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D,Hec..pz.f:l.ﬁ,lf..z{}l'} rof. & rp. JloGpudy, Ha OCHOBAHHE . 112 ¢ cn. oT 3akoHa 3a
oBHecTBEHHTE MOPBYKH, Ce CKITIOUH HACTOAIHAT L0r0BOP MENLY:

"WMHOTOTTPOGUITHA BOJIHMLIA 3A AKTUBHO JIEYUEHUE-JOBPHY" AJL
rp. JloOpud, ChC CEATHIIE U aApec Ha ynpasnenne: rp. JoOpud, yi. “Tlanaitor Xurton" 24,
ten. 058/600160, dakc: 058/600414, e-mail: oblbi@bergon.net, EUK 124141302,
npeactasiseano o1 JI-p Cperozap baiiues [leTpoB — Manwnuurenen  Jlupextop Ha
JIPYKECTBOTO, HAapHIaHa BBE3NOXUTEN

"YEJIMEJL BLIITAPUSA" EOO/L, cee cellaimile B rp. Cogmsa 1309, anpec Ha
yripasienne: yiu. "Lap Cumeon" 20, Bx. 1, er. 1, an. 3, EMK 130477290, npeacTaBIsBaHO OT
Banentun Xpucrop KpbeTes, anpec 3a KOpEeCcToHAeCHIHA: TP. Codms, 1309, 6yn. Tonop
Anekcanapos 179, 610k 79, onpesenct 3a H3lbIHHTCE! ¢ Pemenne Ne 11/ 01.04.2019 roa. na
Wsrib HHTE/IHEA AMPEKTOP HA BB3JIOAHTENA, CIe/l NpoBeieHa nmpole/iypa 3a Bhajarane Ha
oBllecTReHa NMOpbuKa THII "OTKpHTa', € MPEIMET: JlocTapka Ha MEIMIMHCKH H3ICIHA,
napnuan U3ITBJIHUTEI

CTpaHuTe ce Cropa3yMsaxa 3a CeHoTo:

MPEIMET HA JJOrOBOPA W LIEHH

Ynen 1.(1) U3ITBJHUTEIAT nocrass Ha BB3JIOWKHUTEIS MenuiMHCKHTE
Wanenas no cieanurte ofGocobeHH NO3HIHM:

Mo oBocobena nosumms Ne 9- Mudysnonun # TpaHcy3MOHHH CHCTEMIL

[lo oBocobena nosuims Ne 36- ThraHHO ACHHIIO, 33 KOSITO/KOMTO € ydacTean B
OTKpHTATa MPOLE/lypa 3a Bhijlarate Ha ofmecTBeHa NOPLYIKA.

(2) Llennre Ha MEAMIMHCKHTE HIACHHA na W3ITBJIHUTEIA ca cekraoacio
[eHOBHTE MPE/UIOKEHIA 1 C& HEM3MEHHA HacT 0T 0TOBOpa.

(3) [lpornosnata cTofiHOCT HAa JIOroBOpa 3a BCAKA ofocobeHa Mno3WlHA €
[10COMEHa B [IEHOBOTO NPEI0KEHHIE.

(4) Tlporso3nuTe KOJHYECTEA, [OCOMCHH B JOKyMeHTauuATa 3a oOulecTBeHa
MophUKa HE TOPAKIAT 3AIBIUKEHHE 38 BB3JIOKUTEIIS aa ru 3aKyrH 8 nocoueHis obem.

CPOKOBE W HAUMH HA TUIAIIAHE

Uyienr 2. CpoKkT HA HACTOAIMA JOMOBOP € 12 mecela oT JaraTa Ha No/UTHCBAHETO
my. JloroBopsT NpoAbLIAaBa neficTBHETO CH JI0 CKITIOUBAHETO HA JI0TOBOP € ApYT HAMBJIHHTEN
clefl npoBek/ane Ha oDIecTBeHa NOphHKA.

Unen 3. Meanuuuckute uzfenus e ObAaT A0CTABANH OT W3IMTBJIHUTEILA Ha
Bh3IJTOWMUTEIS B cpok no 72 (ceaemiecer H NRa) 9aca 0T MOMEHTA HA 3aABABAHETO OT
CTpaHa Ha BH3I0KHTENA.

Unen 4. JIpmxuMaTa Ha WM3IMTBJIHUTEJIS cyma no BcAka OT/IGIHA J0CTABKA LE
Gue miarena ot B3JIOYKMTEILA mo Gankosata CMETKa Ha WU3ITBJIHUTEJS B cpok o 60
(LecTeceT) KANeHAapHH JIHA ClIE H3aBaleTo Ha (hakTypa oT M3TTBIIHUTETLA.

Ygen 5. CpoksT HA TOAHOCT HA JOCTABAHHTE MEIHUHHCIH H3flens € He Mo-
manko oT 60 % oT obmara rofHoCT B MOMEHTA Ha I0CTaBKa.

MSCTO HA U3ITBJIHEHHE W [MPEMMHABAHE HA COBCTBEHOCTTA

Uen 6. 3a MACTO HA JOCTABAHE HA MEIMUMHCKWTE H3JCIHS CC olpenens
“MBAJI-Tlobpuy™ AJL rp. Jlobput, yi. “Tlanaiior Xutor” Ne 24, 3seno Bomumuna anreka’.

Upen 7. CoBCTREHOCTTA BEPXY NOCTABAHUTE METHUHHCKH H3IE/IHA H PHCKBLT OT
[FLIHO WIH YACTHMHO WM TOTHBAHE IpEMUHABa BLPXY BH3JIOWUTEIS or momeHTa Ha
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IpHEMAHETO HM Ha MACTOTO Ha AOCTaBAHE C NpHEMO-TIPe/laBaTeNeH NPOTOKON HiH ApYT
paBHO3HAYEH JIOKYMEHT.

MPABA Y 3AJBIDKEHWS HA U3ITBJIHUTEJIA

Unen 8. (1) W3IIBJIHWTEIAT e anbien npa  CKmouM  JOroBop  3d
noaM3NLAHEHHe, Korato e Oo0fBHI B 3aABICHHCTO CH 34 YYacTHE T0JI3BAHETO HA
nousnHETeN. B cpok m0 3 IHM OT CKJIIOYBaHETO HA JIOTOBOP 34 NOAU3ITBIHEHUE HIIH HA
MONLIHATENHO CIOpasyMeHHe 33 3aMila Ha TOCOHEH B JASBICHHETO MOH3IBIHHTE
MABAHATETNT W3Mpallla Konue Ha JOroBOpa HIH HA JOMBJIHHTCIHOTO CTIOpazyMeHne Ha
BLAI0AHTENS 34€IHO C JIOKA3ATENCTBA, Ue Ca H3MLIHEHH YCIOBUATA N0 1. 66, am. 21 11 ot
3011

(2) TMogu3nbIHWTENHTEe HAMAT [paBo JAa [peBb3jaraT eiHa WiH M[oBeHe OT
effHOCTHTE, KOHTO Ca BKIOYEHH B PEMETA HA I0TOBOPA 33 NOAH3IIBIHEHHCE.

(3) HesaBHcuMO OT BBIMOMKHOCTTa Ja Ce  M3NOJI3EAT NOU3NBIHUTEH,
OTrOROPHOCTTA 3@ H3MBJIHEHHE HA 0r0BOpa 34 ofmecrsena nopbuka e Ha M3MTBJIHUTEILL.

(4) BB3JIOKMTEIAT mnama fa H3BLPUIBA  JAHPEKTHH pasnnamaHus ¢
NOAHINBEAHHTEIHTE

Unen 9. U3ITBJIHUTEJAT e aurbien a 10CTaBs MEAHIMHCKH H3JICIHI, KOHTO:

|. OTTOBApAT HA HIUCKBAHUATA HA L. §2, an. 1 ot 3MH;

2. cLOTBETCTBAT HA H3HCKBaHMATA Ha JIMPEKTHBA HA EBponeickus napiaMeHT H
Cupera na Epona 98/79 EC 3a MeIMIMHCKHTE CPEACTEA 38 MATHOCTHIA (IVD) — camo 3a uH
BHTPO JAHArHOCTHYHH MEIHLMHCKH H3/EMHA 10 CMACHAA Ha § 1. 1. 12 ot JIP Ha 3MH.

3. OTrOBAPAT HAa H3MCKBAHMATA, MOCOUCHH B JOKYMEHTALMATA 34 obmecraeHa
NophL4Ka.

Usnen 10. U3ITHJIHUTEJIST B cpoka Ha JIOTOBOPA € JUIBIKCH J1d HMa PaspelicHHe
WIM YIOCTOBEpEHHE 3a THPrOBHA HA €Ap0 € MEIMIMHCKH H3JACTHA, W3OaieHo  oT
Wansrmmrenis aupextop na MAJI mo pexa na 3MI.

Unen 11. U3ITBJAHUTEJIAT 8 cpoka Ha J0roBopa € JUThAEH Ja npuinara i
MOUIEPIKA CHCTEMA 33 YIIPABIEHHE HA KAUECTBOTO EN I1SO 9001 w/uan EN [SO 13485/13488,
WHIH exkBuBaieHTHa, ¢ oOxBar B o0nacTra Ha MPOW3IBOACTBOTO H/MIH ThProBHATa C
MEIMIIMHCKH W3JIeNns.

Unen 12. U3IMTBJHUTEJIAT e anbien na u3gage B CPOK (akTypa 3a
JIOCTABEHHTE MEJMITHHCKH H3NE/THA.

MPABA W 3ATLJDKEHUS HA Bbh3JTOXKHUTEILA

Ynen 13.(1) BB3JIOKUTEIAT uma npaso Aa npoBepABd KOJIMYECTROTO Ha
Besika OTIeNHA J0CTABKA, KATO NPH YCTAHOBABAHE HA HECHOTBETCTBHE € JUTHAEH Jia YBEIOMH
U3ITLJIHUTETLS B cpok or 24 Haca.

(2) Ilpu vycraHOBsBaHEe HA HECLOTBETCTBHE B KauecTROTO HA JOCTABEHMUTE
semriuneky wagenus BB3JTOKUTEIAT e jurbiken J1a yBeIOMH U3ITBJIHWUTEJLA B cpok
oT 24 vaca.

(3) HechoTBeTcTBHETO HA KONHHECTBOTO H KA4YeCTBOTO CE  VCTAHOBABA ¢
POTOKOJ, CHLCTABEH OT KOMHCHA, CheTaBeHa oT JUTEKHOCTHHTE Jxia Ha Bh3J IOAHUTEILA.

(4) B cayuaii, ye U3ITBJIHUTEJIAT 8 cpox 10 24 yaca cliel YBEIOMABAHETO M0
an. | OCOpH MHCMEHO HECHOTBETCTBHETO HA KAYECTBOTO, Toif MOKE [a HCKa MPOBEpKATa MY
OT YIIBIHOMOIIEHa J1a00paTopHs, Upes BleMaHe Ha KOHTPOIHH ofpasuu OT J0CTaBKaTa, HiH
ype3 CPaBHABAHETO HA JOCTABCHHTE MEIMIIMHCKH H3JEMi € [pefcTABEHHTE MOCTPH,
OMHCAHHE HIH CHHMKH IPH y4acTHETO B 0DIIECTBEHATA [IOPBHKE.



"MHOTOITPOGUAHA BOAHULIA 3A AKTUBHO AEYEHUE - JIOBPAY" All

TOEPHY 9300 5 yo,"Masafior Xeros® 24 @ (SRE0048R fave D3BG00414 B e-maik: oblbi@bergen el

Ynen 14. BB3JIOKUTEJIAT e nbiken ja 3aiiati yroBopeHaTa Heka B pa3Mepa,
110 HAYHHA U B CPOKA, OTIpe/ie/ieHH B HACTOAIIM J0TOBOP.

HEYCTOMKH

Usen 15.(1) Ipn 3abasa Ha JocTaBka OT CTpaHa na M3ITLJIHWUTEIA ¢ noseye ot
24 (mBageceT W HeTHpH) Yaca, BB3IIOKUTENAT nma npaso 1a MOIyHH HEYCTOHKa B
pasmep Ha 0.1 (Hyna L0, eand jecera) Ha CTO OT CTOHHOCTTA Ha zafaseHaTa J0CTABKA 34
peexy 24 uaca 3abapa.

(2) Tlpu ycTaHOBABAHE Ha HECBOTBCTCTRHE B xomuectsoto, M3MTBJIHUTEIAT e
JUThIKEH 1A JIOCTABH JIHMCBAIIOTO KOMHYECTBO MpH crie/Baniara JoCTaBKa, a NpH MOHCKBaHE
ot crpana Ha Bb3JIOXKMWTEJLA 8 cpok ot 24 yaca. [lpn HEH3TBL/IHEHHE HA TOBA 3AILIDREHIC
BBIJTONKHUTENAT uma npapo ja MOXyHH HeycToiika B pasmep Ha 5 (ner) Ha €TO OT
cTOHOCTTA HA JIMNCBALIOTO KOJIHYECTRO.

(3) [pu ycTanoBABaHE Ha HECLOTEETCTBHE B KA4YECTBOTO, W3 BJHUTEIAT e
JUTBIKEH @ OCTABH MEIAMIHHCKH M3JCIHA © YrOBOPEHOTO KA4eCTBO MpH CJe/Balnata
nocTapka, 4 NpH MOUCKBAHE OT CTpaHa Ha RB3JIOKMUTESS] B cpox or 24 uaca. Ilpu
HEH3IThIHEeHHE Ha TOBA 3aIb/IKEHHE BEBEINOAMHUTEILAT nma npaso 1a noayHdH HeycToiika B
paszmep Ha 3 (ner) Ha cTO OT CcTOiiHOCTTA HA HEKauMeCTEeHATa IOCTABKA.

(4) B ciaysaure no ammHed 2 3, ako W3ITHJIHMUTEJIAT ne nocrasw
norosoperoro, BB3JIOKUTEJAT nva npaso ja sakymit HeoOXOMMMHTE MY MEIHLIHHCKH
WAeTHs OT APYT JAOCTABYMK, KATO Pa3liKaTa MEKIy UeHata o JOTOBOPA H JeHCTBHTENHO
jariaTeHaTa 11eHa e 38 CMeTKa Ha W3ITBJIHUTEJIA.

Ypen 16.(1) llpu orxas Ha M3MTBIAHUTEIS na aocTaBd 3asBEHHTE MY
MEIMIMHCKH H3Jenus uiun npy 3abasa nosede OT 48 (ueTHpHJECET M OCeM) Haca,
BBH3TIOKUTEIISAT uma npaso Ja 3aKyni HEOOXOIMMHTE My MEIHITHHCKA M3 OT ApYT
NOCTaBYHK.

(2) B cnydauTe 10 TPEIX0/HATA AIHHEA pasiuKaTa MEJK/1Y LIEHATA MO JI0TOBOPa M
fefiCTBUTE/HO 3AIUIATEHATA [IEHA € 38 CMETKA Ha U3 BJIHUTETLA.

Ynen 17. BB3JIOKWUTEJAT uma npaso 1a HEKa ofieaeTenye B MBJICH pasMep
Ha BPEIUTE, KOHTO € [IPEThPIIA B PE3y/ITaT Ha qaDaneHaTa BN HEKaUeCTBEHATA I0CTaBkKa.

Unen 18. ITpu 3abapa Ha niallane oT cTpana Ha BB3JTOKUTEILA, nocneanuar
e #a M3IThJIHUTEJLS neycroiixa, B pasMep Ha 3aKOHHATA JIAXBA.

Unpen 19. [Ipu npexparspafe Ha JI0roBopa NOPaiH HeH3MbJIHEHHE Ha HAKOA OT
cTpanuTe, BHHOBHATA CTPaHa JIbIKH neycroiika B pasmep Ha 10 % (necer Ha cTO) OT
fporHo3Hata CTOHHOCT Ha 10r0BOpa.

Usnen 20. Heycroiikure, obe3uieTeHHaATa H HECHOBHTE pasmuku no «a. 16, an. 2
Morat 1a ObAaT yAbpPHKaHH OT BCAKO AbJAAHMO Ha M3 BJIHHUTEA nnainaxe.

[MPEKPATSBAHE HA JIOTOBOPA

Ynen 21. JloroBopsT ce IIPEKPATHBA

|. ¢ W3ITHUAHE HA CPOKd, 33 KOHTO € CKIIIOYECH, OCBEH B CAyYaHmTe no ui. 2, uip.
BTOPO.

2. IpH CHCTEMHO HEH3ITBIHEHHE HA JOCTABKHTE [0 KOJIHYECTBO W/MIH KauecTBO
OT CTpaHa Ha U3ITBJIHUTESA. Tloa cHCTEeMHO HEH3NBIHEHHE CE pasbupa Takosa,
3BBLPIIEHH JIBA HIM I0BEYE MBTH B PAMKHTE Ha CHE KaneH/apeH Mecell, HH 1oBede 0T TPH
IETH B PAMKHTE HA CPOKA Ha JI0TOBOPA;

3. npH CBH3IABAHETO Ha YCIOBMA 3a JOCTaBka Ha MeJHIHHCKHTE H3jeus,
Npe/IMET Ha A0T0BOpa C/Ie/L POBEHIAHETO H LEHTPATH3HPAHH ENCKTPOHHH THProBe.



"MHOTOITPOBHUAHA BOAHHULIA 3A AKTUBHO AEYEHHE - JOBPHUY" All

|— NOEPHY 9300 B2 yn  Manakor Xuros® 34 & 0587600488 daxe 058600414 & e-mail: oblix@bergon net

4, B cnydail, qe Obae npoMeHeHa HOpMAaTHBHATA ypenba, B pe3ynTar Ha KOETO
oTnagkKe HeoDXooMMOCTTa OT NOCTABKATA HA MEIHLUHHCKUTE H3/eMHA, KOHTO ca npeaMeT Ha
NOTOBOPA;

5, mpH HEeBb3MOXKHOCT Ja C¢ OCHIYpH (puHAHCHpaHE 38 HIMBIHCHHETO HA
MOPEUKATA 110 NPHYHHE, KOHTO BBIJIOKUTEIAT ne e Morsn Aa npeBHIM.

IPYTHW YCIIOBHA

Upen 22. CrpaHuTe 1O JIOroBOpa HE MOraT Jia ro M3MCHIT, OCBEH B CITy4auTe,
npensuaess B wi. 116 or 3011,

Upent 23, CrpanuTe 10 0roopa lie peiasat BESHHKHATHTE 110 H3I'BJIHEHHETO
CHOpOBE M0 B3AMMHO CBIIACHE, A AKO TOBA € HEBLIMONEHO, no pena Ha I'TIK npen ponoso
KOMIETEHTHHAT ¢bI B rp. JloOpHt, OCBEH B CIIYHAHTE, KOTATO NPETCHUHATA € npensBesa mno
pefia Ha 3aT0BEeAHOTO NPOH3BOACTRO.

Ypen 24. 3a BCHUKH HeyPEIeHH M0 HACTOALLAA J0TOBOP BLIIPOCH LIE CE Npiiarat
pasnopenoute #a 3011, 13011, 330 u T3,

UYnen 25.(1) 3a BamupHM ajgpecH 3a NpHeMaHe Ha chOOLIEHNsA, CRBP3AHN C
HACTOSLIMS IOFOBOP C& CMATAT APECHTE, NOCOYSHH B HA4AN0TO Ha JI0TOBOPA.

(2) Ipu npoMsHa HA JAHHHTE MO NMPEAXOHATA ATHHEA, CHOTBETHATA CTpaHa e
JUTBIKHA [1@ YBEJOMH JIPYTaTa B TPH/AHEBEH CPOK OT NPOMAHATA.

[lps CBCTABAHE HA HACTOAMIUMAT JIOOBOP CE TPE/ICTABHXA OT W3ILJIHUTENA
ceIHNTe JOKYMEHTH 38 J0K43BaHe JIUICATA HA OCHOBAHMA 34 OTCTpPaHABAHE H CBOTBETCTBHE
¢ KpUTEpHATE 3a noabop:

1. 3a oBcrosTencTeara no wi. 54, an. 1, . 1 or 30I1 - CBHASTENCTBO 38 CBAHMOCT;

7 3a oBerosTencTsoTo no un. 54, an. 1, T. 3 or 3011 — ynocToBepeHHe 3a JIHnca
Ha nyOAMYHE 3aABIDKEHHS, H3JQNCHO OT OpranuTe Mo IPUXOHTE; YIAOCTOBEpeHHE OT
O6uuna rpax Jo6prd 3a aumnca Ha myOnHIRK 3a0BIKSHI, ylocTOBEpeHKe oT 0DLINHATA 10
CeNATHUIETO HA YYACTHHKA 38 JINNCA HA MyOIHIHH 38/IBIAKCHU;

3. 3a o6cTosTencTBOTO Mo 4. 54, an. 1, T. 6 - yIOCTOBEpEHHE OT OpraHHTE Ha
MantaauTenta arenuys "TiaBHa HHCIIEKIMA 00 TpyAa”;

4. CepruduKar, y10CTOBEPABALL BHEAPEHA CHCTEMA 34 yIpaBjeHne Ha Ka4ecTBoTOo
EN 1SO 9001 u/wmu EN 1SO 13485/13488 n/unn eKBHBANCHTHA, C obxsar B oOnacTTa Ha
NPOK3BOACTBOTO H/HIIH THPTrOBUATA C ME/HIIHHCKA anaparypa;

5. Jlexnapauusa no w@i 59, an. 1, T. 3, BBB Bp. € Wi 53, an. 2 oT 3MHUIT no
sansmkuTennua o6pasen [1punoxenue Ne 3 or ofpazuuTe AOKYMEHTH HA IOKYMEHTAlHATA 34
yuyacTHe.

[IpunoKeHns KsM Q0roBOpa:
1. lleHOBO NpEUIOKEHHE,
2. TexHHHeCKO MPEIIOKEHHE 3a H3TBIHEHHE Ha NIOPBHKATA.

HacToSmuAT JOTOBOP CE CHCTABH B TPH CIHOODpAsHH EK3eMILIApA, € 3a
U3ITHJTHUTEIS n npa 3a Bb3JIONWTEILA.
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Mpuwnoscenue Ne 2 — sadvadcumenen ovpazey
Ipeocmasa ce no écaxa 0Bocobena no3uKUA, 3a KOAMO ce nodasa othepma

TEXHUYECKO NPEAJOKEHHE

, [ommucasust/anata Banentun Xpuctos Kpweres, EI'H L
KAY¢CTBOTO CH Ha YrpasuTen (usnucea ce onvacnocmma) na XEJIMET BBJIIFAPWUA EOO/L
{ua;{ucaa ce umemo wa ywacmuuia), che cenannue:rp.Codusd, agpec Ha yrpasieHue yi."Llap
cumeon” Bnok 20.et.1, an.3, EUK 130477290,

. 1. [pencrapam odepra 3a ydactie 1o obocobena noauuus Ne 9
(Mona nocoveme nomepa na obocobenama ROIUYUA, 3G KOAMO npedcmasame
oghepmal
2. Jlexnapupam CpOK Ha BanmMAHOCT Ha ofeprara: 3 (TpH) Mecella OT JaTara,
KOSTO € IOCOYEHA 3a JaTa Ha NoJaBaHe Ha odepTaTa.
3. llpuemaM cpoKa Ha W3NBJIHCHHE Ha nmopwukata: 12 (ABaHajecer) meceta oT
CK/IIOYBAHETO HA JOMOBOPA.

4. Tlpuemam cpoka 3a muamane: o 60 (wectaecer) KaneHAapHH IHH OT
M3BBPLIBAHETO HA JOCTABKATA M M3ABAHETO HA (AKTYPa OT H3MBIHHTENA.

5. INpuemam cpoxa Ha gocraska: Jlo 72 (cememieceT H Ba) yaca 0T MOMEHTa Ha

3AABABAHETO OT CTPAHA HA BREINOKHTEIH,

! 6. INMpuemam cpoka Ha roanoct: He no-manko ot 60 % ot obwara rogHoct B

Mnn!umm Ha [I0CTABKA.

7. JlexnapupaMm, 4Ye CBM HAMNpaBWl [EHOBH NPEIONKEHHA N0 BCHYKH
HOMEHK/IATYPH, BKmoueHn B ofocobenara nosuuusa (koraro obocobeHaTa MO3MILHA BK/IIOUBA
HOMEHKNIATYPH).

8. anEMﬁM a H3MBIHABAM BCHYKH HINCKBAHHA HA BLINOMHTENA, MOCOUEHH B
0OABNIEHHETO H JJOKYMEHTALIHATA 32 YYacTHE.

9, leknapHpas CBHITIACHETO CH C KNIay3HTE HA MPHIOKEHHA MPOEKT HA NOTOBOP.

10. B cayuaii, 4e 6Ba onpeencH 3a H3MBAHATEN Ha NOPBUKATA, CE 3abIKABAM,
npy MOOMMCBAHETO HA JOroBopa 3a OOLIECTBEHA MOPBYKA, Jia MNPEACTaBs aKTyalHH
NOKYMEHTH VIOCTOBEPSBAIM JHICATA HA OCHOBAHMA 3a OTCTpaHABAHE OT Mpouemypata,
KaKTo # ChOTBETCTBHETO C NOCTABEHNHTE KPHTEPHH 3a noadop:

10.1. 3a obcrosTencreara mo wr 54, an. 1, . 1 or 30I1 - cBunerencTro 3a
CBLAMMOCT, H3JANEHO B 6-MECEUHHA CPOK HA BAIHIHOCT NPENH NpPeJCcTABSHETO,

10.2. 3a obetosTtencreoro no wi. 54, an. 1, 7. 3 ot 30I1 — ynocTosepeHue 3a
nurica Ha NVOIHYHH 3a0bIKEHHS, H3AaJeHO OT OPraHuTe M0 NPUXOIUTE; YAOCTOREpEHHE OT
O6umma rpaa Jlodpuy 3a nunca Ha nybanuHYE 3aXBIDKEHNS; YA0CTOBEPEHHE 0T obmHATA 110
CeNANMIIETO HA YUACTHIKA 34 JIHICA HA MYyONHYHHE 3a0b/DKEHAS, .

10.3. 3a obcroarencrsoro no uwi. 54, an. 1, T. 6 - yI0CTOBEPEHHE OT GWM ud ¢,
Wanbanurenna arennus " nasna vHECIEKIs o Tpyaa": t?;;{j By

10.4. Cepruduxar, yHOCTOBEpABaml BHEJAPEHA CHCTEMa 33 YNpaBigume Hd™ pTe
xauectroto EN ISO 9001 w/mma EN ISO 13485/13488 w/mmm f:KBHﬂaneHTHa;efELq{ig:,ﬁH% R

obnacTTa Ha NPOM3BOACTROTO H/MAM THPrOBHATA C MEIMIIHHCKA aNaparypa; &%_
| N LT o IR
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J 10.5. Jlexnapauus fio @i 59, an. 1, 1. 3, BbB Bp. C 4. 53, an, 2 ot 3MHII no
sapwkaTensna oopaseu [Tpunoxenne Ne 3 ot obpasuuTe JOKYMEHTH Ha JOKYMECHTALHATA 38
y4acTHe.

3abenescra: Yoocmosepenuama no moyxu 10.2 u 10.3 mpadea da ca uz0aoeny

cred damama Ha OMKPUBAHENO Ha npoyedypama. \
!
.f“’ i
[Toanuc Ha NpeCTABNABALIOTO INLIE H HEYAT:. .
Banentus Xpucros Kpberel -
ume, DammHo |1 haMunua.
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"MHOTOITPO®UAHA BOAHMLIA 3A AKTHBHO AEYEHHE. - .HDEJ%I/F{“ ALl

MOGEMY 9300 52 yn *Monaitor Xaroe! 24 W 058/600488 dake 058%i600414 B c-mai’

Hpunoscenue Ne 2 — 3advancumenen 00pazey P
Ipedcmasa ce no 6CAKA obocofena no3uIUA, 3a Kosmo ce nodasa ogepma

TEXHMUYECKO MPEAJOXKEHHE

TMopnucanust/avata BaneHtnH XpHCTOB Kpsere, EIH s B
KayecTBOTO CH Ha YnpaeuTten (u3nuceda ce onvacnocmma) na XEJIME]] BBJIT APUA EOOJ1
(uznUCEa Ce UMEMO HA YHACMHUKA), ChC cepamiuie:rp.Codus. anpec Ha yInARICHHE yi."Llap
cnmeon” 6nok 20,er.1, an.3, EUK 130477290,

1. [peacrassam odepra 3a y4acTie 1o obocobena nmﬁuuﬂ\%fﬁ

(Mons nocoveme Homepa Ha ofiocobenama NO3UYUA, 30 ROAMO npedcmagame
oghepma)

2. Jlexnapupam CpOK Ha BATHIHOCT Ha opeprara: 3 (Tpu) Mmeceua OT AATATA,
KOATO € 0COYeHA 3a IATA Ha M0/laBaHe Ha ojepraTa.

3. [lpuemMam cpoka Ha M3mbiHeHHe Ha mopbukara: 12 (mBaHaneceT) Meceua oT
CK/IIOYBAHETO Ha JIOrOBOPa.

4, Tlpmemam cpoka 3a mnuamase: 10 60 (miecTjieceT) KaneHJapHW JHH OT
M3BLPIIRAHETO HA JOCTABKATA W H3/IABAHETO HA (haxTypa OT H3ITHJIHATENA.

5. Ipmemam cpoka Ha nocraeka: Jlo 72 (cenemzecet o JiBa) yaca oT MOMEHTa Ha
1aABIBAHETO OT CTPaHa Ha BBINOKHTEN.

6. Ipuemam cpoka Ha roaHoct: He mo-manko oT 60 % ot obwara rofHOCT B
MOMEHTA Ha JIOCTABKA.

7. Jleknapupa™, de CBM HANpaBHl LEHOBH [PEMNOMEHHS 1O  BCHUKH
HOMEHEATYPH, BKIIOMeHH B o0ocobeHarta nosuins (xorato obGocoGeHaTa MO3KIHA BIIIOYBA
HOMEHENATYPH).

8. [IpuemaM fa W3NBIHABAM BCHYKH H3MCKBAHHI HA BLAMOWKHTEA, MOCOUCHH B .
oOABIEHHETO U JOKYMEHTALIMATA 34 YHaCTHE. }

9, [lexmapupam ChITIACHETO CH ¢ K/Iay3HTe Ha MPHIIONKEHHA POCKT Ha J0TOBOP.

10. B cnyuaii, e OB/1a onpe/ielieH 3a H3MTbIHUTE HA OPBUKATA, C& JATBJKABAM,
np¥ NOAMMCBAHETO HA JOTOBOpa 3a OOIIECTBEHA MNOpBYKA, [a TMPEACTaB: aKTYATHHN
[OKYMEHTH YJIOCTOBEPSBALIM JTMIICATA HA OCHOBAHMS 3a OTCTpaHABAHE OT npoLenypaTa,
KAKTO M ChOTBETCTBHETO C MOCTaBEHHTE KPHTEPHH 3a mojdop:

10.1. 3a obcrostencrsata mo un, 54, an. 1, T. 1 or 3011 - ceuperencrso 3
CHAMMOCT, W3aNeHo B G-MeceuHNIA CPOK HA BATHHOCT MPEIH NPE/ICTABAHETO; =S

10.2. 3a obcrosrencrsoro mo un 54, an. 1, 7. 3 or 3011 — yrocroBepenne 3a
NNca Ha MyGIHYHA 3aIbIKEHHA, H3JACHO OT OpraHiuTe M0 NPUXOAMTE; YAOCTOBEPEHUE OT
O6wmua rpaa JloGpuy 3a manca Ha NyGAHYHA 3aIBIDKEHUS, YIOCTOBEPEHHE OT oOuMHara 1o
CeNaTHIIETO Ha YUACTHUKA 3a JIMTICA HA MyONH4HA 3aIbIKEH!,

10.3. 3a obeTogTencTroTo mo 4. 54, an. 1, 1. 6 - yI0CTOBEPEHHE OT upmmﬂ);&gﬁm 4
WanbnunTensa aresius [ nasHa HHCIEKHs 110 Tpyaa”; By L

] il

10.4. Ceprudukar, YyHOCTOBEPABAIl BHEJPEHA CHCTEMA 3a }FﬂpaBnqﬂﬁB‘/E-!a
kauecrroro EN ISO 9001 w/wmm EN ISO 13485/13488 w/mnu eKRHBANCHTHA, C QORhhICR),
obnacTTa Ha NPOM3BOJICTEOTO H/MIH ThProBHATa C MEIMIIHHCKA anaparypa. "}_
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" MHOTOITPOPHAHA

Bp. € wiL. 33, all. 2 ot 3MHUII no

an. 1, T. 3, BBR
MEHTH HA JOKYMEHTAUUATa 38

10.5. Jlexnapauus ro . 59,
3 ot oOpasuuTe AOKY

sanbmkurenans obpase [IpunoKeHie Ne

y4acTHe.
3 mpafiea oa ca uzoadex

Jabenesicka: Yoocmogeperuama no mouxu 10.2 u 0.

cied damama Ha OMKpusaHemo Ha npoyedypamda.

[Mojmie HA NPEICTABIABALIOTO MHIE H nevar.. . V
i _

BaneuTin XpUCTOR Kpﬁq -
(ume, GalmuHO H r.bamymgi_t:; .
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