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CbABPXKAHUE

Ha T0KyMeHTanusTa 33 Y1acTHe B npoueaypa 3a Bb3/Iarane
Ha o0mecTBena NOpBYKa, ChIJIACHO Y1, 31, an. 1 or 3011

1. Pemrenne 33 OTKPHBaHe Ha lIpoLenypa 3a Bb3naraue ya ofmmecrsena HOPBYKa —

B OT/IesIeH daii,

2. O6sBrenne, ¢ koeto ce OIOBCCTABA OTKPUBAHETO g [pouenypara — B ornenen

(aii.
3. Vkazanus 33 HOATOTOBKa Ha oheprara.
4. IIpoexr na JIOTOBOP.
5. Obpasuu ua AOKYMEHTH — B OT1eNeH (hait:

5.1. Ipunoxenue or No 1.1 no Ne 1.8 - SallbIDKUTelIeH 06paser: Texanuecko

IPE/IOXKEHHE 110 CLOTBETHATA 0bocobena TTO3HITHS;
5.2. Ilpuaoxenue or Ne 2.1 o Ne 2.8 = SAIBIDKUTENICH  06paser:
IPENUIOKE e 3a U3 BIIHEHHE Ha IIOpBYKATA 10 CLOTBETHATA 00ocobena TIO3UIIHSI;
5.3. Ipunosxenne No 3 — 3aIBIDKHTENIEH 06paserr: Hexnaparus o u, 6,

Lenoso

a1 2 or

3akona 3a Mepkure CPEIly U3IHpaHe Ha Napu chryaco Hpunoxenne No 2 kpm uyy, | 1, am 2

ot [TI3MMNIT;
5.4. Crangapren obpaser; Ha enunHmIs CBPOIEHCKH MOKyMmeHT 3a o011y
nopruxu (EETOI).

CCTBEHH
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YKA3AHHS 3A IIOJAIOTOBKA HA OD®EPTATA

1. Ioaroroska na odeprara:
I.1. TIpu  moaroroskata Ha oepTute yuacTHUIHTE Ca JUIBXHH Ja chnasgar
H3UCKBAHMSATA Ha BB3IIOKHTES. Odeprara cienpa ga OTTOBAps HA M3HCKBAHHsITA, TIOCOYEHH
B peIIeHHeTo, o0sBieHHETO I AOKYMEHTALlMATA 33 yyacTue B Hpoueaypara u na Guye
odbopmena no NIPUIIOKCHATE KbM IOKyMeHTamusTa 0bpasiu, KoraTo Ttosa ce U3HCKBa.
OTroBoprocTTa 32 [PaBUIHOTO BE3MpHeMane Ha AOKYMEHTALlMATA 33 yuacTHe |ce mocy

1.2. Odeprure ce mrorpst Ha OBIrapeku esux. Hokymenru, kouto ca ua YYIKT,
C3HK C€ IIPENICTABAT U B IIPeBo Ha OBJrapckn,
1.3. Jlo ustnuanero ua CpOKa 3a nojiaBaHe Ha odeprute, Beeku YYaCTHUK MOsKe
Ad IIPOMCHH, J1a JIOWbJIHY HITH J1a OTTer opeprara cu.
1.4. Tlpencrassuero na odepra sanwikasa YHaCTHHKA [1a IpueMe HaIrbino
BCHUKH W3HCKBaHHS H YCIOBHSA, HOCOYer) B PeLIEHNETO, 00sBICHHETO 1 AMOKYMEHTalmsATa 34
y1acTHe B poneypara.
1.5. Beeku yuacthnk g HpOTIC/lypata HMa MpaBo jia pe/icTasy camo ejiHa ogepra.
1.6. Jlune, xoero ydacTtBa B oOenuHeHWe Wiy e AAlo - ceriacue ma 6pje

7. B mpouenypa 3a Bh3Jlarale Ha obuecTBeHa moppuxa €HO (pu3uyuecko My

1.8. Ceopzanu JIHLA He MoraT na 6nxar CaMOCTOSTEIIHH YYACTHHLM B| eqHa u
CbMa nponenypa. Iox "cebp3apn mna" ciensa na ce uma IUPEABHI onpenenenneTo no § 2,
T. 45 ot JIP Ha 3011,

1.9, Yyactaumure wmorar ha ce 1mo30BaT Ha KallanuTera Ha Tpern JIAIIA,
HE3ABHCHMO OT npaBHata Bpnika MEXKIY TAX, IO OTHOIIEHHE Ha KpUTEpHHTE, CBBp3anu ¢
HKOHOMHMYECKOTO W (huHAHCOBOTO CbCTOAHHE,  TeXHHYECKHTe CIIOCOOHOCTH g
IpodecHonannaTa KOMIIETCHTHOCT. 3a TpeTHTe uIa ce [IpuiIara wi. 65 or 3017,

1.10. Yyacruuuure morar Aa TocouBar B o(eprure cu HHpopManus, kosto
CMATAT 33 KOH(HIEHIHaTHAa BLR BPb3Ka C HaJIMumero Ha ThProBecka TaitHa. Koraro
YUACTHHIIUTE Ca Ce MO30BaNd Ha KoHbueHmanHocr, CROTBCTHATA HHDOPMAIHs He ce
Pa3sKpHBa OT BB3NOKHTENS. YyacTHunuTe He Morar Ald €€ I1030BaBaT Ha KOHGUICHIHAIHOCT

1.11. Benukn AOKYMEHTH Ce IpencTaBsaT B OPHTHHAIl MM KOMus, 3aBEPEHH OT
YHacTHuKa ¢ "BapHo ¢ opurugana". Hexnapanynute 1 Gankosure lapaHIys, Korato Takupa ce
H3HCKEAT, CE NPENCTABAT caMo R OPHTHHAJL
112, Jlunara morar na IIONCKAT IHCMEHO OT BBIMOKHTENs PasscHeHus o
pelIeHneTo, obsBreHueTo 1 AOKYMCHTAluUsTa 38 06InecTReHaTa Topbuka 1o 10 guu npemu

Bb3Jlarane - no 4 AHH IIpeaH To3H CpOK. B PassiCHeHusTa He ce IToCoYBa nMHIETO HaIlpaBHJIO
3alTHTBAHETO, B'LBJTO)KHT@JIHT HE npenocrarg PassacHeHus, axo HCKaHETO € MOCTBITHIIO cren

“POka Mo u3peueHue mbpeo. Passcennsra C€ IIPCNIOCTaBAT 4pes myGiuKyBane Ha npoduia
Ha KyIyBaya,
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2. lloxaBane na odeprara:

2.1. Toxymenrure, CBbP3aHH C YYacTHETO R fiponenypara, ce mpencrapst or
YYacTHHUKA, HIH OT YUBJIHOMOILCH OT Hero NPEACTABUTEN - IHYHO Ty 9Pe3 MOILEHCKA Ik
Apyra Kypuepcka yemyra c UPClOpbYata nparka ¢ obparma PasliuCKa, Ha anpeca pa
BB3NOKHTENS: rp. To6pmy 9300, yi. "[lanaiior Xurop" 24.

2.2 JloxymenTHTE Cco UPEACTaBAT B 3ameyaTana HCIpO3payHa onaxopka, BBPXY
KOATO Cce nocousaT: HammeHoBammero Ha  YYacTHHKa, BKIIOYMTETHO YYacCTHHIMTe B

- hakc u enexrponen alIpeC; HAHMEHOBAHHETO Ha HOpbHKara u obocoberure 110 HIIHH, 32
KOHTO oAaBaT noxkyMeHTuTe,

2.3. 3a nonyuennre oepTH NpH BB3TOKHTETS CC BOJIH PErHCTEP, B KOHTO ce
0TOeNA3BaT: monaren Ha odeprara; HOMEp, mata u uac Ha II0JIy9aBaHe; mpHYHHNTEe 33
BpbIiane Ha oepraTa, Koraro e HIPHIIOKHMO.,

2.4. Tlpu nony4yasane ua odeprara BEpXy onakoskara Ce OTOCIA3BAT MOpEHHST
HOMEp, JlataTa ¥ yachT Ha HOJIYHaBaHETo, 33 KOSTO HA IPUHOCKHTe s CC M3J1aBa TOKyMenT.

2.5. He ce mpuemar oepTH, KouTo ca IPEICTABEHH Cell M3THYaHe Ha KpaiHus
CPOK 3a I10JIyyaBaHe Hiy ca B Hiesaneyarana onaKkoBKa HIlH B 0makoska ¢ HapyIeHa 1o,

38 YYaCTHHKA.

3. Ceabpkanue na 3alleTaTanaTa Hempospauma OMAKOBKAa W yKa3zaHuu 3a
TIOIb/IBaHE HA NOKYMEHTHTe B Hes:

3.1. Onuc Ha HIpEACTaBEeHHTE IOKYMEHTH,

3.2. Craumapren oOpaserl 3a eaummus CBPOIICHCKH JIOKYMEHT 3a oburecTBeHy
opeukn (EELOII) 3a YYaCTHHKA, a KOraro e IIPHTIOXMMO - 3a BCekH oT YYaCTHHIIHTE B
obenuHeHueTO, KoeTo He o IOPHIINYECKO JIHIE, 3a Bceky HOU3ILIHUTE H 338 BCSKO JHIE,
"HHUTO pecypeH e 65 at AHI'DKUPAHH B M3ITBIHEHHETO Ha HOPBYKATA.

MH(OPMAIMs, H3ucKBana of BLIJIOKHTEIIS, H Ce HpPeJNCTABAT NanHmm OTHOCHO ITyOIMYHHTe
PETHCTPH, B KOWTO ce ChABPIKA MHpOpMalms 3a ACKIapupaHuTe obcTosTencTRa My 3a
KOMIICTEHTHHS OpraH, KkoiHTO ChITIACHO 3aKOHOJATENCTBOTO Ha CBOTBECTHATA OBpiKaABa e
JUTBXKEH Jla IPeocTaBs HHpOPMaIms 3a Tesy ofcrosrencraa CITYXKeOHO Ha BB3IoKHTeN s,
3.22. B yacm I bykea "A: Hugopmayus 3q UKOHOMUYeCKUs onepamop” g
pasnena ”Hc)eﬁmuq’)wcaqm” YHaCTHHKBT cnensa ja OTFOBOPH B CBOTBETCTBHE
PCTHCTPALMATA CH B THProBCKiHs PETHCTBD uin npyr perucrtsp Cb0OPa3sHO HaHOHANHOTO it
3aKOHOIATENICTRO.




5

"MHOT'OITPO®HAHA BOAHHUIIA 3A AKTMBHO AEYEHUE — JOBPUY
HOBPHY 9300 <) yi."Tlanaior Xurop" 24 @ 058/600488 tarkc 058/600414 H e-mail: oblb@bergon. net

3.23. B wacm II Oyxea "A: Hupopmayus sq ukonomuteckus onepamop",
pasnena "@opma ng yuacmue" y9acTHUKET CHACABA Ja OTrOBOPH manm YaCTBa B
liponenypara karo yacer ot o0enuHeHHe.

3.2.4. B vaem 1I Oyrea "A: Hugpopmayus 3q UKOHOMUMecKkus. onepamop”, p
pasnena "Obocobeny nosuyuu" y9acTHUKLT Mocoura obocobenara nozuimus/o6 cobennre
TIOSHIIMH 32 KOHTO MoxaBa odhepra,

3.25. B wacm 1[I bykea "B, Hupopmayus 3¢ npedcmasumenume ng
UKOHOMUYeckus  onepamop”, YHaCTHHKBT cliegBa jia OTTOBODH B  CBOTBETCTBHE ¢

32.6. B waem I bykea "B: Hugpopmayus  omnocno U3nON36aHemO  ng
Kanayumema na Opyeu cy6exmu'. YHaCTHHKBT cllefBa jia OTI'OBOPH JlaJId IIle H3110/13Ba
KarnanuTeTa Ha TPETH JHNA HO OTHOLIeHHE Ha KPUTEPHUTE, CBBp3anu ¢ HKOHOMHYECKOTO U
(uHaHCOROTO CBCTOAHNE, TEXHUYCCKATE CLIOCOBHOCTH it npodecronanuara KOMIIETEeHTHOCT,
3a BCAKO TpeTo nume ce lpeicTaa otuenen EEJIOT],

32.7. B wacm II bykea T Hucpopmayusn  3q ROOUIRLAHUmERY,) YuLimo
Kanayumem uxomomuveckusm Onepamop wama da usnonzeq" YYaCTHUKBT cilelBa ja
OTrOBOPH KOU ca TIO/HM3IBIHUTENATE, KOUTO e [O/3Ea, '

3a BeekH noaMsmBIHHTEN ce IIpeacTaed otaenen EEJOI], Hommmenaurenure
TpadBa Ma orroBapsr ma CLOTBETHUTE KPUTEPHH 3a 10a60p cHoGpasHo Buma u Jena or
HOpBYKaTa, KOHTo 1me H3IIHJIHSIBAT, U 38 TSIX Jla He ca HauIe OCHOBAHMS 33 OTCTpaHsBaHE OT
IIpoueypara.

Homusnmenuurenst nocouna Ka9€CTBOTO CH Ha MOMM3NBIHATEN B yacm Il, oyrea
"A: Hnopmayus sa Urkonomuyeckus onepamop”, s pasfiena "Popma na yyacmuye" wua
EEJTOIT, koiito pencrass. B touka a) na cuuus PasJienl MOMH3IIbIHUTEIAT HoCoYRa OeTHTE
S8IBIDKCHHUS CBITIACHO Uil 66, aj, 1, u3p. BTOpO ot 30IT.

3.2.8. B vacm 111 bykea "A: Ocnosanus, COBP3aNU ¢ Hakazamennu npucvoy"
YHACTHHKDT ICKNAPHPA HAIMYHETO Ha oOcTosTENICTBATA 30 OTCTpaHsiBaHe OT yqicme B
poneaypara o wi, 54, aj. 1, 7. 112 or30I1 (ocexknane 3a IPECTRILICHUS 0 uIr, 1( 8a, .
159a-159r, uy, 192a, i, 209-213, . 301-307, wn. 321 u . 321a or HK wmn AHaJIOTHYHH B
APyra IbpiaBa 4eHKa HIlM TpeTa CTpaHa), KakTo u NMPEANPUETHTE MEPKH 3a HAZEKTHOCT 110
4. 56 ot 30Il, korato e IpWIoXKuMO. Te3u ocHoBaHus ce OTHACAT 3a JIMNATa, KOMTO
TIPE/ICTABIABAT y4acTHUKA, YIEHOBETE Ha YHPABUTCIHH H HAI30DHH OPraHy u 3a ApYry una,
KOMTO MMaT HpaBOMOIUHs na YHP&KHABAT KOHTPON [PH B3eMaHeTo Ha PEUIeHHs OT Tesm

, T. 11 2 ca
Hocouend B ui. 40, an. 2 or IIII30]1]. Koraro mncksanusra o wr 54, am. 1, 1. 1 u 2 o1 3011
C€ OTHACAT 3a MOBEYE OT enHO JIMIC, BCHYKH JIUIA [TOITHUCBAT CauH 1 et EEJTOIN. Korato e
HaMLE HeOOXOMMMOCT 0T 3aimmTa Ha THYHHTE NAHHHU W 11D Pasjidyye B obcrosTencTRaTa,
CBBP3aHHU C JIMYHOTO CBCTOsAHNE, HHDOpManuaTa OTHOCHO H3HCKBAHMATA 110 Yy, 54, an.|1, 1. 1
1 2 or 30IT ce mombieg oraenen EEJIOIT 3a Besiko JUNE HIH 33 HIKOH OT junara. B
CIyqaTe, KOTaTo ce I0jaBa IHoBeye oT emun EEJIOI], obcrosrerncTrara, CBBP3aHH ¢
KpuTepuute 3a noubop, ce ChAEpxAT camo B EEJIOI, mommmean OT JIMIE, KOEeTOo Moe

3.2.9. B vacm 1II byxkea "k Ocnosanus, Cevp3any ¢ niawarnemo na oanwvyu u
coyuannoocusypumennu enociy" YHaCTHHKBT NEKIapHpa HAIHYHETO Ha obcrosrencraara 3a
OTCTpaHsBaHe OT yyacTHe B Tponueaypara no wi. 54, am. 1, t. 3 ot 30I1, T.e. gamu uma
SAlbIDKCHUS 38 NAHBIM W 38/(bIKHTeTHH OCHTYPHTEIHI BHOCKH 110 CMHEChIA Ha . | s L,
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2, 1. 10T HOIIK, xaxTo u TIpeAnpHeTHTEe MepKy 3a HaJACKIHOCT 110 un, 56 or 30I1, koraro e
TIPUIIONKUMO,

3.2.10. B wacm III byrea "B: Ocrosanus, cevpsany ¢ HECHLCIMOAmMennocm,
KOHGIUKM  na Unmepecu unu  npopecuonanno Hapyutenue" yyacTHuksT HeKnapupa
HaJlMIHeTo Ha obcrosrencTaTa 34 OTCTpaHsBaHe OT y4acTue B lipoliestypara o i, 54, ay. L,
T. 4,5, 6 u 7 or 30IL. OcHoBanusTa Mo 9. 54, 7. 7 or 3011 ce OTHACAT 3a NHIATA, KOUTO
IPE/ICTABNIABAT YUaCTHHKA, YIeHOBETE Ha YIPaBHTEIHH U HaJ[30pHH OpraHu u 3a APYIH Jiuna,

>, AL 1, 1. 7 ca
nocoyenu B 41, 40, aj. 2 or IIT30I1. Korato H3UCKBAHHATA 110 Wi, 54, aj. 1, 1. 7 or 3011 ce
OTHACAT 3a IOBEYE OT exHO JIMLE, BCHYKH JIMIA [OIIHCBAT CIMH U cbil EEJTOIT. Koraro e
Hamuie HeoOXoauMocT ot 3allliTa Ha JIMYHHTE TAHHH MK IIPH pa3IHdHe B obcTosITeNCTRATA,
CBBP3aHU C JIHYHOTO ChCTOsHUE, HHpOPMAIHsTA OTHOCHO H3HCKBaHMATA IO Wi, 54, an, 1. 1. 7

pasbupa OllpeneseHuero, JaneHo s § 2, 1. 21 or HP ©a 3071, koraro BB3JNOXHUTENAT, HEFORH
CIYMHTCIH WM HA€TH OT Hero JMa HM3BBH HEropara CTPYKTYypa, KOHMTO yuyacTaT g
[IONIrOTOBKATA WM Bh3NaraHeTo Ha oburecTBenara IOPBYKa MIIM MOTaT Ja MOBJMsgT Ha
Pe3ynTara OT Hes, UMaT HHTEpeC, KOUTO MosKe Aa Boau 1o obmara o emuchIa Ha 1. 54 ot
3akona 3a NPOTHBOJACHCTBHE Ha KOpYNiiuaTa u 3a oTHeMaHe Ha HE3aKOHHO TPHMA0OHTO
HMYIIECTBO W 3a KOWTO 6M Moro Ad CE IpueMe, 4e Biuse Ha TIXHaTa Oesnpucrpactoct u

3.2.11. B uacm 11 Gyxea "I: qpyeu ocnosanys 34 uskmousane, Koumo moxce dg
owvoam nmpedeudeny g Hayuonannomo  saxonodamencmeo g BvINazaumus  opean  uny
Gb3ROACUMeNs Ha Ovpocasama unenwg" YIACTHUKBT NeKIapupa HAIHYHETO Ha:

2>

YJacTHHKA, 4YNeHOBeTe Ha YUPABUTEIHH | Ha/30pHH OPTaHH M 3a Ipyru juia, KOMTD HMaT
TIPaBOMONIHSA Jla ypasKHsBaT KOHTPOJI IIpH B3eMaHeTo Ha PCLICHHUS OT Te3W opraunm, HLaTa,
3aJBIDKEHH 1a ACKIIapUpaT oOcTosTeNCTBaTa o WL 54, am 1, T. 1 w2 ca IIOCOYCHH B w1, 40,
al. 2 or IIM3O0I1. Korato H3HCKBAHMATA TI0 I, 54, aj, L, 7. 1wu2 or 3010 ce OTHACAT 33
IIOBEYE OT eaHO JHIe, BeHYKH JIUNa NOAITMCBAT eauH u ceur EEJIOIN. Koraro e HamuIe
HEOOXOMUMOCT OT 3alllATa HA JIHYHUTE JAHHH MK IIpA  pa3jigyue B OGCTOHTc:JKTBaTa,
CBBP3aHH C JIHYHOTO CBCTOSHUE, HHDOPMAIHITA OTHOCHO M3HCKBAHUATA 110 41, 54, a7, I,T. 1
H 2 or 30IT ce IIONBJIBA B OTHEIIEH EEJTOIT 3a Besiko JHLE WM 3a HAKOU OT uara, B
ClyHaTe, Korato ce mnopjama NIOBEYE OT egun EEOIT, OGCTOHTeHCTBaTa, CBBP3aHH C
KpHTepHuTe 3a mosxbop, ce CBABPKAT camo B EEJ[OII, IIOMNHCaH OT nHIe, KoeTo Moske

3.2.11.2. Ceepsanocr ¢ APYT YHaCTHHK B Npolenypara 1o CMHCBIA Ha § 2, 1. 44
oT JIP na 3011, Bng Bpe3ka c § 1, 1. 13 1 14 or /1P Ha 3akona 3a nyONUYHOTO TipeyTarane ua
LUCHHH KHHXKa.

3.2.11.3. Tpeuxy 3a Y4acTHe B 00INeCTBeHH MOpBUKY 110 yy. 3, 7. 8 0T 3akoHa 3a
MKOHOMHYECKHTE U (PUHAHCOBHTE OTHOMICHHS C IpyKecTBaTA, PCTHCTPHPAHHU B IOPHCIHKIINY




i

"MHOI'OITPODUAHA BOAHMIIA 3A AKTUBHO AEYEHUE - IOBPUY
HOBPHY 9300 <) yi."Ilanaitor Xuron" 24 = 058/600488 hakc 058/6004 14 H e-mail; oblb@bergon.net

C HPE(IJCPGHHI/IEUIGH JAaHBYECH PEXHM, CBBP3aHHUTE ¢ Tgx JHOa H TeXHuTe Z[GI:JI.JTBHTGJ'IHH

3.2.11.4, [peanpuernre MEPKH 32 HAIEXTHOCT MO wr. 56 o 3011, xorato e
[IPHIOXHEMO MM HAaTHuYHETO Ha H3KIIOYeHHS 110 9. 4 or 3akona 3a HKOHOMHUYECKHTE K
duHaHCOBATE OTHOMmMEHHS ¢ APYKECTBATa, PErUCTPUpPaHHU B TOPHCINKIMH ¢ npedepennuanen

3.2.13, YuacTHuImTE Ca AITEKHH 1A YBEAOMSAT THCMEHO BB3JIOKHTENIA B 3-NHEeBeH
CPOK OT HACTBIBAHE Ha OGCTOATENCTRO 110 i1 54, an. 1 or 3011, ACKIApHUPAHO OT TAX B YacTu

3.2.13. B vacm IV, Oyxea "A: T'odnocm" Touka 1) Ha Tabnumara YYaCTHHKET
EJIGHHGTO
38 ONIOBeCTsABaHEe Ha oOLieCTReHaTa IOpBUKa: Paspeuenue 3g TEPIOBUSL Ha| efpo ¢
MCMIHECKH U3LeMus,, u3maneno ot UAJ] HIIH JIPYT IOKYMEHT, YAOCTOBEPsIBaIL IPABOTO Ha
1YMACCTPAHHHTE YyYaCTHHIN na TBPTYBaT C MEIUITHHCKH H3NCIHS, H3NAJIEH OT KOMITETeHTeN
OPTal Ha ChOTBETHATA IBpiKapa. Paspemenne wmn YIOCTOBEPEHUE HE CH W3HCKBA Of
IPOM3BOJIUTEIINTE HA MEIMIHHCKY U3JICIASA, YCTAHOBEHH Ha TEPUTOpHATA HA Peny6iuka
Bearapus, xaro topa 00CTOATENCTRO ce mocouBa Ha ChImoTo Mscto B EEJIOTL,
3.2.14. B wacm 1V, Gykea "B": Texnwuueciy y npopecuonantu cnocobocmy” B
Touka 4) Ha Tabmauiara YYaCTHHKBT 1OCOYBY AOKYMEHTa, ¢ KOHTO moKa3Ba chorper CTBHETO
CH 1o To4ka 1 or pazgen II.1.3) or 00sIBlIeHHETO 3a OIOBECTABaHe Ha 06LIECTBeHATA
nopruka: Cepruduxar 3a UPUJIaraHe W NONIBpXKAHE Ha CHeTema 38 yOpaBlieHHe Ha
KagectBoro EN ISO 9001 w/mim EN ISO 13485/13488 W/ Ham C€KBUBAJICHTHA, ¢ 06XBaT B
00macTTa Ha MPom3BOACTEOTO H/HITH THPrOBHATA C MCIMIMHCKY H3eius.
3.2.15. B wacm 1V, 6yxea "B": Texnuuecxy y npogecuonannu cnocoduocmy"” B
Touka 10) Ha TaGnmuara Y9aCTHHKBT 1OCOUBA KakBa wyacT (mpomenTHO H3pakeHue) ot
[IOPBYUKATA I11e BBIIOMKH Ha HOTH3ITBIIHHUTE],
3.2.16. B vacm v, oyxea "B": Texnuveciu u npogecuonainy cnocobrocmu' B
Touka 12) na tabmunara YHaCTHHKBT MOCOYBA JIOKYMEHTA, ¢ KOHTO A0Ka3Ba CLOTBETCTBHETO
CH C Touka 2 oT pazgen [1L. 1 .3) or obsBrenneTo a OIOBECTABAHE Ha 00IIeCTBeHAaT] 11 PhUKa:
, H3llazieH Ha
YHAaCTHHKA OT IPOU3BOAUTENS HIIH OT YI'B/IHOMOIICHHS [IPECTABUTEN 0 CMHCBJIA Ha i1, 10,

3.2.17. Yuactaumure morar Aa u3ionssar EEJOIT, koiito Beve ¢ Oun u3noI3BaH
IpH IIpexoHa lponeaypa 3a obmecTrens IIOpBYKa, IpH yciioBde, ye HOTB’bpﬂrT, ye
ChABPXKAIIATA CE B Hero HHbOpMaITHs Bce OIIE ¢ aKTyaiHa, NPy yclnoBUsTa Ha un. 44 an, 2

3.3. Hokymenty mo w, 45, an. 2 or 13011 3a AOKa3BaHEe Ha mpemnpueTuTe
MCPKH 38 HaIeXKIHOCT MO 41, 56 oT 3011, koraro e IIPHIIOKHMO.

3.4. ITpu YIACTHULH ODEIMHEHHUS, KOUTO He ca TOPH/IMYECKH JIHIIA — Komue oT
HOKYMCHT, OT KOHTO /1a e BuIHO IIPABHOTO OCHOBaHHe 3a Ch3jlaBaHe Ha obe/IMHeHueTOo, KaKTo
W Crennata mHbopManus pnp BPB3Ka C KOHKpeTHata o6IiecTBens IOpPBYKA: IpaBara M
3aAB/DKCHUATA HA YYACTHHLHUTE B obenunennero; PasIPC/ICTIEHHETO Ha OTroBopHOCTTA
MEXIy uneHoBeTe Ha obe/iMHenueTO; AEHHOCTHTE, KOHTO e H3I'bJIHABA BCEKHM 4JI¢H Ha
obenuuenuero,
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3.5. Texauyecko HUPCIIOKCHEE, ChIbPKAIIO:

3.5.1. Texumuecko IIPCANOXKENHE - 110 3a7bIKHTEIeH obpaser [Tpuigmenue or
No 1.1 1o Ne 1.8 or oOpasmure AOKYMEHTH Ha JIOKYMEHTALIHSITA 32 y4JacTue,

B To3u noxyment YYACTHHKET;

- ITocousa tLproscxoro HaMMCHOBAHHE Ha MpeyIaraneTo MCIHIHHCKO H3/ienue.

- locousa mpomssoaureny H/HUIIH YIIBIHOMOMIE Hus Tipencrasuren 1o yn, 10, ayn, 2

- B xomoma 2 or Tabauuara omucea XapaKTePUCTUKHTE Ha IPeMIaraHoTo
MEIHLHMHCKO U3AENHE, ChOTBeTHH Hd M3UCKBaHHATA, IIOCOYCHH B KoJIoHa 1 ¥ B paznena I1.2.4)
Ha 06ocobenara HO3HIIMA Ha 00gBIIeHHETO 34 OTIOBECTABaHE Ha O0IIECTBeHATA IOPBYKA.

CeIitlacHO Chnucnka c MEIHUMHCKA H3MEIHSA, KOUTO H30K 3alllala B YCIIOBHSATA Hg
OoaHIYHAaT] MEIHUIHHCKA TTOMOL],

- Hexnapupa cpoka na BAIMIHOCT Ha odepTara, KoiiTo He MOX€ 1a I10-ManbK oT 3
MeCela OT Jarara, KOsITO e 1ocogeHa 3a 71aTa Ha [IoNTyYaraHe Ha o(eprara.

- Heknapupa [PHEMAHETO Ha CPOKOBETE 3a: H3IBIHEHHE Ha JI0r0Bopa, Tauiaue,
AOCTABKA M TOJHOCT Ha NOCTABIHUTE MCIUIHHCKY H3MIEITHS;

- Mexnapupa corimacuero CH C KNay3uTe Ha IPMIIOMNKEH ST IDOEKT Ha jioroBop;

- Mexnapupa CBOTBETCTBHETO HA MEHIHHCKUTE H3JCTHS ¢ M3UCKBAHMSITA Ha .
82, an. 1 or 3MH u BKJIIOYBaHEeTO uM B Criuchka c MCIHLMHCKY M3JIeIHS, KOHTO H30K
3alllalla B YCHOBHSTA Ha OosHuYHATA ME/IMIIMHCKA TIOMOIL, KaTo L€HATa, Ha KoATO ce
IIPEUIATaT HE € 110-BHCOKA 0T CTOHHOCTTA, 10 KOSTO ' samnama H30K;

- Hexnapupa APYTH 00CTOATENCTRA, M3HCKBAHY OT BB3JIONKHUTEIS U [IOCOYEHH B
obpasena Ha noxymenTa.

3.5.2. Jlokasarenctga 34 IPUTOHOCT Ha IpeanaraHuTe MEIHIHHCKH H3J1eITHsT:
IPOCIIEKT, KaTaor, cnennpuKanyus u/uny AOKYMEHT 33 TexXHHYeckarta XapaKkTepUCTHKA Ha
M3JICNIHATa MM OPYr paBHO3Hayeq /OKYMEHT, H3JafeHH OT IPOM3BOLHTEIS, JI0KA3BalN
CbOTBCTICTBHETO HAa  MeNHIMHCKHTE H3ICTTHA ¢ TeXHHYeckara cnenupukanus  ma
BB3IOXKUTENS, ITOCOYeHa B pasnena I1.2.4) ma o6ocobenara HO3UIMA Ha O0ABIEHHETO 34
OllOBECTABAHEe Ha OOMIeCTBeHAaTa IIOPBYKa M B KOJIOHA 2 Ha Tabmuuara B Texuu €CKOTO
HPEMJIOKEHHE 110 38/1bIKHTEIHIS obpasern [Npunoxenue or Ne 1.1 go No 1.8,

HMokaszarencreara 3a HUPHTOAHOCT Ha mpemyiaranuTe MENHIHHCKH M3/e/IH5
3AIB/DKHTEIHO TPAGBA 1a ca Ha Obirapeku esuk wim ¢ 1peBoa HA Oburapeku esmk,

3.5.3. JloxymeHT 3a YITBITHOMOIIABAHE, KOTATO JHIIETO, KOETO Momasa oeprara,
HC € 3aKOHHHSAT NpencTaBuTeN Ha Y4aCTHHKA.

CC OTHACAT JIOKYMEHTHUTe.,

3.6. Ilenogo NpClIOKeHHe 3a wW3MBIHenHe pg HOpbYKaTa, cbabpxaio
TMPEIVIOKCHUETO HA YYaCTHHKA OTHOCHO [I€HaTa 3a npunobupane — o 3aB/DKATENEH
obpazen [Tpunoxkenue ot No 2.1 o Ne 2.8 or obpasuuTe moKymMenTH Ha MOKYMEHTaIHITA 3a
y4acrue.

3.6.1. Ilpemnoxenure ICHH TpA0Ba 11a ca B jeBa, Ges HAC, zakpwrienu no
BTOPHA 3HAK Clle/l leceTHYHaTa 3ameTas,
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3.6.2. Koraro YHaCTHHK nozasa odepra 3a moseye OT enHa obocobeng TTO3HITHSI,
38 BCAKa oT obocobeHuTe mozmmmm ce IPEICTaBs OTHENHO IEHOBO IIPE/IIOKEHHE 10
CROTBETHUS oOpasen [Ipunoxenue ot No 2.1 no Ne2.8.

Ienonoro npexnoxenue MOZKE 1a He ce II0CTaBS B 0Te/eH 3ameyat aH UMK,
ThH KaTo Bb3dokuTeINT € HPEABHANI pasrie:KIanero Ha AOKYMEHTHTE aa cTaHe Mo
peaa Ha wji. 104, an. 2 ot 3011, npu koiiTo neHoBHTE HPEAN0KeHUs ce onoBecTHBAT npu
OTBAPSIHETO HA ONIAKOBKHTE ¢ oeprure.

Bro3noxkurensr ne muckpa HpeacTaBeHUTe 0T y4acTHUIHTE JOKYMEHTH na
OBAaT MocTaBenu B OTACTHH IUIHKOBE, NANKH H/W/In IK0G0Be 3a AOKYMEHTH, 0CBEH aKo

TP#Ba /1a ObAAT KOMILIEKTOBAHY Mo 000co0eHH Mo3unHY B CIy4auTe, MoCOYeHH B TOYKa
3.54u3.6.2.

4. Pasrireskaane ua odeprure:
4.1. Tlonyuyenure oeprH ce oTRapaT Ha nyOJInYHo 3acC/laHue, Ha KOETO Morar ma

H IIPC/ICTABUTEII HA CPE/ICTBATA 33 MACOBO OCBEJJOMSBAHE.
4.2. Beanosxurensr IPEABHIKAA pasTNex’NaHeTo Ha odepTHTe 12 ce u3p PUIH 110
pena Ha win 104, an. 2 or 3011, npu xoero omenkara Ha TEXHHYCCKHTE M IleHOBHTE

4.3. JleticTBusTa Ha KOMHCHATA 3a M3BBPIIBAHE Ha noA6op Ha Kauammarure u
YHACTHHIIUTE, PasTNekaHe H OleHKa Ha oepruTe (KOMHCHSTA 110 T, 103, an. 1 or OIl) ce
H3BBPILBAT B CJIe/IHATA [IOCIIE[0BATEIHOCT:

4.3.1. xommucusTa OTBaps 10 pela HA TAXHOTO MOCTHIBANE 3arevyaraHuTe

Ha yHACTHHUIUTE 110 T10Ka3aTes 3a OLeHKa Ha odepruTe;
4.3.2. TEXHHYECKOTO M IEeHOBOTO TIPCINIOXKCHAC HA BCCKH OT yYacTHHIHTE ce
HMOAIIACBAT HAM-MAIKO OT TpuMa wWienope Ha KOMHCHATA M ce mpemmara no emun or

9aCT OT 3aCEIaHHETO PUKITIOYBa;

4.3.3. KoMucusaTa pasrinexna npejactaBenuTe odepTH u onensea ¢ IJIACHO
u30panus Kpurepmii 3a Bb3Jlarane TC3d OT TAX, KOHTO ChOTBETCTBAT Ha IIpenBAPHTENHO
00sBEHHTE yCIIOBHS,

4.3.4. KomucusTa PA3INICAIA OKYMEHTHTE, CBBp3any ¢ JHYHOTO CHCTOSIHHE M
KPHTEpHHUTE 33 TOA6OP, HA yyacTHHIHTE B HH3XO/UII PEJI CIIPSMO II0TyYeHHTe OIEeHKH

4.3.5. xoraro YCTAaHOBH  JIHICA, HENBIHOTA Wy HCCHOTBETCTBHE Ha
MH(OPMaIMsITA, BRIFOIHTEHO HEPENOBHOCT MK (hakTHYeCcKka TPCIIKa, HITH HEChOTBETCTBHE ¢
M3UCKBAHUATA KbM JIHYHOTO ChCTOSIHMe WIH KPHTEPHHTE 3a 110A60p, KOMHCHITA 1 (CMEHO
YBEIOMSIBA yYaCTHHKA;

4.3.6. B cpok 10 5 PabOTHH IHE OT ITOJIy9aBaHeTO Ha YBEIOMIICHHETO YYaCTHUKBT
MOXe na npencrasu o EEJIOIT w/wmy APYTH JIOKYMEHTH, KOHTO CHIBPIKAT NMPOMEHEHa
H/MITH T0MTbIIHEHA HHpOpMarus;

4.3.7. xomucusTa PASTICKIA NOKYMEHTHTE, CBBP3aHM ¢ JTHYHOTO CBHCTOSHHE M
KPUTEPHHTE 33 1mOAGOP 10 ycTaHOBsSBaHe Ha CHOTBETCTBHE C H3HCKBAHMSTA Ha [IBaMa
YHaCTHHIM, KOHTO KIAcHpa Ha ITEPBO M BTOPO MSACTO; OCTAHAIHTE YHAaCTHHI, YHHTO O(epTu
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6. Hoxkymenrtn, kouro C¢ NpeacTaBsaT npn CKINYBAHETO Ha AOT0BOpa 3a
odmecreena NMoOpbYKa:

6.1. 3a obcTosTeNncTRATA M0 9L 54, am 1, 1. 1 or 30IT - CBHIICTEIICTBO 34
ChIUMOCT, H31a4EHO B 6-MeceyHys CPOK Ha BaTHJHOCT IIpeau IIPECTaBSHETO;

6.2. 3a o6crostencrroTo o un. 54, an. 1, 1. 3 or 30IT - YROCTOBEpeHHE OT
OPTaHHTe 10 NPHXOJHTE H YIOCTOBEPEHHE OT 0BIHHATA 1o CCHAHILETO Ha BB3NOXKUTE/S |
Ha y4aCTHHKa, m3naneny CIIeN pelueHueTo Ha BB3JIOXKHTCIS 110 . 108, an. 1 or 3011 3a
OLIPELENSIHE HA U3 BIIHHATET.

6.3. 3a 0bcTosTENICTBOTO MO 9. 54, an. 1, 1. 6 or 3011 - ynocrose €HHE OT
Opranure Ha W3nbnaurenna arenuus "I'irasupa HHCIEKIHI 110 Tpyma", usmaneHo cien

HAJT wmu ppyr AOKYMEHT, yI0cTOBEpsia IpaBOTO Ha 4yXnmecTpaHHHTe YUACTHHIH na
TRPTYBAT ¢ MEIMLMHCKY H3/Ie/us, M3NaJIeH OT KOMIIETEHTEH opran ma CBOTBETHATA IbpskaBa.
Paspemrenue winy YIOCTOBEPCHHE HE CH H3HCKBA O TIPOM3BOJUTENUTE HA MeEAMIIHHCKH
H3ICIINS, YCTAHOBEHH Ha TepuTopusTa Ha Peny6inka brearapus.

6.5. Cepruduxar, YHOCTOBEPSIBALLL, Y€ YYaCTHHKDT IIpHJIara ¥ nogaepika |cucrema
38 YIpaBNeHHE Ha KawecToto EN ISO 9001 w/wmmm EN ISO 13485/13488 w/umm
CKBHBANICHTHA, ¢ 06XBAT B 06nacTra Ha NPOU3BO/ICTBOTO H/HIIH THProBHsiTa C MEIUIIHHCKH
H3/IETHs.

6.6. OTopm3anmonHo IIHCMO, MBJIHOMOINHO HITH ApYr' paBHO3HAueH MOKYMEHT,
H3M1a1€CH HA YYaCTHHKA OT IIPOM3BOIUTENST HJIH OT YIbITHOMOIIEHUS  TIpe/ICTaRHTeN 110
CMHCENA Ha wi. 10, an. 2 or 3MU »g IIPEACTABUTEICTRBO Ha TepuTOpuATa Ha PB|may 3g
KOHKpeTHata mpouenypa. B CllydauTe, Korato usnaren e YI'LITHOMOIIEH  IpejcTaBuTer,
CllelBa J1a ce mocouu p AOKYMEHTET, € KOMTO NpPOHM3BOMHTENST €  YIbJIHOMOLIHI
YUBIHOMOINCHHS. TpeNCTaBUTEL Oropmsamus we ce wmsmcxna OT  NpPOH3BOJHTENHTE Ha
MEMMIUHHCKY H3IEITHS, YCTAHOBEHH Ha TCpuTOpHsiTa Ha Peny6nuka benrapus.

0.7. Jleknaparms mo u, 6, an. 2 ot 3akona 3a MEPKHUTE cpenly H3nupaxe Ha napu
— 10 sambmkuTenen o6paser lpunoxenme No 3 op oOpasiure AOKYMEHTH Ha
AOKyMEHTaNusITa 3a yyacTye.,
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IIPOEKT

AO0TroBorp

i R 2018 rox. B rp. HoGpuy, Ha ocHoBanue y,
OOILIECTBEHNTe OPLYKH, ce CKITOTN HACTOSIIMAT JIOrOBOp Mexy:

............................................................................................

....................................................... » B KadecTBOTO MY  Ha..........

ONPCACNICH 3a M3IBIHHTEN ¢ Pemrenne ya BB3JIOKHTES No

112 1 e, ot 3aKoHa 3a

........ CJIen nposelieHa

IIponeaypa 3a Bb3jarane Ha obIIeCTBeHa OpBYKa THIT "0TKpHTa", BIHCAaHa B Perucripa Ha

obmecTBennTE HOPBYKH nox Ne 00083-2018-........ » Hapuyan [TPOJTABAY U

"MHOT'OTTPO®HIIHA BOJIHHIIA 3A AKTUBHO JIEYEHHUE-JTOBPUY" Al

rp. Hobpuy, cee CEMATHIIE M alpec Ha yIIpaBieHue: rp. Jlo6puy, yo.

“Tlanatior Xuros" 24,

Ter.  058/600160, (ake: 058/600414, e—ma\i}: oblb@ber on.net, EHK 124141302,
peicTaBigBano or Jl-p Tpudon Bnanumupos Hopnanos — Msnbnnurenen Hupexrop na

APYXKECTBOTO, Hapuuana KVIIYBAU.

CTpaHHTG CC Cllopa3symMsxa 3a CICTHOTO:

LIPEIMET HA HOI'OBOPA U I[EHH

Yren 1.(1) Iponasaunt poZlaBa Ha KymyBaya MemHIMHCKY H3JCIHUS 34
Kap/IHOJIOTHYHA IEHHOCT 1o 060coGena nosunus No Ne.. .. » 38 KOATO/KOUTO e yuacTpar s

IpoleypaTa 3a Bb3/arane Ha obmmecTsena IIOPBYKE.

(2) Llenosure nperoenns HaIlpodaBava ca .........,..... .

(3) ITporuozuure KOJIH4ECTBa, TOCOYCHH B NOKyMeHTalusaTa 23 o01I¢cTBeHa

[IOPBYKa HE MOPAXKIAT 3aIbIKEHHE 32 KyIyBada /1a I 3aKyIH B TIOCOYEHHS 0Gen.

CPOKOBE U HAYMH HA ILTAIITAHE

Yren 2. Cpoksr Ha HacTosmus norosop e 12 (mIBaHanecer) mecera or Jartara Ha
TNIONIHCBAHETO My. JloroBopst IPOAB/DKABA NEHCTBHETO CH 110 CKIIIOYBAHETO Ha JOTOBOp ¢

APYT H3ITBIIHUTE]L ClICO IpOoBeXIane Ha O6H.[€CTB€HEL IMNOpBYKA.

Hnen 3. Memuuunckure H3CTHS e OBJaT JjocraBsHm or IpoJaBaya Ha
KyltyBada B cpok 10 72 (cememmeceT u J1BA) 4aca OT MOMEHTA Ha 3aABABAHETO OT CTPAHA Ha

BB3JIOXKUTENA.

ien 4., HbmxuMara na [IpoaBavya cyma I10 Beska OTIICITHA 10CTaBKa e 6bie
IUIaTeHa OT KymyBaua 1o Oankosara cMerka ma IpojaBada B cpok mo 60 (mec:TueceT)

KallCHOApHH JTHU CIIEN U3MaRaHeTO Ha (paKTypa OT IpogaBaya,

Ynen 5. CpOK’bT Ha TONHOCT Ha AOCTaEdHUTE MCIOHIHHCKH H3JIETIHSL € He 1Io-

MAIIKO OT 1 (enHa) roxuua KeM MoMmerTa Ha JOCTaBKa.

MSICTO HA MBITBIIHEHUE 1 [IPEMUHABAHE HA COBCT BEHOCTTA
Hren 6. 3a Mscro ma AOCTABAHC HA MENMLMHCKHTE W3meims ce onpesens

“MBAJI-To6puy” Al rp. Hobpuuy, yi. “Ilanaiior XuTos” No 24, 3BeHo

”

.. boanuna anreia”.
H3MICIIHA U PHCKBT OT
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:

HM Ha MACTOTO Ha JOCTaBAHE ¢ HpHEMO-Hpe,HaBaTCJIeH HOPOTOKOJI WUJIH APYT paBHO3HAdeH

JOKYMEHT,

IIPABA M1 3AJIBJDKEHMS HA [IPOJABAYA

Yien 8. (1) lIponaBaubT e mypiken Ad CKIIOYH JIOTOBOp 3a NOAM3IILIHEH S,
KOTaTo € 0OSBUII B 3asBIICHAETO CH 33 YHYaCTHE MOJI3BAHETO Ha HomusnbiauTen. B ¢pox o 3
AHH OT CKJIFOYBAHETO Ha AOTOBOD 3a MOAM3IBIHEHNE WM Ha AOIBIHUTEIIHO CIOpa3yMeHue
3@ 3aMsIHa Ha IOCOYEH B 3aSBICHHETO TOMU3IBIIHATEN H3IBIHUTENIST H3Mpaina Komue Ha
MOrOBOpA UMK HA JONBIHUTEIHOTO CIOPasyMEHHE Ha BB3IOXKHTEIS 3a€THO ¢ Jl0KasarTeicTsa,

1€ Ca M3NBIIHCHU YCIOBUATA ITO WIT, 66, ai. 2 u 11 ot 3011,

(2) Hoamsnsnaurenute HAMAT 1IpaBO /la NPEBB3NAraT enHa iy noBEYe or

HeﬁHOCTHTe, KOHMTO Ca BKIIIOYEHHU B 1IpeaMeTa Ha AOTOBOpa 3a IIOMH3NBIIHEHE,

(3) Hesasucumo ot BE3MOXHOCTTa Jla Ce H310/I3BaT TIOU3IIBJIHUTE)H,

OTTOBOPHOCTTA 34 H3IIBIIHEHHE HA AOTroBOpa 3a 06J.LIBCTB6HEI IIOpBYKa € Ha Inpoaasaua.

(4) KynyBaust nama na M3BbPIIBA NHPEKTHH pasIlIalnaHus ¢ TOMU3ITbIHUTEIIHTE

Hnen 9. Tpogasaysr e AUTBIKEH 1a TOCTaBs MEeTHI[HHCKH H3IEJTHS, KOUTO'
1. OTrOBapAT Ha H3UCKBAHMSATA HA YT, 82,an. 1ot 3MU;

i OTTOBAPAT Ha HSHCKBaHHHTa, IIOCOYEHH B OﬁﬂBHeHHeTO 384 OIOBECTsABAHE Ha

obImecTBeHaTa mopsuka U B AOKYMEHTalluATA 3a 00LIeCcTBEHATA IIOphUKa,
Hinen 10. [pogasaun B CPOKa Ha TOroBOpa e IThKeH:

1. la uma paspernenne wiy YIOCTOBEPEHHE 3a THPrOBHS Ha €JIPO ¢ MEAHUMHCKH

M3NICIHA, U3/1a7I€HO OT 3IBIIHATE THHUS Aupexrop Ha MAJI o pena ma 3MI
2. la npunara u IO/UIBPKA CHCTEMA 34 YIIpaBieHHe Ha KagecTtBoTo EN IS

O 9001

u/umn EN ISO 13485/ 13488, w/umm CKBHBAJICHTHA, ¢ 00XBaT B 061acTTa Ha IIPOU3BOJCTROTO

W/HIIH ThpProBHUATA C MEMTHIIMHCKH H3Oenud,

Yien 11. enara na AOCTABSIHUTE MEIUIHHCKH H3/IETHS He MOXE 1a e 1o+

BHCOKa

OT IICHaTa, I0COYeHAa B KOJIOHA F Ha Crrcpka ¢ MeaumunCKH u3femas, xouro H30K samamg

B yC/IOBUATA Ha 60HHH'—IH3TE1 MCIUIHHCKA TIIoMo1i.

Uen 12. IIpogaaust ¢ ATBIKCH Ja U3lahe B CPok (akxTypa 3a mocrs
MEIUITHHCKH H3NENHs.

[IPABA U 3AJIBJDKEHIS HA KVITYBAYA
Qren 13.(1) Kynysausr wuma TIPaBo Jla TIpOBEPABA KOJIHYECTBOTO Ha

BECHHUTE

BCiAKa

OTIOe/IHa HA0CTaBKa, KaTo IpH yCTaHOBSABaHe Ha HECBOTBETCTBUE € AILXKEH fna YBCIOMH

IpojiaBaya B cpok ot 24 yaca,

(2) Tlpu ycranosspame ga HECBOTBETCTBHE B KAYECTBOTO Ha zocTa
MCIULHHCKH H3JENHS KYIYBaYbT € JUTHKEH A2 YBEIOMH IIPOAABava B Cpok oT 24 yaca,

BEHHTE

(3) Hecborsercreuero ma KOJIMIECTBOTO M KayecTBOTO ce YCTaHOBSABA c

IIPOTOKOJI, CECTABEH OT KOMHCHSI, CECTAaBEHA OT MIBXHOCTHHUTE JINIIa Ha KyImyBaya,

(4) B cryuait, ye npoygapaust » CPOK J10 24 waca ciie yBenoMsBaneTo g an. |

OCIIOpH MHUCMEHO HCCBHOTBETCTBHETO Ha Ka9€CTBOTO, TOH MOKe Ja HCcKa IIpOBEpKara

MY OT

YIOBIHOMOIIIEHA Ha60paTOpHﬂ, 4pe3 B3eMaHe Ha KOHTPOJHH 06p83u1/1 oT HOCTaBKaTa, MK
9pE3 CPaBHSABAHETO HA JOCTaBeHHTE MEIOHILIMHCKH H3ICIIHA ¢ IOPEOCTaBEeHHTE M CTpH,

ONHCAaHME HMIIH CHUMKH IIPH YYACTHETO B O6LH€CTB€H8.T&1 HOpBYKa.

Unen 14. Kynysausr e JITBXKEH Ja 3arlIiaTi YrOBOpeHara IeHa B pasmepa, 1o

HayHHa U B CpoOKa, OIIpeae/IeHH B HacTosguHus AOTroBOp.

HEYCTOMNKH
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Ynen 15.(1) Ilpu 3a6aBa Ha nocranka OT CIpaHa Ha MpoiaBava ¢ Topeye oT 24

» KYIIyBa4bT MMa mparo na II0JIydn meycroiika B pasMep Ha 0.1
(uyna LAJ10, eqHa JECETa) Ha ¢To OT CTOMHOCTTA Ha 3abaBenara 0CTaBKa 3a BeekH 24 ygca

(2) Ipu ycranossmane Ha HECROTBETCTBHE B KOMMIecTBOTO, mpomasaypT e
ATBIKEH 1A JI0CTaBH JIHIICBAINOTO KOJIM9eCTBO NpH crenBamara AOCTaBKa, a NpH NOWCKBame
OT CTpaHa Ha KynyBaua B cpok or 24 daca. llpn Hewsmbimenme na TOBa& 3a]biKEeHHE

KYLIyBa9pT uMa mpaso na IIOJIyYH HEeyCTOHKa B pasmep Ha 5 (1etr) ma cro or croiin

OCTTa Ha
JHIICBANIOTO KOJIHYECTBO.,

(3) Ipu ycranosspane Ha HECLOTBETCTBHE B Ka4ecTBOTO, TPOAABAYBT € JIThiKeH
Aa IOCTABH MEAMIMHCKH H3Ae) Uy ¢ YTOBOPEHOTO KauecTBO mpu ClICNBallaTa 10cTaBKa, a npu
IIOMCKBaHE OT cTpana Ha KyllyBaya B cpok or 24 yaca. Ilpn wensmwnuenne ma TOBa

a4 CTO oT

(4) B cayyaure 1o AMMHEN 2 1 3, ako mponapawpT HC N0CTaBu J10roBOpenoTo,

OT JIpyT
AOCTABYHUK, KATO pazimkara MEXIY IeHaTa 110 JoroBopa 1 ACHCTBHTEIHO 3armiaTenaT IIcHa e
34 CMEeTKa Ha npogasaya,
Uren 16.(1) Ilpu otkas ua llpofaBa4a ja OCTABH 3asBeHmTE MYy MEIHIMHCKH
H3JICTHS UK 1Ipu 3a0aBa oseve o1 48 (yeTrpunecer u 0CEM) Haca, KyIyBausT uma 1 pago za
3aKyIH HEOOXOIUMHTE My MeTHIHHCK H31€/IH4 OT IpYr HOCTaBYHK,
(2) B ciyyanre mo IIpEIXOMHATA alHHes pasnukaTa MEIALY LeHaTa 1o JIorpeopa u
JCHCTBUTEIIHO 3aIuiaTenaTa [I€Ha € 3a cMeTKa Ha pogasaya,
Unen 17, Kynysausr nma TpaBo na ucka obeslueTeHre B mujeq pasMep Ha

BPCINTE, KOUTO € MPeThpIsi B Pe3ynrar Ha 3abaBenara w/mm HeKauecTBeHaTa nocraska,
YUnen 18. Ipu 3a6asa ma IJIalfaHe OT cTpaHa Ha KYnyBaya, MOCHCAHHAT | bInKH
Ha lIpoJlaBaya Heycroiika, B PasMep Ha 3aKOoHHaTa THXBa,
Yien 19, Heycroiikure, 00€3METeHNATA U HeHOBHTE Pa3MKK 110 4. 16, an, 2
MOTaT J1a ObJIaT yABpIKAHH OT Besko ABIDKHMO Ha IIpOJaBava miamame.

HIPEKPATSIBAHE HA HOT'OBOPA
Yien 20. Hororopsr ce IIpEKpaTsaBa

l. ¢ m3rmyane ua CPOKa, 32 KOHTO e CckioueH, oceey g CIYYauTe 1o wi. 2, usp,
BTODO.
2. opu cucremuo HEH3I'BIIHEHHE HA JIOCTABKHTE 10 KOJIM4ECTBO W/HIIH KawecTso
OT CTpaHa Ha npozasaya. I1o cHeTeMHO HEU3IBIIHEHHE ce pasbupa TaKOBa, U3BBPIIEHH Ba

HUJIH IIOBEYE IHTH B PaMKHTE HA eun Kajlenpapen MECEII, HJIH [IOBeYye OT TPH I'BTH B paMKuTe
Ha Cpoka Ha AO0roBopa;

3. mpH cw3maBameTo Ha YCIIOBHS 3a 10CTaBKa Ha MEIHIUHCKATE W3 enus,
TIPEIMET Ha JI0r0BOpa CJ1e/| poBeskIateTo Ha NEHTPAM3UPAHH €IIeKTPOHHK THProBe.
4. B ciyuait, ye Gpue [IPOMEHEHA HOPMaTHBHATA ypenba, B pesynrar ma koero

» KOHTO ca mpenMer na
JI0TOBODa;

3. IIPH  HEBBE3MOXHOCT Ja ce OCHTYpH (i)HHaHCHpaHe 38 M3IOBIHEHHET) Ha
IIopBYKaTa 110 NIPHYHHH, KOUTO KYyBaybT He e MOTBJI J1a HnpeaBuy;

2
6. pu npeycranopssane o CTpaHa Ha KyNyBa4a Ha MeOWIHHCKATA ACHHOCT, 32
KOATO ca npensuneny mocrapsaute MCTHLMHCKE M3/E/HsI, HE3aBHCHMO oT NIPUYHHAT

‘A 1a
pPEYCTAaHOBABAHETO.
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APYTH YCIIOBUS

Qren 21. Crpanure 1o /I0TOBOpaA He Morar xa ro H3MCHAT, OCBEH B CllyyamTe,
lpensuaenu B wit. 116 ot 3011,

HUnen 22. Crpannre 1o AOTOBOpA Ile peImaBaT BB3HHKHANHTE 110 H3ITbJIHEHHETO
CHIOPOBE 10 B3AHMHO CLIMIACHE, A aKO TORA ¢ HEBB3MOXKHO, 110 pefa ma [TIK pe/1 pomoBo
KOMICTEHTHUAT CBJ1 B Ip. JloGpuy, ocsen g CIyHamTe, KOraro npereHnusTa e [IpeJIgBeHa 1o
Pella Ha 3aroBeHOTO MPOM3BOICTRO,

Ynen 23. 3a senuxn HEYPEJICHH 110 HACTOSIITHS I0roBOp BBIIPOCH IIIE ce Npuiarar
pasnopendure na 3011, [I13011, 33 u T3.

Unen 24.(1) 3a BAMIHA ajipecu 3a mpHeMane na ChOOLIEHHS, CBRp3anm c
HACTOSIIUSA IOTOBOP Cce CMsTaT A/IPECUTE, IIOCOYCHH B HAYAJIOTO Hg JOroBOpa.

(2) Ilpm npomsiza ma gannuTe 110 NpenxoaHaTa alHHes, ChbOTBETHATA TpaHa e
AUTBIHA 12 yBEOMH JIpYraTa B TpUIHEBCH CPOK OT IIpOMsHATa.

llpu coerasme ua HAaCTOAIHAT JOrOBOpP ce IIPEACTaBUXA OT M3MBAHUTEIS
CICAHHTE NOKYMEHTH 3a JI0KA3BaHe JIMIICATa Ha OCHORAHHMS 33 OTCTpaHsBaHe:

- 38 00CTOsTEICTBATA 1O YJp. 54,am 1, 1. 1 or 30I] - CBHJIETEJICTBO 34 Ch MOCT;

- 38 00CTOATENCTROTO 110 91 54, an. 1, 1. 3 o1 30]] - YAOCTOBEPEHUE OT OpranuTe
10 TPUXOIUTE W yNOCTOBepeHHe OT obmumHaTa 1o cexammiero Ha BB3JIIOKHTENS M Ha
Kanaunata Ui yyacTHuka;

- 38 00CTOATENCTROTO 10 uy, 54, an. 1, 1. 6 or 3017 - YZOCTOBEpEHUE OT OpraguTe
Ha M3usianurenna areHuus "[1aBga HHCIEKIHS 110 Tpya";

- Paspelienye 3a Thprosus Ha CAPO ¢ MENHIMHCKH U3IENHs, H3AANeHO or HAJI
HIH JPYr MOKYMEHT, YAOCTOBEpABAILl PAaBOTO Ha YHACTHHKA Nla THPIyBa ¢ MeH[IHHCKH
H3/IeNust, H3IaJIeH OT KOMIIETeHTey OPTaH Ha CHOTBETHATA JTbPIKaBa,

- ceprudukar 3a [IPUIIATaHe ¥ HOIIEPIKAHE HA CHCTema 3a yIOpaBlieHHEe Ha
kagectsoto EN ISO 9001 w/unu EN ISO 13485/13488 W/ CKBHBAJICHTHA, ¢ 00XBaTr B
00nacTra Ha TIPOU3BONCTBOTO M/HITH THProBHATA C METULIHCKH U3/IeHs;

- AeKnapanus 1o um. 6, an. 2 or 3akomna 38 MCDKHTE CDEIly H3NupaHe Ha Iapu
ChracHo llpuiaoxkenne Ne 2 kpm 9L 11, an. 2 ot TIII3MMIT — 10 3a0BIDKHTEIIHIS obpasery
llpunosxenne No 3 ot o0pasmure AOKYMCHTH KBM TOKYMEHTAIHSTA 34 y4acTHe,

Hacrosmusr AOTOBOp ce€ ChCTaBH B Tpu enHo00pazau CK3EMIULIpa, €4UH 3a
pozasaya 1 /1B 3a Kynysaua,

ITIPOJTABAUY: KYIIVBAY:
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Hpunoscenue No 1.] — 3a0vaANCUmen el obpazey

Hpeocmasa ce no o6ocoseny hosuuua Ne 1: Koponapen cmenm, ycnogen No |

TEXHUYECKO OHPEXJNOXEHHUE

Hommcanusr/anara
- 0
EI'H

» B Ka4CCTBOTO CH Ha
P e _

OnvoIcHocmma) na
(usnucsa ce umemo na yaacmuuka), cbe cenanume:

3

(ushucea ce

» AIPEC HA yIpaBlIeHHe
e o

, EMK
T
bl

e

1. Ilpepnaram nocraskara na MEIHUIMHCKO H3IeHe:

TEPrOBCKO NauMenoBamNe: . .\... oo

IIponssoanren:

/1

Yusanomomen npeacrasuren no 4. 10, an. 2 or 3MU:;

Onucanne na npexaaranoro 10 H30K

MENHIHHCKO n3geine

HBHCKBHHHH KbM MEeTHIIHHCKOTO
Hiaemue

Matepuan: CoCr L605. Hebenuna ua
crpata 65 um (0,065MM wan 0.0026%).
Recoil: < 3%, Cpenna sary6a (mean
foreshortening): 0,29 o4 Huzaiin;
Rapid exchange, XHOpHEH — oTBOpEHa
H 3arBopeHa kietka. Homwumaimo
Hamsrane: 9 atm.  Makcumango
Halirane: 16 atm  (burst pressure).
Balloon overhang: < 0,5 MM. BbHimen
AHAMETHD Ha madra: [Tpokcumarnen 1.9
F Mucranen 2,7 F. Ro Mapkepu: 2 —
[lnatuna /' Wpwmmii, HMsnonspaema
ABIDKHHA  Ha  KaTeThpa: 140 CM.
CeBMectuMocT  Ha Karerepa: SF,
Bomau: 0.014% mmm 0.36 v Jbmxuna
(mm): 8, 13, 16, 19, 24, 29, 32, 37 u 40.
Anamersp (mm): 2.5, 2.75, 3.0, 3.5,
4.0, 4.5.

2. Jlexnapupam CPOK Ha BaJMIHOCT Ha odeprara: 3 (TpH) Mecema or JlaTara,

KOATO € moco4YeHa 3a Aarta Ha I1oJlaBaHe Ha od)epTaTa.

3. Ilpuemam cpoka ma H3IIbITHEHHE Ha 1ophykara: 12 (IBaHazeceT) Mecena ot

CKIFOYBAHETO Ha JOTrOBOpa.
4. Ilpwemam cpoka 3a Mramane: po 60 (mecraecer) KalCHIapHH 1H
H3BBPIIBAHETO HA JIOCTABKATA M H3/[ABAHETO Ha (aKTypa oT U3ILIHITeS,
5. Ilpuemam cpoka ma noctaska: [lo 72 (cememuecer u JBa) yaca 0T MOMeH
3aABABAHETO OT CTPAHA HA BB3JIOKHTEIL,

H OT

ra Ha
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6. llpuemam cpoxa ma roaHocT: He mo-Manko ot | (emma) roguma ko
Ha JJOCTAaBKAaTa.

7. Ilpuemam na w3irbmasay BCHYKH M3UCKBaHHS Ha BB3JIOKHUTENS, IQCOYEHH B
00siBIeHUETO B AOKYMCHTalUATA 38 yyacTHe,

8. Hdexmapupam, ye nocrapsumte MEIHUHHCKH U3/ICITHS:

8.1. otroBapsT Ha M3HCKBaHUATA Ha Wi, 82, am. 1 or 3MHU;

8.2. ca BkmIOYeHH B Comcbka ¢ Meauummckn usaenus, kouro H30QK 3 Iaia B
YCJIOBHSATA Ha GOIHHYHATA MEIUIHICKa [TOMOIN, KaTO LieHATa, Ha KOSTO ce IIpejiarar He e
HO-BHCOKA OT CTOMHOCTTA, 710 KOSTO I'H sarmana H30K,

9. lexnmapupam coriacuero oy ¢ KIAY3HTE Ha IPHIIOKEHHS [IPOCKT Ha J10 0BOD.

MOMeHTa

KaKTO H CLOTBETCTBHETO C IOCTABEHHTE KPHTEPHH 3a 1060p:
10.1. 3a obcrosTencTrara mo . 54, am. 1, 1. 1 or 3011 - cBumerencTso 3a
CBAUMOCT, H3AaJCHO B G-MeCeYHMs CPOK Ha BaJIMIHOCT Mpeu IPE/ICTaBsIHETO;
10.2. 3a 00CTOSITENCTBOTO MO I, 54, am. 1, 1. 3 or 30IT - ynocrorepenme oT

10.3. 3a 06CTOSTENCTBOTO 110 . 54, an. 1, 1. 6 ot 30IT - YIOCTOBEpEHHE OT
Opramure Ha WMsneinurenna areHuuga "I'jmasua MHCIIEKIMSA 1m0 Tpyma", H3TaZIEHO clen
PCIICHUETO Ha BB3I0KUTEIIS 1O 1L, 108, an. 1 o1 3011 34 OIIPEACIIIHE HA U3NBIHHTE

10.4. Pazpemenne 3a TBPIOBHS HA €IPO ¢ MEIHLHMHCKH H3JICNTHS, W3JaJeHO OT
WAl wmn apyr AOKYMEHT, yNOCTOBEpsiBAI IPaBOTO Ha HYXKNECTPAHHUTE YYaCTHHIM 14
TBPIYBAT C MEMULMHCKY H3JIEIHS, U3ACH OT KOMIIETCHTEH OpraH Ha ChOTBEeTHATA J prKaBa.
Paspemenne wim YIOCTOBEPCHHE HE CH H3MCKBA OT IPOH3BOINTENUTE HA MEIMIIMHCKH
M3ACISA, YCTAHOBEHH HA TEPHTOPUATA Ha Peny6nuka Brirapus,

10.5. Cepruduxar, YAOCTOBCDABAIN, Y€ YYACTHHUKLT IpHmara u 1oyurspixa
CHCTEMa 3a yNpaBlieHHe Ha KadecTBoro EN ISO 9001 w/umm EN ISO 13485/13488 w/umm
CKBHBAJIICHTHA, ¢ 00XBAaT B 0671acTTa Ha IPOH3BO/CTBOTO /MM THLProBusaTa ¢ MEJIMIITHCKH
H3JIETHY.

10.6. Oropuzanmonno [HCMO, IBIHOMOLIHO HIIH JIpyT PaBHO3HAYEH IOKyMeHT,
M3[IaJIEH HA y4YacTHHUKA OT UPOMSBOLHTENS HIH OT YIBIHOMOMEHHS IIPEACTABHTEN TI0
CMHCBIA Ha 4. 10, anm. 2 or 3MU 3a HPEICTABHTENCTBO HA TEPUTOPUATA Ha PR JH 3a
KOHKpeTHaTa nponeaypa. B CIy4auTe, KOrato M3marTesn e YUBIIHOMOIIEH IIpe/icTaBHTel,
ClieBa Ha ce mnocoym u AOKYMCHTBT, € KOHTO Npom3BopmTeisr o YTI'BIIHOMOIIHT
YI'BJIHOMOIIEHHS IIPEACTaBHTE. Oropusanus me ce wmsmckpa or IPOU3BOJUTCIINTE Ha
METUIUHCKH U3MEITHS, YCTAHOBCHH Ha TepuTopusta na Peny6iuka bearapus.

10.7. Nexnapamus mo . 6, ai. 2 ot 3akoHa 3a MEPKUTE Cpelily u3mupane Ha napu
— O sameKuTENeH  obpaser lpunoxernne No 3 or o0pasumre moKymentn ma
AOKYMEHTallMATA 32 yJacTHe.

(uMe, BarmboO u bamurus, JUTHIKHOCT)
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Hpunoscenue Ne 1.2 — 3a0vxcumenen obpazey

IIpeocmasa ce no obocobena nozuyus No 2: Kopouapen cmenm, ycaoeen No 2

TEXHUYECKO ONPEAJNOKEHHUE

Moanucanust/anara

e ]

EI'H » B KayeCcTBOTO CH Ha (usnucea ce
e s e

onvdicHocmma) ma
-_ ]

-
(usnucea ce umemo na ydacmuuka), ¢ue cenamamnie; » AIIPEC Ha yupasjieHue
At

; EMK
__‘_‘__‘—;——E_\_h\_“__‘—,—-___________

3
-

-j

1. Ilpeanaram mocrapkara g MEIUIHHCKO U3Je/He:
TEPIOBCKO HAMMCHOBAMC:..............co....
IIpoussoguren:

..............................................................................................

HsuckBanus knm METUIHHCKOTO
H3/1e/He

Onucanue Ha NpeaIaraLoTro
MEIHIHHCKO H3/1e/He

o H30K

Marepuan: CoCr . Jle6ennna ma CTpara
0,065mm. Tuzaity ua KJIeTKaTta - semi-

open; MRI CBBMECTHMOCT -
paramagnetic;  CeBMectuMocT g
Katetbpa: SF; Husaiin:  Rapid

exchange;  Banon: semi-compliant;
[lonesna nemkuna Ha Bofaua:1415 mm;
Bonay: 0.014%; Beuimen AHAaMETHP Ha
wadra: TIpokcumarnen 2.1F Hucranen
2,6 F; Iemxuna IpH THaMeTsp 1o 3.00
(mm): 8, 12, 16, 19, 24, 28, 34, 38;
Hbmxuna mpu AMaMeTsp Haxg 3.00
(mm) - 10, 14, 18, 24, 28, 34, 38;
Huamersp (mm): 2.00; 2.25; 2.50, 205,
3.00; 3.50, 4.00,
2. Jlexnapupam CPOK Ha BaIMIHOCT Ha oQeprara; 3 (Tpu) Mmecema ot JlaTara,
KO#TO ¢ ImocovyeHa 3a nata Ha mogaBane Ha o(eprara.
3. Ilpuemam cpoka ma H3IIbIIHEHUE Ha Nophukara: 12 (MBaHamecer) Mecena ot
CKIIIOYBaHETO Ha JOroBopa.
4. Tlpuemam CpOKa 3a mamade: mo 60 (imectrecer) KaJIeHTapHu jHu ot
U3BBPIIBAHETO Ha JIOCTABKATA H H31aBAHETO A bakrypa ot m3mBAHKTENS,
5. Ilpuemam cpoka ma mocranka: Mo 72 (cenemuecer u ABa) Jaca OT MOMelTa Ha
3aABABAHCTO OT CTPAHA HA BH3JIOIKHTES].

6. Ilpuemam cpoxa ma roanoct: He mo-manko or 1 (emna) romuua KbM MoMenTa
Ha I0CTaBKaTa.
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7. Ilpuemam na U3IBJIHABAM BCHYKY M3UCKBAHUS Ha BE3I0MNCH
00sABIeHRETO 1 AOKYMEHTallUATa 3a yuacTye,

8. Hexnapupam, ve AOCTABAHHTE MeUIIHHCKH U3NIEIIHAS:

8.1. oTrosapsr na H3UCKBaHHsTA Ha i1, 82, ar, | o 3MU;

8.2. ca BKIIIOYeHH B Criuchpka ¢ MCIHUITHHCKH M3/IENHs, KOHTO H30K Bamutania B
YCIIoBHATA Ha GonHMYHATA MCIHITMHCKA ITIOMOLI, KaTo [CHaTa, Ha KosTO Cce mpeny
ITO-BHCOKA OT CTOMHOCTTA, 10 KOsTO TH 3atutaima H30K,

9. Hexnapupam CBIIIACHETO CH C KiIay3uTe Ha TPHJIOKCHHUSA IPOSKT Ha JDroBop,

10. B Cllyya#, ye 6na OUPCHEICH 34 U3MBIHUTET Hy HopbUKara, ce 3a bIIKaBaM,
[IPH  NOANHCBaHETO Ha AI0roBopa 3a o6uecTBena LIOpBUKa, Ja mpencrapg aKTyajinu

Leiypara,

TENA, IoCcoYeHy B

1araT He e

10.1. 3a obcrosTencrraTa 0 491 54, an. 1, 1. 1 or 3017 - CBHIETEICTRBO 33
CBHIUMOCT, H3JIA/ICHO B 6-Meceynnsy CPOK Ha BaMIHOCT Ipeu IPEACTaBsIHETO;
10.2. 3a 00CTOATENCTROTO 110 gL, 54, an. 1, 1. 3 or 30I1 - YROCTOBepeHue ot
OPraHuTe IO NPHXOIHUTE B YAOCTOBEPCHHUE OT 06IMIHATA o CCNATNINETO HA BB3IOKHTE NS 1
Ha y4YacTHHKa, M3maneHn CJICI pelieHueTo Ha BB3NIOXHTENST 110 I, 108, am 1 o 30I1 3a
OUPCIEIITHE HA H3IBIHUTE)],
10.3. 3a obcrostTencTBoTo Mo 9L 54, an. 1, T. 6 or 30IT - YOOCTOBEpEeHHE OT

", HM3;mameno cien
II'BIIHATE],

10.4. Pasperenne 3 TBPrOBHS Ha ejipo ¢ MCIHUHHCKA H3yenus, H3a7eHO OT

A wim APYT JIOKyMeHT, YAOCTOBEPABAI 1IPaBOTO Ha IYXKAECTpaHHHTE YYaCTHHIM j1a

ThPryBaT ¢ MeOHIMHCKH H3NICTHs, u3ganen ot KOMIICTCHTEH OpraH Ha CBOTBETHATA JILpiKaRa.

TIHHCKH
H3CIMs, yCTaHOBEHH Ha TepuTOpHsTa Ha Peny6uia brearapus,

10.5. Cepruduxar, Y/IOCTOBEPABAIN, Y€ YYacTHHKLT llpHiara u nomrspsia

CHCTEMa 3a ynpasienue ma Kadectsoro EN ISO 9001 w/mmm EN ISO 13485/13488 H/Um
CKBUBAICHTHA, ¢ 06XBaT B 06yacTTa Had IIPOU3BOJCTBOTO M/MTH ThPrOBUATA C MEIHIHHCKH
H3/IeiIus,
10.6. Oropmsammonuo [IHCMO, IBJIHOMOLIHO MTH APYr paBHO3HaueH JOKYMEHT,

TeNl 110

CMHCBIA Ha 9. 10, an. 2 or 3MU 34 NPENCTAaBHTENCTBO Ha Teputopusta Ha PE gy sg
KOHKpeTHaTa npouenypa. B ClIyqauTe, Korato mimaren e YIO'BIIHOMOIIEH IpeJICTaBuTE,
ClciBa na ce mocouy gy MOKYMEHTBT, ¢ KOlTo IIPOU3BOHTENSAT e YI'BJIIHOMOIIHJT
YI'BIHOMOIIEHUS. IpeJicTaBHTe), Oropusanus me ce H3HCKBa OT  Npom3BojpuTeN;
MCIHIIHHCKH H3/ICIIAA, YCTaHOBEeHY Ha TepuTopusTa Ha PernyGmuka Brirapns,
10.7. Oexnapamms mo 411 6, an. 2 or 3akona 33 MEPKHTE Cpelly n3nupase g nnapu

— 10 3anbmxurenen ofpaser [punoxenme Mo 3 OT oOpasuuTe JNOKyMeH]]
AOKYMEHTAIUsITa 38 yyacTye,

I1TC Ha

'H  Ha

...................

(ume, Bamuro 1 bamuins, JUTBIKHOCT)




