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HHEC.;.“J:'.QKHZUIQ roz. B rp. JloGpuu, Ha ocnosanue wi. 112 u en. o1 3akona 3a
00LIECTBEHATE MOPBYKH, Ce CKII0YH HACTOALIHAT I0T0BOP MEAY:

"MHOT'OITPODHITHA BOJIHUIIA 3A AKTHBHO JIEUEHHUE-JIOGPHY" AJl
rp. Jlobpud, cue cenanuiie W aapec Ha ynpasienue: rp. Jloopud, yn. “Tlanaifor Xurop" 24,
ten. 058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EWMK 124141302,
npeactasnasano ot Jl-p Cserosap baiiues [lerpos — Msmeanmnrenen Jlupextop ha
npywectsoto, napuuana Bb3JIOKUTE

"BMKOME]" OOJ1, ¢be cenamie B rp. Copua 1618, anpec na ynpasnesne:
Gyn. "Llap Bapuc 11" 201A, ome 2, EMK 130421337, npencrapissaso ot Meanka [leTposa
[Teyesa, onpenenen 3a manbanuten ¢ Pemenue Ne 11/ 01.04.2019 roa. na M3nbiHuTe HHs
JMPEKTOp Ha BBINOKHMTENS, CIEI NpOBeieHa Tpouelypa 3a Bb3jaraHe Ha oOLICCTBEHA
mopeuka THN oTkpura”, ¢ npeamer: Jlocraska Ha MEAMLMHCKH H3JENHA, HapH4aH
U3ITBJIHUTEJL

CrpanuTe ce cnopa3ymaxa 3a cleHoTo:

[MPEJIMET HA JIOTOBOPA M LIEHH

Unen 1.(1) U3ITBJIHUTEIAT mocraps wa BB3JIOKHMTEIS mepuunncknTe
H3ZleHA 10 cjiejiniTe 000co0eHH MO3HIHM:

[To ofocofena nosummsa Ne 31- Xupypriaveckn i ¢ de/iepupaino yxo,

[lo obocobena nosuuus Ne 35- Meauunnckn Bocsk BONE WAX, crepunen, 3a
KOATO/KOMTO € YH4ACTRAI B OTKPHTATA [POLEIYPa 3a Bhijlarane Ha obiiecTBeHa nophLyKa.

(2) Llennte na memuuuuckure uznenus Ha M3ITbJIHMTEJLA ca cwraoacuo
LEHOBHTE NMPEIOMKEHHA H Ce HEM3MEHHA YacT OT J0r0BOpA.

(3) Tporuosmara croiinocT Ha joroopa 3a Beska ofocobena nosuumA e
OCOYeHa B LIEHOBOTO NPEUI0KEeHHE.

(4) TlporHossuTte KOJIMHECTBA, MOCOMEHM B JOKyMeHTauusTa 3a obilectsexa
nopbuKka He nopakaar 3axskenne 3a B3JIOKUTEILS na ru sakynu B nocodenns obem.

CPOKOBE U HAYMH HA TUIALHAHE

Usen 2. CpoksT HA HACTOANLHA JoroBop € 12 Mecela OT Jarara Ha NoJANICBaHeTo
My. JIOrOBOPBT Npo/IkixaBa AeHCTBHETO CH 0 CK/IIOUBAHETO HA JIOTOBOP C JIPYT H3ITLIHHTEN
ciie/1 poBeiane Ha 001ecTReHa MOPBLYKA.

Uien 3. Menununckure uigenus me obaar gocrasgun ot U3ITBJIHUTEILA Ha
BBL3JIOKHUTEJIA B cpox g0 72 (cememueceT W JiBa) daca OT MOMEHTA Ha 3adBABAHETO OT
cTpaHa Ha BBIOMKHTENA.

Unen 4. Twunaumara na U3TTBJIHUTEILA cyma no Beaka oTaenna nocTaska Lie
Gue mnatena ot BB3JIOKHUTEILA no 6ankosara cmerka na U3ITHJIHHUTEJLS & cpok no 60
(ilecTaeceT) KANeHIapHH aHM ciaen nagasadero Ha paxrypa or M3IThJIHUTEJTLA.

Unen 5. CpoksT Ha rofHOCT HA JIOCTABAHHTE MEIHIHHCKH H3Je/lHs € He [o-
manko ot 60 % oT obmara rozHOCT B MOMEHTA HA OCTABKA.

MACTO HA MU3ITBJIHEHME M MTPEMHUHABAHE HA COBCTBEHOCTTA

YUnen 6. 3a MACTO HA JIOCTABAHE HA MEJHIHHCKHTE H3JIENHS CE ONpees
“MBAJI-Jlo6puu™ AJl rp. JoGpuy, yu. “Ilanaiior Xutor™ Ne 24, 3seHo , bonuuyna antexa”.

Unen 7. CobcTBeHoCTTa BLPXY JAOCTABAHHTE MEAHIMHCKH H3JIEAHA H PHCKBT OT
I'BJIHO MM YacTH9YHO MM norusade npemunasa Bupxy BB3JIOKMHTEJIS or momenta na
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MPUEMAHETO MM HA MACTOTO HA JOCTABAHE C NPHEMO-NPEIABATENIEH MPOTOKOA MK Apyr
paBHO3HAYEH JOKYMEHT.

[TPABA W 3AJIBJDKEHWA HA U3ITHJIHUTEILA

Unen 8. (1) HM3IIBJIHUTEISIT e anmiked Oa CKIOYH  JIOFOBOP 34
MOAMINBIHEHHE, KOrato e o0#ABMI B 3afBJCHHETO CH 33 YYacTHC [IO/3BAHETO Ha
noAM3meAHATEN. B cpok g0 3 [HH OT CKIIOYBAHETO HA JOT0BOP 33 MOM3ITLIHEHHE WIH Ha
JIONBIHUTENHO CHOpPasyMEHHE 33 3aMiHa HA MOCOMeH B 3AABJICHHETO MOAM3IBIHHTES
H3MBLAHHTENAT H3Npalld KOMHE HA [JOroBOpa WM Ha JAONBIHHTENHOTO COpasyMeHHe Ha
BEITOKHTENN 3aeIHO C OKA3ATENCTEA, e ¢a H3MBLIHeHH YCIoBUATA 1o 4. 66, an. 2 n 11 ot
3011

(2) Toau3anbIHHTENWTE HAMAT NpaBo [Jd MpPeBL3NaraT eaHa HiIH [oBeYE 0T
JlefiHOCTHTE, KOMTO ¢4 BKIIIOYCHH B MPe/IMETa Ha JIOTOBOPA 34 M0JH3NBIHSHHE,

(3) HezaBucuMo OT BBIMOKHOCTTA Jia Ce  H3MOI3BAT  NOAH3ITBIHHTENH,
OTrOBOPHOCTTA 34 AMBLIHEHKE Ha A0roBopa 3a obmectrena nopeuka e Ha M3ITbJIHUTEILA.

(4) BB3JIOKMUTENAT waMa na H3BbpLIBA JHPEKTHH pasniaimaHus ¢
MOAHITHIHHTEIANTE

Ynen 9, USITBJIHATEJIAT e pnbiken fa joctasd MEIHIHHCKH H3NEINS, KOUTO:

1. orrosapar Ha W3MCcKBaHusATa Ha wi. 82, an. 1 o1 3MH;

2. CHOTBETCTBAT Ha HIMCKBaHusTa Ha JMpexkTHBa Ha Epponeiickus napnaMeHT
Cwsera va Espona 98/79 EC 3a MeJiHIIMHCKHTE cpecTBa 3a Auarnoctuka (IVD) — camo 3a uu
BHTPC AHArHOCTHYHM MEAMIMHCKH H3/eis 1o cMuchaa Ha § 1, 1. 12 ot JIP na 3SMH.

3. OTroBapAT HA M3UCKBAHHATA, [OCOYEHH B JOKYMEHTalUMATa 3a o0lHecTBeHA
MOPBYK.

Ynen 10. U3ITBJIHUTEJIAT B cpoka Ha A0TOBOpa € JUTBAEH 18 HMa pajpelieHHe
MM YIOCTOBEPEHHE 3a TBProBHA Ha €IPO € MEAHLMHCKH H3JETHA, H3IaleHo OoT
Wanwaaurenuus aupexrop va MAJI no peaa na 3MH.

Unen 11, U3IIBJIHHUTEIIAT B cpoka Ha norosopa € JUILKEH Ia TpHiara M
NOUTLPKA CHETEMA 3a yripas/ienne Ha kavectsoto EN [SO 9001 n/unu EN ISO 13485/13488,
W eKBHBAJNEHTHA, ¢ oOxpar B 0D0nacTTa HA MNPOW3BOJCTBOTO H/HIAM ThProBHATA ¢
ME/THIIHHCKH H3IEHA.

Unen 12. WU3IIBJAHMUTENAT e mniwken na u3gage B cpok (aktypa 3a
JOCTEBEHNTE MEAHIIHHCKH H3/IE/IHA,

[TPABA W 3AJTBJDKEHWUA HA BB3JIOXKWUTEIA

Unen 13.(1) BB3JOXMUTEIAT uma npaso ja npoBepaBa KOJIHYECTBOTO Ha
BCSKE OTIE/IHA [OCTABKA, KATO MPH YCTAHOBABAHE Ha HECHOTBETCTBHE € JUTHAKEH J1a YBeIOMH
WU3ITBJIHUTEJIA B cpox or 24 yaca.

(2) llpu ycraHoBsiBaHE HA HECHLOTBETCTBHE B KAYeCTBOTO HA JIOCTABEHHTE
meanumHeks winenuns BB3JTTOKUTEIAT e mrewen aa yeenomu M3ITBJIHHUTEIA 8 cpok
0T 24 vaca.

(3) HechOoTBETCTBMETO Ha KOJIHYECTBOTO H Ka4yecTBOTO Ce YCTaHoBABa C
MPOTOKOJI, ChCTABEH OT KOMHCHA, ChCTABEHA OT JUTHAKHOCTHHTE JIHLA HA BB3JIOAKHTEILA.

(4) B cnyuaii, we U3IIBJITHUTEJIAT 8 cpok o 24 gaca ciiefl YBeIOMABAHETO MO
1. | oCnopH MHEMEHO HeChOTEETCTBHETO Ha KAYECTBOTO, TOH MOKE [1a HCKA MpOBepkaTa My
0T yrbiHOMONIeHa nafoparopus, 9pe3 BIeMaHe Ha KOHTPOJHK oDpasiy OT A0CTaBKaTa, HiH
ypes CpaBHABAHETO HA JOCTABEHHTE MEJHIHHCKH H3JACAHA C [PEJCTABEHHTE MOCTPH,
ONHCaHHe WIH CHHMKH NPH YHACTHETO B 0DIIECTBEHATA NOPBYKA.
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Unen 14. BB3JIOKWUTEJIAT e aneixken na saniatd YroBOPeHATa LEHA B pasMepa,
M0 HAYHHA 0 B CPOKA, ONpejieien B HACTOANIHA 10T 0BOP.

HEYCTOWKH

Unen 15.(1) Ipu 3abasa Ha noctaeka ot crpana Ha MU3ITHJIHUTEIL ¢ noseve ot
24 (nsagecer u uerupn) uaca, BBIJIOMMTEJIAT uma npaso fa nojyy HEyCToHKa B
pasmep Ha 0.1 (Hyna wijlo, eHa Jecera) Ha CTO OT cTOHHOCTTA Ha 3abaBeHaTa N0CTaBKA 38
BeekH 24 yaca 3abasa.

(2) [Ipu ycranossBsane Ha HechOTBETCTBHE B KommuecTsoTo, M3ITBJIHUTEIUIT ¢
JUTHIKEH /13 JTOCTABH JIMIICBAIIOTO KOJIMYECTRO MPH CINEABAIATa JOCTABKA, & NPH MMOHCKBAHC
ot crpana na Bh3JIOHTEILA s cpok ot 24 uaca, [Ipy HEH3NBIHEHHE HA TOBA 3ANBIIKCHHE
BB3JIOKUTENSAT uma npapo Aa NMONYYH HeycToilka B pasMep Ha 5 (ner) Ha CTo OT
CTOHHOCTTA HA JIMIMCBAIIOTO KOIHYECTRO,

(3) Ilpu yeranosssaie na HechotBeTcTBHe B kauectsoro, U3ITBJIHUTEIIAT e
JUTHKEH 4 JOCTABM MEHIMHCKH M3JIe/Hs ¢ YrOBOPEHOTO KAyecTBO MpPH Cleasallara
MOCTABKA, a npH nowucksade ot crpada Ha BB3JIOMMTEIA s cpok ot 24 waca. Ilpu
HemsnbiHenne Ha Tosa 3aawrkenne BB3JIOKUTEAT uma npaso jia nonyun HeycToHKa B
pasMep Ha 5 (neT) Ha cTo 0T CTOHHOCTTA HA HEKAYECTBEHATA IOCTABKA.

(4) B cayuyaure mo ammmen 2 W 3, ako M3ITBJIHUTEJIAT ne nocrasu
norogoperoro, BB3JIOXKHUTEISAT uMa npaso fa 3akynH HECOOXOAHMHTE MY MEIHIHHCKH
H3AEIHA OT APYr JOCTABYHK, KATO Pa3lMKaTa MEAIY leHaTa Mo J0roBopa W AeHCTBHTEIHO
jannareHara ueHa e sa cmerka Ha M3IThJIHUTEILAL

Unen 16.(1) llpu orkaz wa M3ITBJIHMUTEJIA na nocrasn 3asseHHTE MY
MeAMLHHCKH w3zenus Wi npu 3abasa nosede or 48 (ueTHpHAeceT M OceM) 4aca,
BB3NOKHUTEIAT uma npaso ja 3akynH HEOOXOAHMHTE MY MEIHIIHHCKH H3JENHE OT APYr
JIOCTaBYHK.

(2) B cayuauTe 1o NpeaxoiHaTa anuHes pasIHKaTa MEKLy LeHaTa no J0rosopa H
neficTRHTENHO 3anmaTesarta Hena e 3a emetka Ha M3IThJIHUTEJIS.

Unen 17. Bb3JIOKHUTEJAT uma npaso ja ucka oDe3NeTeHHE B MhJIEH pasMep
Ha BPEIMTE, KOHTO € NPeTHPILIL B pesy/iTaT Ha 3a0aBenaTa /MK HeKa4eCTBeHATa JI0CTaBKa.

Unen 18. ITpu 3abasa na nnamase ot crpana Ha Bb3JIOKHTEIA, nocnennuar
abaan Ha U3ITBJIHUTEJIA weycroiika, B pasmep Ha 3aKOHHATA JINXBA.

Unen 19. [pu npexparspane Ha J0OTOBOpPa MOPaH HEH3NBIHEHHE HA HAKOA OT
CTpalHTe, BHHOBHATA CTpaHa IbIkM Heycrtoilika B pasmep Ha 10 % (necer na CTO) OT
NPorHo3HaTa CTOHHOCT Ha JI0IoBopa.

Unen 20. Heycroiikure, obe3leTennaTa H EHOBHTE Pa3HKA mo ux. 16, an. 2
Morat Ja ObaaT yAspKanu oT Bearo Abikumo Ha M3ITBJIHUTEJIA nnawane.

[TPEKPATABAHE HA JIOT'OBOPA

Unen 21. JlororopsT ce Npexparasa

l. ¢ MITHYAHE HA CPOKA, 33 KOHTO € CKIIIOMEH, OCBEH B CAYYaHTe M0 4i. 2, H3p.
BTOPO. :

2. MpH CHCTEMHO HEH3MBIHEHHE Ha JIOCTABKHTE M0 KOJHYECTBO HW/HIH KAauecTBo
or crpasa Ha W3ITBJIHUTEJLA. Tlon cucremHo HewsnbiHeHue ce pa30upa Takopa,
HIBBPLICHH B HIIH [10BEYE TbTH B PAMKHTE Ha €/IHH KalleHJapeH Mecell, HiIH MoBeYe OT TpH
'LTH B PAMKHTE HAa CPOKA Ha JI0roBopa;

3. mpW Ch3NABAHETO HA YCIOBHS 3a JOCTABKA HA MEIHLHHCKHTE H3Ienus,
fpeAMeT Ha J0TOBOPA e/l NPOBEN/IAHeTO Ha IEHTPATHIHPAHN EIeKTPOHHH THProBe.
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4. B cny4aii, ye Gnae NPOMEHERa HOPMAaTHBHATa ypejda, B pe3yiTaT Ha KOeTo
0THRAHe HEOOXOAHMOCTTA OT JIOCTABKATA HA MENHIHHCKHTE H3IENHsA, KOHTO ca mpelMeT Ha
Jorosopa;

5. MpH HeBBIMOKHOCT Ja ce OCHIYpH (HHAHCHpDAHE 3a HMIBIHCHHETO Ha
NopriKata o npu4nnH, kouto Bb3JIOKHUTEIIAT ue e Morsn aa npeneuay,

HOPYTH YCIIOBMSI

Ynen 22, CrpanuTe 10 A0roBOpa He MOTAT Ja o H3MEHAT, OCBEH B CITyMawuTe,
npensuaeHy B 4, 116 or 3001,

HUnen 23. CrpanuTe no 10roBopa L€ pelasaT Bh3HHKHAIMTE 0 H3LIHEHHETO
CIIOPOBE M0 B3aHMHO CBIJIACHE, A AKO TOBA ¢ HEBL3MOKHO, no pexa wa I'TIK npex POJIOBO
KOMIIETEHTHHAT CBA B Ip. HoOpuy, ocBeH B CIyuauTe, KOraTo NpeTeHLMATa ¢ npeassena no
pela Ha 3anoBE/IHOTO MPOH3BO/ICTRO.

Unen 24. 3a BCHUKH HeypelIeHH [0 HACTONLIHA AOTOBOP BBIIPOCH LIE CE NpHarar
pasniopendute va 3071, [1T13011, 33/ 1 T3.

HUnen 25.(1) 3a mamuamm agpecw 3a npHemaHe Ha CHOOILIEHHA, CBLPIAHH C
HACTOAULIMA IOTOBOP CE CMATAT AIPECHTE, I0COUEHH B HAYANOTO HA JOTOBODA.

(2) Ilpu npomssa HAa JaHHWTE MO MPEIXOAHATA AIMHEN, CLOTBETHATA CTpaHa e
ATBbHCHA 1a YBEAOMH APYTaTa B TPHAHEBEH CPOK OT NPOMAHATA.

I[Ipu cneTaBAHe Ha HACTOALMAT JOrOBOpP Ce NpeACTABHXA OT H3ITBJIHUTENS
CACAHHTE NOKYMEHTH 3a OKa3BaHe JIMICATA HA OCHOBAHHA 3a OTCTPAHABAHE M CLOTBETCTRHE
C KpHTepHHTE 3a 1nojadop:

1. 3a obcroarencreara no 4. 54, an. 1, 1. | ot 3011 - CBHIETENCTBO 38 ChAHMOCT;

2. 3a oferoarencrsoro no 4. 54, an. 1, 1. 3 or 3011 - YIOOCTOBEPEHHE 3a& JIHMCA
Ha OYONHYHH 3aNLMKeHHs, W3JaJeH0 OT OPraHuTe o MPUXOINHTE; YAOCTOBEPEHHE OT
Obuwina rpan Jlo6puy 3a munca Ha myBnuuH 3a0BBKeHIA: yaocTOBEpEeHHE oT obumHEaTa no
CCATHIIETO HA YHACTHHKA 38 JIMICa Ha MyOINYHH 3abIIKCHI;

3. 3a obcroarencreoro no 4. 54, an. 1, T. 6 - YOOCTOBEPEHME OT OpPraHuTe Ha
MsnwimuTenta arenuns "TnaBna nucnexums no tpyaa';

4. Cepruduxar, yiocToBepapall BHEIPEHa CHCTEMA 34 YTIPaB/IEHHE HA Ka4ecTBOTO
EN ISO 9001 w/mmm EN ISO 13485/13488 w/unm exsusanentha, ¢ oGxsar B ofnactra Ha
NPOH3BOACTBOTO W/HIIH TPrOBHATA C ME/IHIHHCKA allapaTypa;

5. exnapanus mo 4, 59, an. 1, 1. 3, BBB Bp. ¢ wi 53, an. 2 or 3MMII no
3aabmkHTeNHRA 00pasew Ipanoenne Ne 3 ot obpasuure goxyMenTH Ha IOKYMEHTALMATA 38
y4acTHe.

[Ipunoxenns xeM gorosopa:
1. llenoso npeanoxenne;

2. TeXHHYECKO MPEJUIOKEHHE 38 H3MBITHEHHUE Ha I0PBYKATA.

Hacrosmmar porosop ce cherasu ® TpH ennoo0pasHH eK3eMIuApa, eiMH 3a
WU3ITEJIHUTEJLA u asa 3a B3JTOXKUTEIS.

BB3JIOKUTEN;,
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"MHOTOIIPOSHUAHA BOAHHULIA 3A AKTUBHO AEYEHUE - OBPHY" All

NIOBPHY 9300 52 yn, "Manafor Xiroe™ 24 W 05B(600488 = 038/600414 2 ¢-mail; oblbEbergon.net

Ipunoscerue Ne 2 — 3a0v1x4cuntelen vupaiel
IIpedcmasa ce N0 6CAKQ ofocofena nosuKiA, 3a KoAmMo ce nodasa othepma

TEXHHYECKO NPEJAJOXEHHE

[lomnucanust/anara Meanka [letposa Ileucsa, El'H .....-..’, B KGUECTROTO
CH HA yIpaBaTeN(usnucea ce dnvacnocmma) na ,BUKOME[T" O0/] (usnucea ce umemo Ha

yu@CMHUKA), CHC CENAITHIIE, rp.Codhus, agpec Ha yIpasileHHe Hyn.“Llap Bopue 1117, No201A,
EMK 130421337,

1. ITpencrapsy ofepra 3a yIacTHe N0 obocobena nozuima Ne 31

(Mons nocoweme HOMEpPA Ha ofocobenama no3uyus, 34 KOAMO npedcmasame
ogepma)

2. JlexiapHpaM CpOK Ha BaTHIHOCT HA odeprara: 3 (Tpu) Meceua OT jararta,
KOSTO € NIOCOUSHA 3a IaTa Ha NojlaBaHe Ha ojepTara.

3. Ilpremam cpoxa Ha M3NBLIHEHHE HA TOpHUKATA: 12 (nBanamecer) Mecelld OT
CKJTIOYBAHETO HA J0roBOpa.

4. Tlpuemam cpoKa 3a [iamane: 10 60 (mwmectieceT) KaleHIapHH JHH OT
M3BLPIIBAHETO HA I0CTABKATA W H3/[@BAHETO Ha (axTypa OT H3MBIHUTEN.

5. Tlpemanm cpoka Ha joctaska: [1o 72 (cememzeceT B [Ba) Yaca OT MOMEHTA Ha
JafBIBAHETO OT CTPaHa Ha BB3OKHTELA.

6. TIpuemam cpoxa Ha rozsoct: He mo-Maixo oT 60 % ot obiara rogHocT B
MOMEHTA Ha JIOCTABKa.

7. JlexnapupaM, de ChM HAIPaBHl UCHOBH IPCIUIONCHHR Mo BCHYKH
HOMEHKIATYPH, BKIHOYCHH B obocobenara mo3nLms (KOraro obocobeHaTa NO3HIHA BEIOYEA
HOMEHKIATYPH).

8. Tlpuemam ja W3MBIHABAM BCHYKH H3HCKBAHKA Ha BH3M0KHTENA, [TOCOUEHH B
oBfBIEHHETO H JOKYMEHTAMHATA 34 YHACTHE.

9. [lextapupanm CHIIACHETO CH C KIIay3HTe HA NPHIIOXKCHAR TPOCKT Ha JIOTOBOD.

10. B cnyuaii, ge Gb/1a ONpefenen 3a H3IbIHHTEN Ha MOPBYKATA, C& 3a1B/IKABAM,
npi MOANMCBAHETO HA J0rosopa 3a obmecTBEHa MOPBYUKA, [d MOpeJcTaBf aKTyalHiH
JOKYMEHTH Y/IOCTOBEPSBAIIE JIATICATA HA OCHOBAHMA 34 OTCTpaHsABaHe OT MMpOLexypaTa,
KAKTO ¥ CHOTBETCTBHETO C [TOCTABEHHTE KPHTEPHH 34 nonbop:

10.1. 3a obcrosrencreara no wi. 54, an. 1, 7. 1 ot 3001 - cBHAETENCTBO 32
CHIMMOCT, H3IAIEH0 B 6-MECEUHHsI CPOK Ha BA/IHIHOCT NPE/H NpEeaCTaABAHETO,

10.2. 3a obcrosTencTeoTo no wi. 54, an. 1, T. 3 oT 30I1 — yaocToBepeHHE 34
Jinca Ha MyGMMYHI 3aXbIDKEHNIA, H3/8JeH0 0T OpraHute no MPHXOAHTE; YAOCTOBEPEHHE OT
OfmuHa rpan Jobpuy 3a urca Ha nyOIMYHH 38/IBUKEHNS; YIOCTOBEPEHHE OT oOIIMHATA [10
ceJAMHIIETO HA YUACTHIKA 33 JIHTICA Ha MyOIH9HI 3a0bIIKCHHA,

10.3. 3a oBcrosTeNcTBOTO o Wi, 54, an. 1, T. 6 - yAOCTOBEPEHHE OT OpraHuTe Ha
MzmpnauTenta areduus "1 TaBHa HHCICKITHA 10 Tpyaa';

10.4. Ceprudmkar, YAOCTOBEPABAIL BHEIPCHA crcTeMaZ 3 \\ HIDABIE
kauecrsoro EN ISO 9001 w/mmm EN ISO 13485/13488 w/nnu expy - “0xpar B
o6 acTTa Ha IPOM3BOACTBOTO H/AJH THPTOBHATA ¢ MEIHIMHCKA arla g
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"MHOTOIPO®UAHA BOAHWUTIA 3A AKTHUBHO AEYEHHUE - JOBPHY" ALL
psk/E004TE B e-mail: oblbibergon.nel

no6PIM 9300 B yn Tawahor Xiros™ 24 B O5S8/600488 tase

59, an, 1, T. 3, BB Bp. C . 53, an. 2 or 3MHUII no

10.5. Jexnapaius mo Hi.
3 ot o6pasIuTe A0KYMEHTH HA JOKYMEHTAIIHATA 33

3apbmATennns obpasen [punoxerne No

YYACTHE.
3abenescka: Yoocmogepenusma no modxu 10.2 10.3 mpatea da ca usdadenu
ced damama Ha omKpusanemo Ha npoyedypama. ﬁﬁl =

[MoAnMe Ha TPEACTAB/IABALIOTO JHLE M MEHdT:....o- 4

Vpauka [lerposa [leuesa - ynpaBHTel
(ume, GamuHO U GamuInd, JUTHACHOCT)

L ?




"MHOTOTIPOPHUAHA BOAHHLA 3A AKTUBHO AEYEHHME - IOBPAY" ALl

JOEPHY 3300 yn. Tlapaitor Riros" 24 & 0SE/E00488 haxe 052600414 B e-mail; oblbi@bergon net
7

Hpuwaocaicene v= . — 300BA0CUMENEH 00pasel
IIpedcmaen ce no ecaxa obocobena nosuyua, 3a Koamo ce nodasa ogepma

TEXHHYECKO HNPEJJOXEHHE

[Momnucanuust/anata Msanka [lerposa [lewesa, ET'H 3 Ka4ecTsoTo
ci Ha yrpasuten(usnucea ce onvocnocmma) ua ,BUKOMEI™ OO/ (usnucea ce umemo na

yuacmuuxa), che cenamnmie: rp.Codus, anpec Ha ynpasIeHue oyn.“Llap Bopuc I11%, Ne201A,
EHK 130421337,

1. ITpencrasam ofepra 3a yyactre no obocobena nosmuims Ne 35

(Mona nocoweme nomepa Ha obocobenama NO3uyuA, 3d KOAMO npeocmasime
oghepma)

2, Jlexnapupam CpOK Ha BamMAHOCT Ha odeprara: 3 (Tpu) Meceua oT marara,
KOSTO @ MOCOYEHaA 3a JaTa Ha rojiasaHe Ha odeprarta.

3. TlpuemaM CpOKAa Ha M3NbJIHEHHE Ha mopbukara: 12 (1BaHameceT) Mecena oT
CKIHDMBAHETO HA JOr0BOpa.

4. Tlpuemam cpoka 3a mmaumane: a0 60 (miectaeceT) KaneHOapHHW OHH OT
M3BLPIIBAHETO HA JOCTABKATA H H3[ABAHETO HA (DAKTYPA OT H3NBIHUTELA,

5. Ilpuemam cpoka Ha jgocrtaska: [lo 72 (cemempieceT M ABa) Yaca OT MOMEHTA HA
3a4EABAHETO OT CTPAHa Ha BBINOMKHTEN.

6. [Tpuemam cpoxa Ha rogmoct: He mo-manko ot 60 % oT obuiata ropHocT B
MOMEHTA Ha [I0CTaBKa.

7. JexknapupaM, ue CbM HAlpaBWil LUCHOBH TNPEIONEHHA [0 BCHHUKH
HOMEHK/IATypH, BKmoueHn B o6ocofenara noaumus (koraro obocobeHara NO3NLIAA BKIIOURA
HOMEHK/IATYPH).

8. Tpuemam 1@ H3NBIHABAM BCHYKH H3HCKBAHHA HA BB3NOKMTEN, [OCOHCHH B
00fBIEHHETO H JOKYMEHTALHATA 30 YHacTHE.

9. Jleknapupam CBITIACHETO CH € KIAY3UTe HA IPHIIOKEHHA [IPOCKT HA JI0T0BOP.

10. B ciyuaii, ue 6baa onpesielien 3a H3NBJIHUTEN Ha NOPBUKATA, C¢ 3aB/IKaBaM,
NpH TOANHCBAHETO Ha J0roBopa 3a OOINECTBEHA MOPBUKA, [a MPeACTABA AKTyaIHH
JIOKYMEHTH YIOCTOBEpSBAllld JIHICaTa HA OCHOBAHMA 33 OTCTPAHABAHE OT IpOUEAYpaTa,
KaKTo ¥ ChOTBETCTBHETO ¢ MOCTABEHHTE KPUTEPHH 3a noabop:

10.1. 3a obcrosrencreata mo 4. 54, am. 1, 7. 1 or 30I1 - ceugeTencTBo 3a
CHIAHMOCT, H3IaleHO B G-MECeYHHS CPOK Ha BAIMIHOCT NPEelH NPEACTABAHETO,

10.2. 3a obcrostencreoro no wi. 54, an. 1, T. 3 or 30II — ynocroBepenne 3a
nHrica Ha MyOMHYHY 3aIbIGKEHAsA, H3AeH0 OT OPTraHuTe 110 NPHXOMHTE; YAOCTOBEPEHHE OT
O6muna rpax JloGpuy 3a nunca Ha MyGIMYIH 3a/BIKEHNS; YIOCTOBEPEHNE 0T 00uIMHaTa N0
cefANHINETO HA YHACTHHUKA 34 JINIca Ha y0IHYHH 3a/1b/KeHH;

10.3. 3a obcrosTencTroto no wi. 54, an. 1, T. 6 - yaocrosepe mﬁh{p{wm HA
WansmamTensa aresnns "I aBHa HHCOEKIHA 110 TpyAa"; %ﬁ‘\ B £

10.4. Cepruduxar, YJIOCTOBEPSBALl BHEAPSHA CHCTEMAI3R” ¥I™ 1€HIE, Ha
kavecteoTo EN ISO 9001 w/mnm EN ISO 13485/13438 w/unu exj er’ OXBAT B
06/14CTTa Ha IPOM3BOICTBOTO M/MIH THPrOBUATA C MEHIIHHCKA anap v

e oy
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"MHOTOITPOPUAHA BOAHHLIA 3A AKTUBHO AEYEHHE - IOBPHUY" AT

JOBPHY 5300 B2 yn "Tianaftor Xomon® 24 R 058/600488 gk 058/600414 & e-mail: oblbEbergon.net

10.5. Jlexnapauns no um. 59, am. 1, 7. 3, 8BB Bp. ¢ un. 53, an. 2 or 3MUIT no
3abIAHTENHHA oOpasen [Ipunokenne No 3 ot 06pasuiTe J0KyMEHTH HA TOKYMEHTAMATA 33
y4acTHE,

Jadenedicka: Yoocmosepenuama no moyxu 10.2 u 10.3 mpabea oa ca uzdadenu
cled damama Ha OMKPUEAREMO HA npoyedypama.

[Moamuc Ha MPEACTABIABAIIOTO THIE H MeYar:.... /.

HMpanka [Terpona [Teuesa - ynpasuren
(ume, OaupiHo ¥ (haMUIHA, ITEKHOCT)

c’f;



