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3ann4eHn gaHHM Ha
OcHOBaHue 4n.37 ot
30I1

JOT OBOP r}zé(g

Jrec 03.09.2020 rox. B rp. JoOpud4, Ha ocHoBaHue 4. 112 M ¢I. 0T 3aKoHA 32
06IHGCTBGHI/IT6 TIOPBHYKH, C€ CKIIIOYHU HACTOSIINUIT HOTOBOD MEXKIY.

"MHOI'OIIPO®UJIHA BOJTHUIIA 3A AKTUBHO JIEUEHHUE-JTOBPUY" All
rp. JIoOpu4, che cenanuine u aupec Ha ynpasnenue: rp. Jloopuy, yn. “Ilaraitor Xuros" 24,
Ten. 058/600160, dakc: 058/600414, e-mail: oblb@bergon.net, EMK 124141302, J-p
Caerosap baitues Iletpos — M3nsnnutenen JMpexTop Ha APyXeCTBOTO, BIMCAHA IIPOKypa Ha
H-p I'eopru Mutkos JKens3kos, HapudaHo B"bBJIQ}KI/ITEH

n

"BUKOMEJI" OOJ, cbc cemammme B rp. Codus 1618, obmmua CronmuHa,
pation Butomra, anpec na ynpasienue: 6yt "Iap Bopuc 111" 201A, oduc 2, EUK 130421337,
npejicTaBnsaBano ot Msanka [letposa Ileuena, onpesenen 3a usnbmmuren ¢ Peurerne Ne 19 /
29.07.2020 rop. Ha VI3OBIHATEIHUS TUPEKTOP HA BB3JIOIKUTEIIS, CIIEN IIPOBEICHA 1IpOIeaypa
3a Bb3JIaraHe Ha o0IIeCTBEHA NOPBUKa THI "OTKpHUTA", ¢ peamet: J0CTaBKa Ha MeTHIIMHCKH
u3Jienus, napuyad U3ITBJIHUTEJL ‘

Crpanute ce criopasymsxa 3a cIeIHOTO:

ITPEJIMET HA JIOTOBOPA U IIEHH

Hrnen 1.(1). Besnoxutenar pbimara,” a M3nbiamurensar mpuema na HU3BBpHIBA
AOCTAaBKA HA MEMIMHCKY M3JCIUs, 33 KOATO/KOUTO € yJacTBal B OTKPUTATA IpPOLEIypa 3a
Bb3/laraHe Ha OOIIeCTBEHA MOphYKa 1Mo obocobeha nosumus Ne 31 XUpypruduecku urim ¢
(enepupaIno yxo, mo meHH CHIIACHO IIEHOBOTO NPETUIOKEHUE HA M3ITBIIHUTEIIS,

(2). O¢eprara Ha UsmbiaauTens e HEP43/ICNIHA YacT OT HACTOAMIUS JOIOBOP, KATO
YCIOBHSATA U CE CUMTAT MO HPABO YCIOBHS Ha HACTOSHIAA JOIOBOP, JOKOJIKOTO APYTO He €
YTOBOPEHO B JIOTOBODA. w

(3). IlpormosnuTe KOMHYECTBA, ITOCOYEHW B JOKyMEHTALMSTA 3a OOIIECTBEHA
IIOpBYKa HE MOPAXKIAT 3aIBIDKCHHE 32 BB3IIOKUTENS a I'M 3aKyIIH B IOCOYEHHS 00eM.

CPOKOBE 1 HAYMH HA ITJIAIIAHE

Unen 2. CpokbT Ha HACTOAIINS )10r0130b e 12 Mecena oT Jlarara Ha MOAMHUCBAHETO
My. JIorOBOPBT Ipo)IbIKaBa AEHCTBUETO CH 110 CKJ[FOUBAHCTO HA JIOTOBOP C JAPYT M3IBIHATEI
CIIE/T IPOBEXIaHe Ha 00IIecTBeHA TTOPHUIKA.

Unen 3. MeauuuHCKHTE H3JCHHS ¢ OBJAT AOCTABIHH OT V3IBIHETENsS HA
Bosnoxureis B cpok mo 72 (cememMueceT u 1Ba) ‘{21103, OT MOMCHTA Ha 3asBABAHETO OT CTpaHa
Ha BB3JIOKUTEILS. |

Unen 4. Tbipkumara Ha VIsUBITHETEI EyMa [0 BCSKA OT/ENHA J0CTAaBKA IIe Ob/e
IIaTeHa oT BaoxuTers mo 6ankoBaTa cMeTKa Ha M3IbIHATENS B cpok 10 60 (mectaccer)
KallCH/IapHU JTHU CIIE/ U3 IaB//aueTo’ua ﬁaamypa Or"rI‘féI‘/:;I{,'jIIBJ'IHHTe;"IS{.

Banxa: / gk
IBAN:
POKBT HA COJHOCT HA AOCTaBSHUTE MEIUIIUHCKH M3JAEIUSA € HE TI0-
Manko ot 60 % ot obImara roAHOCT B MOMEHTA Ha J{OCTABKA.

iren 5.
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MACTO HA U3ITBJIHEHUE U HPEMI/IHABAHE HA COBCTBEHOCTTA

quH 6 3a MscTo Ha JOOCTaBAgHC H@ MCIHUIIMHCKUTE HU3ACIHS Ce onpenenﬁ
“MBAJI-Io6puy” A/ rp. Jobpuy, yn. “Tlaxaiior Xutos” Ne 24, 3BeH0 ,,BoIHIUHA anTeka”.

Unen 7. CoGcTBEHOCTTa BBPXY JNOCTABIHUTS MEAMLIMHCKA H3OETHS U PACKET OT
IOBJIHO WKW YaCTUYHO UM IIOTHBaHE HpeMI/IHaBa BBPXY B’BSJIO)KI/ITCHH OT MOMCHTaA Ha
IIPUCMAHECTO MM Ha MACTOTO HA OOCTABSAHE C npﬁeMo-HpenaBaTeﬂeH MMPOTOKOJI HIN Apyr
PaBHO3HAa4YCH NOKYMECHT,

ITPABA U 3AIBJDKEHMS HA U3ITBJIHUTEJIA

Unen 8. (1) V3nbIHUTENAT € JUIBKEH [a CKIIOYU JOTOBOpP 3a MOAM3ITBIHEHHE,
KOTaTo ¢ OOSIBHII B 3asIBJICHUETO CH 32 yJacTHE [IOJI3BAHETO HA MOMM3IBIHKTEN. B cpok 0 3
AHU OT CKIIFOYBAHETO HA JIOTOBOP 3a IMOAM3IBIHCHHE MMM HA JIOI'BIHUTEIHO CIIOPa3yMEHHE
34 3aMfJHA Ha IIOCOYEH B 3aSBJICHHETO HO,Z[I/ISHLJ'IHI/ITGJ‘I U3IIBJIHUTENAT M3Ipalia Konue Ha
JOTOBOpA WK Ha JOIBIHUTETHOTO CIIOpa3syMEHHE Ha BB3JIOKHUTENS 3a€/THO C JI0KA3aTElICTBA,
Y€ Ca U3IBJIHEHH YCJIOBHUATA 10 WI. 66, an. 2 u 11 ot 3011

(2) llommsubiHUTENNTe HAMAT NPABO Ja NPEBB3IATaT CIHAa HIH [OBEYe OT
JMCHHOCTHTE, KOUTO Ca BKJIIOYEHH B IIpeMeTa Ha JIOTOROPA 32 MOAU3IIbLITHEHHE.

(3) HesaBucuMO 0T BB3MOXHOCTTA, Ja C€ W3MON3BAT HOAH3IIBIHHTEIH,
OTTOBOPHOCTTA 34 M3IIBJIHEHUE HA JIOTOBOPA 3a 0OLIECTBEHA MOPBHYUKA € HA V3IbIHuTe s

(4) DBo3noxurenar Hama Ja U3BBPIIBA  JUPEKTHH  pa3IUIAIlaHHSA  C
HOJIU3IbIIHUTEIIUTE

Unen 9. VI3IBJIHATENAT ¢ JUTHXKEH fa M0CTaBst MEJMUUHCKI M3EIHISs, KOHTO:

1. oTroBapsT Ha M3UCKBAUUATA 1A UJL. 82 an. 1 ot 3MU;

2. CHOTBETCTBAT HAa U3UCKBAHMATA HA D[HpeKTHBa Ha EBpornefickus mapiaamenT u
Coaeta Ha EBpora 98/79 EC 3a memuiuHCKUTE cpejieTsa 3a uarnoctuka (IVD) — camo 3a un
BUTPO AMATHOCTHHYHH MEAMIMICKY U3IeNHs 10 cMUChIa Ha § 1, 7. 12 ot JIP Ha 3MU.

3. OTroBapAT Ha M3UCKBaHUATA, IOCOYEHH B JOKYMEHTAIWATA 3a OOLIECTBEHA
HOpBUKa. i
Uiren 10. MU3ubsHATENSAT B CpOKa HA AOIOBOPA € JUIbKEH Ja UMa Pa3pelieHue Wi
YIOOCTOBEPEHHUE 3a THPTrOBUS Ha €/IpO C MG,Z[I/ILII/IHCKF/I U3JIeTHAs, U31aneHo oT VBnbiHuTen NS
mupekrop Ha Al no pena ma SMU. |

Uien 11. M3nwinutensT B cpoka Ha ,E[OI[OBOpa € [UThXXEH Ja NIpujiara  NoaabpiKa
cucTeMa 3a ynpasiienue Ha kadectBoTo EN ISO 9001:2015 u/umn EN ISO 13485/2016, w/wmu
CKBHBAJICHTHA, ¢ 00XBaT B 00jacTra Ha npon3BozL¢TBOTo U/UNU TBPTOBUATA C MEAUIHHCKH
U3ICITHSL.

Ynen 12. VBOBIHATENAT € JIbKEH 1a 11/13)1a11e B CPOK (hakTypa 3a JOCTABCHHTE
MEANIUHCKY U3CIINS, |

ITPABA 1 3AIBJDKEHU S HA B"b3H(D>KI/ITEH}I

Hnen 13.(1) Be3noxuTendr uMa mpaBo Aa NpoBepsABAa KOJMMYECTBOTO HA BCAKA
OT/NTHA NOCTABKA, KATO IPU YCTAHOBABAHE HA HECHOTBETCTBHE € [UIBKEH 1a YBEAOMH

WsnenauTensr B cpok ot 24 vaca.
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(2) Ilpu ycraHoBsBaHe Ha HECHOTBETCTBUE B KA4YeCTBOTO HA JOCTABEHUTE
MCAMIMHCKY W3NCAUS BB3NOKUTENAT ¢ MIbXKEH Ja YBEAOMH M3mBInHuTeNs B Cpok ot 24
yaca.

(3) HecworerctBuero Ha KOJIMYECTBOTO H KAYECTBOTO C€ YCTAHOBABA C
IIPOTOKOJI, ChCTaBCH OT KOMHCUSA, ChCTABEHA OT JUTB)KHOCTHHUTE JIUNA Ha BhanokuTes,

(4) B ciyqait, ue Usnbiarutensr s CPOK /10 24 yaca cie/1 yBeAOMSIBAHETO TI0 ajl. |
OCIOpPH NMCMEHO HECBOTBETCTBUETO Ha KAYECTBOTO, TOM MOYeE Ja HCKa IIPOBEPKATa MYy OT
YIBIIHOMOIIEHA J1a00paTOpHs, Ype3 B3eMaHe HA KOHTPOJHHU 00pasiy OT JOCTaBKATa, MM
Upe3 CPaBHABAHCTO HA JOCTABEHUTC MEIMNUHCKH H3JCIHS C IIPEACTABEHHTE MOCTpH,
ONMUCAHNE WX CHUMKM IIPH yYaCTHETO B OOIIECTBEHATA HOPBYKA.

Uien 14. Bb3I0KUTenaT € qrsxed na 3aIIaTH YyrOBOPEHAaTa IeHa B pasMepa, 110
Ha4MHa 1 B CPOKA, ONIPE/ICIICHH B HACTOSILHS JIOTOBO.

HEVCTOMKU

Hien 15.(1) Ipu 3a6aBa Ha KocTaBKa OT cTpaHa Ha M3snwiHUTENA ¢ moBeue ot 24
(mBazeceT U ueTnpwm) yaca, BranoxuTend uma IIPaBO Jia MOJIy4H HEyCTOMKa B pasmep Ha 0.1
(Hynma o, eqHa JeceTa) Ha CTO OT CTOMHOCTTA Ha 3a6aBeHaTa JIOCTABKA 3a BCekH 24 waca
3abaBa.

(2) Ilpu ycraHoBsBaHe Ha HCCHOTBETCTBUE B KOJUYECTBOTO, VI3MbaHHUTENIAT
ATBCH Jia I0CTaBH JIMNCBALIOTO KOJIMYECTBO HPH CIIC/BALIATA JOCTABKA, 4 IIpY [IOMCKBaHe
OT CTpana Ha Besnoxutens B cpox or 24 waca. IIpn HemsmbaHeHHe Ha Toa 3abJDKCHUE
Besnoxurenst uMa npaso ia nomyun HEYCTOWKA B pa3Mep Ha 5 (IIeT) Ha CTO OT cTOHHOCTTA
Ha JIMTICBALIOTO KOJIMYECTBO., |

(3) Ipu ycramossBame wHa HECHOTBETCTBUE B KAa4eCTBOTO, M3IBIHHTEIST €
ATBHCH Jla NOCTABU MEJMLMHCKH M3JENHS C YrOBOPEHOTO KAYECTBO IIpH  cJIe/IBaInara
AOCTaBka, a NpH IOMCKBAHE OT CTpaHa Ha Bmagoxurens B cpok or 24 waca. ITpu
HCH3ILIHCHUE Ha TOBA 3a/bIDKeHHE BB3NI0XKHTENST MMa mpaso ja [OJTyYM HEYCTOMKa B
paszmep Ha 5 (1IeT) Ha CTO OT CTOHHOCTTA Ha HEKayecTBeHaTa JOCTaBKa.

(4) B ciyvaure no amunen 2 u 3, ako W3IBHUTENST He HocTaBH JIOTOBOPEHOTO,
BE30xuTeNT MMa npaBo ma 3akymu HEOOXO/IMUTE MY MEIVMIMHCKH H3JNENds OT Ipyr
AOCTAaBYMK, KaTo pasjIuKaTa Mex Iy IeHaTa 1o noroﬁppa U JICUCTBUTEITHO 3aIIaTEHATA [IEHA €
3a cMeTKa Ha V3meianurens.

Ynen 16.(1) Ipu oTka3 Ha U3mbiHuTeNs 3 TOCTABH 3aSBEHUTE MY MEIUIHHCKH
U3LCTUs UK IIpu 3abaBa moBede oT 48 (quHpH/ixeiceT 1 oceM) yaca, Beamoxurenst uma
IPaBO J1a 3aKylu HEOOXOAUMUTE My MEAUIIMHCKH H3zixenm OT JIPYI OCTABYHK.

(2) B cnygaute o npemxosuara anunes pasIuKaTa MeX/Iy LEHATa 10 JIOTOBOpa U
ACHCTBUTENHO 3aITATCHATA II€HA € 3a CMETKA Ha Mznwmaurens.

Unen 17. Bv3noxurenst uma 1IpaBo Jia iHCKa obesIeTenye B IbIeH pasMep Ha
BPCIIATE, KOUTO ¢ IIPETHPIIAN B PE3yNTAT Ha 3a6aBeHara H/UTi HeKauecTBEHATA JOCTABKA.

Ynen 18. Ilpu 3a6aBa Ha miamaHe oT ‘cTpaHa Ha BB3NOMNKHTENs, MOCTeIHHAT
ABIDKH Ha M3IbIIHUTENS HeycTolika, B pasMep Ha 3aK(1?HHaTa JIMIXBA.

Ynen 19. Ilpu npexparssane na AOTOBOpa MOpajy HEU3NBIHEHHE HA HAKOSA OT
CTPaHWTC, BHHOBHATA CTpaHa MB/KM HEYCTOMKa B pasmep Ha 10 % (mecer Ha cTO) OT
IIPOTHO3HATA CTOMHOCT Ha JI0r0BOpa. ‘

Ynen 20. Heycroiikure, 00e3IeTeHnsITa | ¥ IEHOBUTE pasnuky mo wi, 16, an. 2
Morar 1a OBJaT yABPKAHU OT BCSIKO JABIKAMO Ha HS#LHHHT@HH IalaHxe.,
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[TPEKPATABAHE HA JIOTOBOPA

Uien 21. JloroBOpsT ce mpekparsina

1. ¢ U3THYaHEe HA CPOKA, 33 KOMTO € CKIIIOYEH, OCBEH B CllyyauTe II0 WI. 2, u3p.
BTOPO.

2. IIpHA CHCTEMHO HCU3NBIHCHUE HA JOCTABKUTE IO KOJIMYECTBO U/UITH Ka4eCcTBO
OT CTpaHa Ha HE:HT)J'IHI/ITCJ'I}I. HO,E[ CHCTEMHO HGHSH’BHHeHHe (¢ pa361/1pa TaKoBa, U3BBPIICHU
ABa HJIM IIOBCYC IIBTH B PAMKHUTC Ha €JIUH KaneH/jLapeH MCCCI, MJIU TIOBEYE OT TPpU IIBTH B
PaMKHUTE Ha CpOKa HA A0roBsopa, ‘

3. Ipyu CbH3OaBaHCTO Ha YCJIOBUA 3a§ JO0CTaBKa H& MEOUIIMHCKUTE HU3JCIINU,
IPEAMET Ha IOroBopa CJIe/ IPOBEK/IaHETO Ha LICHTPAIM3UPAHY IeKTPOHHY ThPIOBE,

4. B cayvaif, ye ObJle IPOMEHEHA HOPMATHBHATA ypenda, B pe3yirar Ha KOETo
OTIIagHE H606X0,I[I/IMOCTTa OT AOCTaBKaTa Ha MCIUIUHCKATE U34CIIHS, KOUTO ca IIpCaAMET Ha
A0roBopa, |

5. IOpU HEBB3IMOXHOCT Ja Ce OCHI'YypH (HHAHCHpaHe 3a H3IBIHEHHETO Ha
IIopbYKara 110 IIpHYuHH, KOUTO Br3aoxurenst He eiMOI"bJ'I Aa IIpCABUOH,

HAPYI'N YCIIOBUA

Qien 22. CrpaHute 110 ZOroBOpa HE MOTAT Aa I'O M3MEHAT, OCBEH B CIIy4auTe,
npeasuaeHy B ui. 116 or 30I1.

Unen 23. Crpanure Mo JJOroBopa lie pemaBaT BH3HUKHAIATE IO H3IIBIHCHICTO
CIIOpOBE IO B3aHMHO CBITIACHE, a aKO TOBA € HEBL3MOXHO, 10 peza Ha ['TIK mpex pomoBo
KOMIIETCHTHHUAT CbA B Tp. JloOpud, ocBeH B cilyuauTe, KOraTo NPETEHIMATA € IPEASBeHa 10
pella Ha 3aII0BETHOTO MPOU3BOICTBO. 3

Unen 24. 3a BCHYKY HEYPEIEHH [10 HACTOSIIAS JOTOBOP BBHIPOCH IIE CE npujiarat
pasmopexntute Ha 3011, ITII30I1, 33/ u T3. |

Umen 25.(1) 3a BaimaHu aapecu 3a TIpHeMaHe Ha CbOOLICHUS, CBBP3aHH C
HACTOSIIHSA JOTOBOP CE CMSTAT APECUTE, HOCOUCHH B HAYAJIOTO HA JIOTOBOPA.

(2) Ilpn nmpomsHa Ha DaHHUTE IO npez;[xoz[HaTa aJluHes, ChOTBETHATA CTpaHa €
JUTHXKHA J1a YBEJIOMH JIpyraTa B TPHAHEBEH CPOK OT MPOMSHATA.,

Ilpy cbeTaBsHe HA HACTOSIMST MOIOBOP CE IIPENCTABUXA OT W3IBIHHTENS
CCIHATE IOKyMCHTH 34 JIOKA3BAHe JHIICATA HA OCHOBAMHS 33 OTCTPAHSIBAHE U CHOTBETCTBHE
¢ KpUTEPHHTE 3a oAGOD: 3

1. 3a obcTosTencreara mo . 54, an. 1, T. 1 or 30II - CBHIETENCTBO 38 ChIUMOCT;

2, 3a ob6croarencTBoTo 10 wi. 54, an. 1,/ 1. 3 ot 3011 — YIOCTOBEpPEHUE 3a JINICa
Ha NyOIMYHM 3a[bIDKCHHUS, H3JaJCHO OT OPraHuTe MO IIPHXOIUTE; YIOCTOBEPEHHE OT
OO6muHa rpaz Jlo6pud 3a nurnca Ha ny6IHIHA zam,ipKeHH;{; YIOCTOBEPEHUE OT O0IIMHATA 10
CEAIHIIETO Ha yIaCTHHKA 38 JIUIICA Ha MyOINIHY 39/IbIDKEHNUS;

3. 3a 06cToATencTBOTO 1Mo Wi, 54, an. 1, T. 6 - ymocToBepeHKe OT OpraHuTe Ha
Visnbiuwrenna arennus "[1aBHa MHCIIEKIWA 110 Tpyaa";

4. Cepruduxar, yaocToBEpsaBaIl BHeﬂpe}‘}a CUCTEMa 32 YIPABJICHUE Ha KAYECTBOTO
EN ISO 9001:2015 w/mmu EN ISO 13485/2016 u/usu exsuBanentHa, ¢ 06XBaT B 06aCTTa Ha
MPOU3BOJCTBOTO W/UIIH THPTOBUATA ¢ MEIUIIMHCKA amaparypa;
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5. Hexnapauus no wi. 59, an. 1, 1. 3 o1 3MHUII mo 3axbinKuTeHus obpaselr
punoxenne Ne 3 ot 06pasiuTe MOKyMEHTH Ha JOKYMEHTALMATA 32 ydacTue.

Ipunoxenus §
1. IleHoBo mpg
2. Texuuueck( j1€ 32 U3NBJIHCHUE HA TIOPHYKATA.
Hacrostmusar |

U3ITBJIHUTEJIA u 18
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Hpunoscenue Ne 2 — 3a0vnrcumenen obpazey
Ilpeocmagsn ce no ecaxa o6ocobena hosuyus, 3a koamo ce noodaea oghepma

TEXHUYECKO NPEJJOXEHMNE

Iloanucanusar/anara MBanxa ITerpoBa queBa, EI'H _, B Ka4eCTBOTO CH HA
YUPaBUTEN (U3nucea ce ONviCHOCMMA) Ha »BUKOMEJT“ OOJT (usnucea ce umemo na yHacmuuka), cbe
cemamume: rp.Codus, anpec Ha ynpasieHue rp.Codust, 6yn.“Ilap Bopuc 111 Ne201A, EVK 130421337

1. llpencrasm odepra 3a yuactue mo o6ocobena mo3mmus Ne 31 — »XHPYPTHUECKH U C
denepuparro yxo* |

(Mona nocoueme nomepa na o6ocobenama no3uyus, 3a KOAMo npeocmasame ogepma)

2. Jleknapupam CpoK Ha BaJMIHOCT Ha odeprara: 3 (Tpm) Mecema or JlaTtara, KOSATO €
II0COYeHa 3a []aTa Ha IToJaBaHe Ha odepraTa.

3. IlpuemaM cpoka Ha H3IBIHEHHE Ha nopwyKara: 12 (nBaHaecer) Mecena oT CKIIOYBAHETO
Ha JIOTOBOpA.

4. [Ipuemam cpoka 3a 1mtammane: 10 60 (lmecTraeceT) KaNEHAAPHH AHE OT HU3BBPIIBAHETO HA
AI0CTaBKaTa ¥ H3/]aBaHeTo Ha hakTypa oT H3IBIHATEIIS.,

5. Ilpuemam cpoxa Ha pocrarka: J[o 72 (cemempiecer W mBa) waca OT MOMEHTA Ha
3asBSBAHETO OT CTPaHA HA BH3JIOKUTEIS. ‘

6. IIpuemam cpoka Ha rommoct: He no-Manko ot 60 % ot o6Iimara roqHOCT B MOMCHTA Ha
JIOCTaBKA. |
7. JleknapupaM, 4e CbM HAaIpaBuiI LIICHOBA IPE/UIOXKEHHS 110 BCHYKH HOMEHKIATYPH,
BKIIIO4eHH B 060co0€eHaTa MO3uEs (KOTaTo o6ocobenata mMo3uuKs BKIFOUBA HOMEHKIATYPH).

8. Ilpmemam na W3OBIHABAM BCHYKH M3HCKBAHMS Ha BB3JIOXKHTENA, MOCOYCHH B
00SIBJIEHUETO U JJOKYMEHTAIMSATA 33 yIacTHe.

9. Jleknapupam ChIIIACHETO CU C KIIAy3UTe HA IPHIIOKCHHMS TIPOEKT Ha JIOTOBOP.

10. B ciywqait, ye 6n1a onpesmencH 3a U3IBIIHUTEN HA MOPHYKATA, CE 3aABIDKABAM, IIPH
NOMIMCBAHETO Ha JOroBopa 3a OOIIECTBeHA IOpbYKa, Ja TPEICTABS AaKTyalHH JOKYMEHTH
YAOCTOBEPABAINM JIMIICATA Ha OCHOBAHHUS 3@ OTCTPAHABAHE OT IIPOLEYPATa, KAKTO H CHOTBETCTRHEETO C
IOCTABEHUTE KPUTEPHH 3a OA60D: |

10.1. 3a obcrosrencrrara mo wi. 54, an. 1, t. 1 or 3011 - CBUJCTENICTBO 3a CHINMOCT,
M3/I3JIEHO B 6-MECEYHUS CPOK Ha BANHIHOCT IIPEn TIPe/ICTABSIHETO,

10.2. 3a obcrostrencrroTo Mo wi. 54, a. 1wp T. 3 or 30II — ynocroBepenne 3a murca Ha
UyOIMYHY 3aTbIDKCHAS, M3LAJEHO OT OPraHATE MO0 PHUXONHTE; yaocroBepenue oT OOImuHA rpaj
Jobpua 3a smiica Ha IyGNWYHE 3a0BIDKCHAS ynoci*OBepeHHe OT OOMmMHATZ MO CENANHINETO Ha
Y9aCTHHKA 34 JIUIICA Ha Iy ONUYHH 3aXBIKECHHASL, f

10.3. 3a 00CTOSTENCTBOTO MO L. 54, an\ 1, . 6 - YZAOCTOBCPEHHE OT OpraHUTE Ha
Msnbnnwrenna arennus "[aBHA HHCIEKIHS IO Tpyna'";:

10.4. Cepruduxar, ynocrosepsisary BHEJIPEHA CHCTEMa 3a YIpPaBJICHHE
ISO 9001:2015 w/mmu EN ISO 13485/2016 W/WIM eKBHBAICHTHA, C 00X
IPOU3BOJICTBOTO W/UJIM THPrOBHATA ¢ METUIIMHCKA anaparypa;
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JOBPHY 9300 DX y 1. "TTanaitor Xutos" 24 B 058/600488 (bai(c 058/600414 B e-mail: oblb@bergon.net

10.5. Nexmapanust o 4. 59, an. 1, 1. 3 or 3MI/IH 0 3a1bIDKUTETHAL oOpasern [Ipumoxenne
Ne 3 ot oOpasruTe HOKyMEHTH Ha JAOKYMCHTALUATA 33 YUaCTHE,

3abenexcka: Yoocmosepenusma no moyku 10.2 u 10.3 mpabea oa ca usdadenu cned
damama na omkpusaremo na npoyedypama. |

Wsanka Ilerposa ITeuesa - ynpasuren : .
(ume, GamuHO U baMuTus, JThY
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"MHOT'OTTPO®HAHA BOAHMLA 3A AKTUBHO AEYEHUE - IOBPUY" ALl

{ JIOBPUY 9300 D<) yn."Tlanaiior Xuros” 24 B 058/600488 Gaxc 058/600414 H e-mail: oblb@bergon.net

Ilpunoscenue Ne 1 — 3a0wnxcumenen obpazey
ITlpeocmagn ce no écaka obocobena nosuyun, 3a Koamo ce nodasa oepma

INEHOBO IPEJUIOKEHUE 3A U3ITbJJHEHUE HA TOPBUYKATA

ot ,, BUKOMEJ* O0J1

CchC cepanmine B rp.Codus, obmuna CTonuyHa 1 anpec Ha
ynpasienne rp.Codus, 6yn.“Llap Bopuc 11 Ne201A
EUK /BYJICTAT 130421337

npeacTasiiBan oT MBanka [lerposa Ileuesa

E'H | 5 «auccTBoTO My Ha yupapuTen

IIpencraBaM neHoBo mpemioxenne 10 06ocobeHa mozumus Ne 31 — »XHPYPrUYECKU WTJU C
1 >
benepuparno yxo*
(Mousi nocoueme nomepa na 06ocobenama nosuyus, 3a KOAMo nPedCMassme ogepma)

Hpnnaram monbianena m nommucana m3sagka or CIEChKa HAa 000COGCHHTE MOSHIMH 1
HOMEHKIIATyPUTE, 32 ChOTBETHATA 000c00EHaTa 32 KOATO IIpeACcTaBsIM odepra.

HOHHI/IC Ha IpEaCcTaBIABaNIOTO JIULC U HGH&;TZ o

WMBanxa Ilerposa [leyesa - ynpasuten ‘
(ume, GamuHO U haMuIns, ,Z[JIL)KH(PCT)
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