLenypa 3a
BL3/NaraHe Ha oOmIecTBeHa Mopbyka Tun "ortkputa' Ne 00083-2018-......... , C IIpeaMer:

Ilepuopuyna focTaBka Ha KOHUEHTPATH 3a XeMOJHMAIN3d, PA3TBOPH 3a AesHH(pEKIHA Ha
XCMOJIHAIM3HM allapaTH M H MEAUIMHCKA M3JIe/Ms 3a HYXKIHTe Ha oTneieHue "JHATH3HO
neucnue” Ha ,, MBAJI-To6puy” AJl, napuuan [TIPOJABAY U

"MHOT'OIIPO®UITHA BOJIHHIIA 3A AKTHMBHO JIEUEHHE-JJOBPUY" AJ]
rp. JoGpu4, che cemamume u ajgpec Ha ynpasienue: rp. Jobpuy, yiu. “Ilamaiior Xutos" 24,
Ten.  058/600160, ¢axc: 058/600414, e-mail: oblb@bergon.net, EHK 124141302,
npeacrasiusieaHo oT J-p Ceerozap baiiue Iletpon — M3nenmurenen Hupexrop Ha
apyxecrsoro, Hapuuana KYIITYBAUY,

CrpanuTe ce criopasymsixa 3a CIeJHOTO:

[TPEJMET HA JOT'OBOPA U ITEHH

HYmen 1.(1) IlpomapausT npojasa HA KylyBada amHpOTEHHH bunTpu  Ha
AWATH3HHS ITBT 32 anapatu 3a xemoauamusa "®pesennyc 4008 S, 3a jpocTaBKaTa Ha KOUTO &
y4acTBall B OTKPUTATA IPOLCAYPa 3a Bh3jlaraHe Ha o0LIecTBeHa IOPhUKA.

(2) ITenoBoTO MPEATOKEHHE Ha IIPOJIABAYA € ....vv''uvvnns...

(3) TlporHosHuTE KONHMYeCTBa, MOCOYEHH B JIOKYMEHTAIMSTA 33 OOIMIECTBEHA
IOpBYKA HE IOPAXKAAT 3abJDKCHUE 3a KyIlyBaya J1a I'M 3aKYIIH B IOCOUYEHUS 06eM.

CPOKOBE U HAUYMH HA TTJIAIIIAHE

Ynen 2. CpoksT Ha HACTOALIHA Joropop e 12 Mecena oT JaTara Ha IOIMHCBAHETO
My. JIOTOBOPBT PokibKaBa AEHCTBHETO CH O CKIFOYBAHETO HA JOTOBOP ¢ APYT H3IIBIHHTEN
CIIEZT MPOBEIKAAaHE Ha 0OIIECTBEHA TOPHYKA.

Hren 3. Crokure me ObAAT TOCTaBSHM OT IpoJaBadya HA KyNyBada B Cpok 10
(eceT) KaneHIapHu IHH, Cliejl 3aBIBAHETO HM.

Uren 4. /Ipiokumara Ha IpoJaBada cyMma IO BCsKa OTHENTHA [OCTABKA e Ghie
IJIaTeHa 0T KyllyBa4ya 10 OaHKOBaTa CMeTKa Ha IpojaBaya B cpok 70 60 (urectmecer)
KaJIeHIapHU THH CJIeJ M3/aBaHeTo Ha (akTypa OT IMpojaBaya.

HUnew 5. CpoksT Ha rofHOCT € He TMO-KparThk oT 60 % (mectaecer [POLIEHTA) OT
OOIIHA CPOK Ha OJHOCT B MOMEHTA Ha JOCTABKA.

MSICTO HA U3ITBJIHEHUE Y [TIPEMUHABAHE HA COBCTBEHOCTTA

Hnen 6. 3a MACTO Ha JOCTABSIHE HA CTOKHTE CE OMPEieIs “MBAJI-JToGpuy” AJl
rp. Jo6puu, yi.[“Ilanaitor Xutos” Ne 24, 3Beno ,,boHuYHAa anreka”.

Unen 7. CoOGCTBEHOCTTA BLPXY JOCTABSIHATE CTOKH M PHCKBT OT IIBJIHO HITH
UacTHYHO [OTHBAHE HA CTOKHTC [IPEMHHABA BBPXY KyIyBadya OT MOMEHTA Ha IPHEMAHETO UM
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JOKYMEHT.

ITPABA 1 SAOBIDKEHNS HATIPOOABAUA

Hien 8. (1) TponaBausr e ATBIKEH N2 crmroym ZI0roBOp 3a HOAHM3IIbIIHEHN E,
KOraro e o0sBu B SIBICHHETO CH 3a yyacTye II0JI3BaHETO Ha NoAu3NBIHuTE), B CpPoK 10 3
AHH OT CKIIIOYBaHETO Ha AOTOBOD 3a MOAM3NBIHEHHE Wy Ha oneaHATEIHO CIIOpa3syMeHne
34 3aMsjHA Ha II0coyeH g 3as4BIICHHETO O U3 BIHETE H3NBIIHUTETST H3IIpaIla Kompe Ha
MOroBOpa HiIu Ha AOIBJIHUTETHOTO CIIopazyMeHue Ha BB3JIOKHTENA 3a€/1HO ¢ NloKazareincraa,
4€ Ca H3MbIHEHH YCII0BUSATA 110 w1, 66, a1, 2 u 1l or 3011

(2) Homusnsmanrenure HAMAT NpaBo Xa mpeswajarar CAHa WIH moBeye ot
NeHHOCTHTE, KOuTO g BKIIFOYEHH B ITpeMeTa Ha AOTOBOpa 3a oaH3IBIHEHYE,

(3) Hesasucumo OT  BB3MOMKHOCTTA i3 ce H3II0JI3BaT HOAM3IbIHATE NN,

Yren 9, ITponaaupr ¢ ATBKEH Ha jnocrass CTOKH, KOHTO OTrOBapsT Ha
HSHCKBAHUATA, II0COYEHH g TEXHHYECCKHTE cnenudukanuu  or AOKYMEHTanuATa 33
o01ecTBeHa IMOPEBYKA,

Unen 11, ITponasays B CPOKa Ha [oroBopa e mumsxen Aa TIpHiara u moauspixa
CHCTEMaA 3a ympapienue ma KauecTBoTo EN ISO 9001 w/mmm EN ISO 13485/ 13488, u/umu
CKBUBAJICHTHA, ¢ 06XBar B obnactra ua IIPOM3BOJCTBOTO 1/ TBprosusATa ¢ mMemunupcky
H3/1CITH S,

CTOKH,

[TPABA 1 SAIBJDKEHUS HA KVIIYBAUA

Yiren 13.(1) Kynysausr HMa mpaBo ja TIPOBEPsABA KOMHYeCTBOTO Ha BCsAKa
OTACTHA HOCTaBKa, KaTo HIpH ycraHoBsBaHe Ha HECBOTBETCTBHE € mpiken N YBeIOMuU
lIpo/1aBava B cpok or 24 yaca,

YI'BITHOMOIIIEHA naboparopus, upes p3emane Ha KOHTPOJIHK 06pasny (MocTpH) oT mocTaskar
H CPaBHIBAHETO uM c [peacrasenure o6pasmu (MocTp) npu yuacrtrero B o0IecTBenara
HOpBYKA.

Ynen 14, Kynysausr e mrpien A& 3allIaTh yroBopenata memg p pasmMepa, mo
HavlHa H B CpOKa, onpejeneny g HAaCTOAIIHS JJoroBop.

HEYCTOWKU

(1Bagecer u YETUPH) dYaca, KYIIyBaYsT uMa mpaso na [IOYYH HeycTolka B pasmep ua (.1
(nyna 0o, enna necera) Ha cro OT CTOHHOCTTA Ha 3abanenara AOCTaBKa 3a Beeku 24 yaca
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(2) Ilpu YCTaHOBsBaHe mHg HCCBLOTBETCTBHE B KOJIMYECTBOTO, nponmasaunr o
ANBIKEH J1a JocTaBH JHIICBAIIOTO KOJNHYeCTRO IIPY clieaBamaTa AOCTaBKa, a pu momnckpaye
OT CTpaHa Ha KymyBaya p CPOK oT 24 wyaca, Ilpn Hemsnrimenme Ha TOBa 3armiDKeHUHe
KYIYBaYBT nMa 1paBo ja [IOJIyYH Heycroitka B PasMep Ha 5 (ner) Ha cTo o7 CTOHHOCTTA Ha
JHIICBAIOTO KOJHYECTRO.

Ynen 16.(1) Ilpu orxas ma IIpOaBava na nocrasy SAABCHUTE MY CTOKH Mty Ipu
3abaBa nomeue or 48 (4eTupunecer u 0CeM) waca, KYmyBausT uMa mnpaso A 3aKyim

Ynen 19, Heycrotixure, obesmieTenusTa HOCHOBHTE pasmuku mo yj. 16, am. 2
MOTarT 1a 0b1at yuspskanu ot BCAKO NBIDKMMO Ha mpomapaya IUTaltaxe,

[IPEKPATABAHE HA JIOT"OBOPA
Unen 20, Horosopsr ce IpeKpatssa
L. ¢ m3rhyane ga CPOKa, 3a KOHTO e cKmoueH, ocrer g CIyqante mo yi. 2, usp,

Ha cpoka Ha morosopa;

3. npu Ch31aBAHETO Ha yCIIOBHS 34 /0CTABKa Ha CTOKHMTe, mpemmer ma JOTOBOpa
CJIC/ IPOBEXAaHETO Ha UCHTPAIM3HPAHH eneKkTponH TBPIoBe.

4. B ciyyait, ye OblIc mpoMeHeHa HOpMaTHBHaTa ypenta, g pesyarar Ha koero
OTHaaHe HeoOX0aMMOCTTa OT AOCTaBKaTa Ha CTOKHTE, KOMTO cg IIpeAMET Ha forosopa;

5. IPH HeBRB3MOXKHOCT Aa ce ocurypu buHancHpane 33 H3IIBITHEHHETO Ha
HOpPBYKaTa 110 NPHYHHY, KouTo KYIyBa4YbT He € Morsi jia TIPEIBHTH.

APYT'U YCIIOBUS

Ynen 21. Crpanmre o MOTOBOpA HEe MOrar ja ro H3MCHAT, OCBEH B Clyuanre,
lIpeIBHACHH B . 116 ot 3011,

Hien 22. Crpaunure no /IOTOBOpA IIle pelaBaT BE3HUKHAMTE 10 H3ITBIIHEHHETO
CIIOPOBE 1O B3auMHO Cbriacue, a ako Topa e HEBL3MOXHO, 110 pena ma 11K IIpeX pojioBo
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Hiten 23. 3a penyxy HEYPENeHH 1o nacrosmys AOTOBOD BBIIPOCH Inie ce npunarar
pasnopenbute Ha 3017, HII30T11, 33T u T3.
Hnen 24 1) 3a Bammmnu aIpecH 3a npueMane Ha CBOOIIEeHHS, CBbP3aHH ¢

ZII'bJKHA ja yBEIoMH Apyrara B TPpUaHEBEH CpOK oT IIpOMsHAaTA.

L. Axryamuy AOKYMCHTH  ynocropepsisarmy JIcaTa Ha OCHOBamms 3g
OTCTpaHsiBaHe o1 lponenypara, kakto g CROTBETCTBHETO ¢ mocTaBeHuTe KPHTEpUH 33

- 3a obcTosTencTrara mo 9 54,an. 1, 1. 1 or 30I1 - CBUIIETENCTRO 33 CBAMMOCT;
- 32 00CTOATENICTBOTO 1o W 54, an. 1, 1. 3 o1 307] - YIOCTOBEPEHHE OT OpramyTe

- 3a obcrosTencreoTo o 9L 54, an 1, 1. 6 - YZI0CTOBepeHue ot OpraHuTe Ha
Wsnwiaurenya are’nus "I'nmaBya HHCICKIHSA 110 Tpya”;

- Pa3peIlenre 3a Thprosus ma €APO ¢ MEJIMIHICKH Hsnenmns, uananeno or UAJT
HIH APYT NOKyMeHT, YAOCTOBEpsBAl NpaBoTO Ha YIACTHHKA Jla Thprysa c MEIHIHHCKH
H3IIeNNs, u3janen ot KOMIETEHTeH Opran ua CLOTBETHATA bpiKasa. Pazpemenne wny
YAOCTOBEPEHHE HE CH M3nCKBa OT NPOM3BOOHTENHTE Hg MEIMUMHCKH H3/ierHs, YCTaHOBEHH
Ha TepUTOpHsITa Ha Pery6mika brnrapus; :

- CepTHdHKaT 3a IpHIarane u noamspskane ug CHCTCMa 3a ynpasnemue ua

2. Hexnapanus o 91, 59, an. 1, T, 3, BBB Bp. C 41, 53,am 2 or 3akoHa 3a MEpKHTe
Cpelny wusnmpane Ha IIapH, 3a HICHTHDUIHpaKeTo Jyg buznyecko ne, neHcreuTeren
coOCTBeHHMK Ha TOPHINYeCKo uue my Apyro obpasysanme — 110 3albIDKHTENIeN o6pasery
[punoxenne No 3.

Hpunoxenus kom ZOTOBOpa:

1. Texumuecka ClienHpuKams

2. TexHuyecko IPEANOKEHNE 33 U3 bIIHEHNE Ha OphYKaTa;
3. Ilenoso IpeanoxKeHue,

[IPOTABAY: KVIIVBAU;



