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AOTOBOP M”fﬂ

,E]Hcc,,tgtj:'. .QZ.E{]I 9 roa. B rp. Jlobpuy, Ha ocHosanue un. 112 u ci. or 3akoua 3a
obmecTBeHHTE MOPBYKH, Ce CKIIOHH HACTOALIHAT J0M0BOP MENILY:

"MHOTI'OITPODUITHA BOJIHULIA 3A AKTUBHO JIEYUEHME-JIOBPHUY" AJl
rp. Jobpuu, cbe cenanume U anpec Ha ynpasnenue: rp. JdoGpuy, yu. “Tlanaiior Xuros" 24,
ten.  058/600160, daxe: 058/600414, e-mail: oblb@bergon.net, EMK 124141302,
npeiacrasagpaio ot J-p Ceerosap baiives [lerpos — HWanwmuwrenen Jlupextop Ha
apysectsoro, Hapuuada Bb3JIOUTEI

"KA-M MEJMKDBII" EOOJ, cwe cemanmuie B rp. Cotua 1404, anpec na
ynpasnenne: yiu. "bpara Hakpun" 10, er. 5, an. 19, EHMK 130517990, npejacrasnasano ot
Karepuna Emunopa Boxkoea, anpec 3a kopecnosaenuns rp. Codus 1404, yva. Jlyu Aiiep Ne
82, onpenenen 3a usnbanuTen ¢ Pewmenne Ne 11/ 01.04.2019 ron. wa Mambnaurenuus
JIMPEKTOP Ha BBLIIOKHTENM, Clel NpoBeleHa Npolelypa 3a Bb3jaraHe Ha obllecTBeHa
nopeuka THN "orkpuTa', ¢ npeader: JlocTaBka Ha MEIMIHMHCKH M3JENHH, HapH4aH
U3ITBJIHUTEN

CrpanuTe ce cnopazymsaxa 3a cleJHOTO:

[TPEJIMET HA JIO'OBOPA U LIEHH

Ynen 1.(1) USITBJIHUTENAT nocrass ua BBIJIOKUTEISA menuumuckure
H3JEIHA 110 caenHnTe obocoDeHH NO3HINH:

ITo obocobena nosuums Ne 22- Knurncose 3a 1anapockoneku onepatmn;

[lo obocobena nosuuma Ne 42- Crepuiuu H3eins 3a onepaunoHed 610K, 3a
KOATO/KOHTO € Y4aCcTBal B OTKPHTATA MPOLE/IypPa 34 Bh3jlarade Ha obiecTsena nophyKa,

(2) Hennre wa Memuuunckure usgenns Ha M3ITBJIHUTEIS ca cwnriaacHo
LEHOBHTE MPEIOIKEHHA ¥ C¢ HEHIMEHHA MacT OT JOrOBOPA.

(3) IlpornHosnara croiiHocT Ha noroBopa 3a Beaka obocobeHa nosnums e
MOCOYEHA B LEHOBOTO NPEIOKEHHE.

(4) TlporsosnuTe KOJMYECTBA, MOCOYEHH B JOKYMEHTALMATAa 33 obuiecTBeHa
nopk4ka He nopaxaar sagbxenne 3a Bb3JIOKUTEILA na ru 3akynu B nocouenus odem.

CPOKOBE M HAYMH HA [UTAIIIAHE

Hnen 2. CpoxbT Ha HACTOAIIHA J0r0BOP € 12 Mecela oT JaTaTa Ha NOIMHCBAHETO
My. JoroBOpBT NpojikikaBa NEHCTBHETO CH /10 CKIIOYBAHETO HA JIOFOBOP ¢ JAPYT H3NBIHHTEN
clie)l npoBesk/iane Ha oDecTBeHa NOPBYKA.

Hnen 3. Memuuunckute u3aenus me 6uaar nocrasann or U3IMBJIIHUTEIA ua
BBH3JIOKHTEA s cpok no 72 (cememaeceT W /1Ba) 4aca OT MOMEHTA HA 3aiBSBAHETO OT
CTpaHa Ha BLANOAHTEA.

Haen 4. Temxumara va U3ITBJIHUTEJIS cyma no sesika oTaenHa focraBka e
Obae nnarena ot Bb3JIOKHUTEJLA no 6ankosara emetka Ha U3ITBJIHUTEIIS B cpok mo 60
(LIeCTAECET) KaneHapHy 1HH cnell n3aasaHeTo Ha daktypa ot M3ITBJIHUTEJIA.

Hnen 5. CpoksT Ha TOOHOCT Ha JIOCTABAHMTE MEOMIIMHCKH H3NEIHS € He [10-
manko ot 60 % ot ofiara rogHOCT B MOMEHTA Ha JIOCTABKA.

MACTO HA M3ITBJIHEHHE U INPEMHUHABAHE HA COBCTBEHOCTTA

Hnen 6. 3a MACTO Ha J0CTABAHE Ha MEIMIMHCKHTE H3JEIHA CE ONpejiens
“MBAJI-JTo6puy™ Al rp. lo6puy, yiu. “Tlanaiior Xuros” Ne 24, 3seno .. bonununa anrtexa’,

Hnen 7. CobcrBeHOCTTa BBPXY JOCTABAHHTE MEIHIIMHCKH M3JENUst H PHCKBT OT
MB/IHO HIH YacTHYHO MM norusane npemuuaBa pupxy BB3JIOMMTEIIA or moMenTta Ha
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NPHEMAHETO HM Ha MHACTOTO Ha JIOCTABAHE C NPHEMO-TIPEIABATENIEH MPOTOKOIN HJIH Apyr
PABHO3HAMEH JOKYMEHT.

ITPABA U 3AJIBJDKEHWA HA U3ITBJIHUTEIA

Hnen 8. (1) M3IIBJIHHUTEIAT e pawaen na cxmouw  fgorosop 3a
NOAU3MBIHEHHE, KOraTo € OOABMI B 3aABJICHHETO CH 33 YYacTHE MOJ3BAHETO Ha
NoJAM3NBAHKTEN, B cpok 10 3 1HM OT CKIIOYBAHETO HA JOFOBOP 3a MOIM3ITbIHEHHE WIH Ha
JOMBIHHTENHO COOPa3yMEHHE 3a 3aMAHa Ha MOCOYCH B 3afBJCHHETO MNOAM3NEBJIHHTEN
H3MLIHHTENAT W3NPAlla KOHe Ha JIOTOBOPA WK HA JONBIHHTENHOTO CIOpazyMeHHe Ha
BBL30KHTENA 3a¢/IHO C JIOKA3ATe/ICTRA, Ye CA M3MBIHSHH VCIOBHATA 1Mo un, 66, am. 2 u 11 oT
30I1L

(2) Tlopu3anenuuTenHTe HAMAT MPaBO Ja [PEeRL3INAraT elHa MM NOBeYe OT
JEHHOCTHTE, KOMTO ca BKIIOUEHH B NPe/IMEeTa Ha J0r0BOpa 3a NOAHINbIHEHHE.

(3) HesaBMcHMO 0T BBLIMONKHOCTTA J@ C€ W3NOJA3BAT NOAMIITHAHHTENN,
OTrOBOPHOCTTA 33 H3MBIHEHHE Ha Jorosopa 3a obmectsena nopbuka e Ha U3ITBJIHUTEILA.

(4) BB3JIOKHUTENSAT wava na w3BBPIIBA JMPEKTHH pasIUaliaHus
NOAH3NBIHHTEINTE

Haen 9. U3ITBJIHUTEJIAT e surbien fa 10CTABS MEAHIMHCKH H3AEIHA, KOHTO:

1. oTroBapsT Ha M3KCKBaHMATA Ha wi. 82, an. | or 3MH;

2. chOTBETCTBAT HA W3MCKBaHMATA Ha JlupexTusa Ha EBponeiickus napiament u
Cwneera na Espona 98/79 EC 3a MmenuunHcknTe cpe/icTsa 3a nuarnoctuka (IVD) — camo 3a un
BHTPO JHAHOCTHYHH METHITHHCKH H3/ienna no cvucbaa va § 1, 1. 12 ot JIP ma 3MH.

3. OTroBapAT Ha W3IMCKBAHHMATA, MOCOYEHH B JOKYMEHTALMATA 3a obllecTBeHa
NopHLUKA.

Hien 10. U3ITBJIHUTEJIAT B cpoka Ha Z0oroBopa e JUThieH Ja MMa paspelieHie
HJIH YOOCTOBEPEHHE 3a TBProBHA Ha €IP0 C MEIHUMHCKH H3JIeJIHA, MIJAJeHO OT
Manwmurennns mupexrop sa MAJl no peaa na 3MH.

HYnen 11. M3ITBJIHUTEJIAT B cpoka Ha moroBopa e JUIkKeH Ja npuiara u
NOUThPAKA CHCTEMA 3a yripasienue Ha kauectBoTo EN [SO 9001 w/uau EN [SO 13485/13488,
H/UIH CKBHBAIEHTHA, ¢ oOXBaT B o0lacTra HA NPOM3BOACTBOTO M/WAM TBPrOBHATA C
MEIMIUHHCKH H3IETHA,

Unen 12. M3ITBJIHMUTENAT e anuken aa wsgage B cpox daxtypa 3a
JOCTABEHHTE MEMIIHHCKH H3/ENHA.

[TPABA WU 3AJTBIDKEHWA HA BB3JIOXKWUTEIA

Ynen 13.(1) BB3JIOKHTENAT mma mpaBo jJa npoBepsBa KONHHMECTBOTO Ha
BCAKA OTJE/IHA /I0CTaBKa, KaTo NPH YCTAHOBABAHE HA HECHOTBETCTBHE € JUThIKEH 1A YBEIOMH
W3ITBJIHHMTEJIA B cpok ot 24 gaca.

(2) Ilpm ycraHoBsBaHe HAa HECHOTBETCTBHE B KA4eCTBOTO HA JOCTABEHHTE
meanunieky manemus Bh3JIOKUTEJIAT e nneken na ysegomu M3IMTBJIHUTEISA & cpox
ot 24 yaca,

(3) HechoTBercrBHETO Ha KONMYECTBOTO H KAYECTBOTO €€ YCTAHOBABA C
NPOTOKOI, CBCTABEH OT KOMHCHH, ChCTABEHA OT AThkHOCTHHTE mHua Ha Bh3JIOWUTEIS.

(4) B cayuaii, ue U3ITBJIHUTEJIAT B cpok 10 24 yaca ciiejl yBenoMABAHETO 110
i, | 0CrnopH NHCMEHO HECHOTBETCTBHETO Ha KAaYeCTBOTO, TOH MOME /13 HCKA MPOBEPKATA MY
OT YIILAHOMOLIEHA NadoparopHs, 4pe3 BIeMaHe Ha KOHTPOJHH 00pasuy OT JA0CTARKATA, HIIH
upe3 CpaBHABAHETO Ha JOCTABEHHTE MEIMIUMHCKH M3/IE/HA C TIPEACTABEHHTE MOCTPH.
OMHCAHHE WM CHHMKH 1PH YHACTHETO B 00LIECTBEHATA TOPBYKA.
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Haen 14. BB3JIOKUTEJIAT e jurbken a sansati yropopeHara lieHa B pasmepa,
10 HA4YMHA B B CPOKa, ONpe/ie/IeHl B HACTOALIHA JI0TOBOP.

HEYCTOMKH

Yaen 15.(1) Ilpu 3abasa na nocraska ot crpana ua U3ITbJIHUTEJLA ¢ noeeue ot
24 (nmamecer u uetHpu) yaca, BB3JIOAMTENAT uma npaso na nomyuw Heycroiika B
pasmep Ha 0.1 (Hyna nano, eaHa aeceta) Ha CTO OT CTOHHOCTTA Ha 3a0aBeHaTa J0CTABKA 3a
BeekH 24 yaca 3abapa.

(2) T'lpu yeranoBgpane Ha HeCHOTBETCTBHE B KonuuectroTo, U3ITBJIHUTEJIAT e
JUIbAEH [1d NOCTABM JIMIICBALIOTO KOJHYECTBO NPH ClIeIBAIATa JOCTABKA, a [IPH MOHCKBaHE
ot cTpata Ha Bb3JIOKMWTEJIA B cpox ot 24 yaca. [Ipn Hensnuanenue Ha TOBa 3aabIKEHHE
BB3JIOKHUTEIIAT mma npapo na momyud HeycTodka B pasMep Ha 5 (mer) Ha cTo ot
CTOHHOCTTA Ha JTHICRAIIOTO KOMHYECTBO.

(3) Tlpn ycranosasaHe Ha HechbOTBeTCTBHE B Kaudectsoro, M3ITBLJIHUTEIAT e
AMBKEH 3 JOCTABM MEAHUHHCKH H3[EIHs C YroBOPEHOTO KA4eCTBO NpH CcllejBalara
mocTaBka, a NpH nouckpane ot crpada Ha BB3JIOKHUTEJIA B cpok or 24 wuaca. Tlpu
HeH3mbIHeHHe Ha Tosa 3agwmkerne BB3JIOHMTEIAT uva npaso ma nonyun Heycroiika B
pasMep Ha 5 (MeT) Ha ¢TO OT CTOHHOCTTA HA HEeKAYEeCTBEHATA J0CTABKA.

(4) B cnyuante no anuuen 2 wu 3, ako W3ITBJIHUTEJISAT He nocraBm
aorosopenoto, BB3JIOKUTEIIAT uma npago na 3akynu HEOOXOJMMHTE MY MeIHIIHHCKH
H3ACIHA OT APYTr AOCTABYHK, KATO paziHKaTa Meway HeHaTa M0 JoroBopa H JcHcTBHTENHO
3ansareHara 1ena e 3a emerka Ha MU3ITBJIHUTEJLSA.

Hnen 16.(1) Ilpu otkas wa W3ITBJIHUTEJIA na nocrasm 3aapenute my
MEMHIIHHCKH H3Jlenus HaM npu 3abasa noeede or 48 (uermpuiecer u ocem) wuaca.
BBL3JIOKHUTEJIAT nma nparo na 3akynu HeoOXoaMMHTE MYy MEIHIMHCKH H3AENHA OT ApYT
JIOCTABYHK.

(2) B cayuante no npenxoaHara anHHes paziiKaTa MeKIy [EHATA N0 J0r0BOpa |
NeiiCTBUTEHO 3anlaTeHara exa e 3a cMerka Ha U3ITBJIHUTEJLSA.

Hnen 17. Bb3JIOKHUTEJIAT uma npaeo na ucka oGe3merenne 8 mbaeH pasmep
Ha BpeJHTe, KOHTO € NPETHPIAN B pe3yiTaT Ha 2adapeHaTa H/HJIH HeKaYyecTBeHaTa 10CTaBKA.

Haen 18. [lpu 3abapa na nnawane ot crpada na Bb3JIOXMUTEJLA. nocnenuust
AnAn va UBITBJIHUTEILA neycroiika, B pasmep Ha 3aKoHHATA JIHXBA.

Unen 19. Ilpu npekparssane Ha JOroBopa MOpajd HEM3MBJIHEHHE HA HAKOA OT
CTPAHHTE, BHHOBHATA CTpaHa IbLIKH HeycToHka B pasmep uHa 10 % (mecer Ha cro) oT
[POrHO3HATA CTOHHOCT Ha JI0r0BOPA.

Unen 20. Heycroiikute, obeslieTennsTa 0 UEHOBHTE PasiHKH 1o ui. 16, an, 2
MOTAT Jia ObaaT yabpimkanu ot Begko abixumo Ha U3ITBJIIHHUTEIS nnamane.

[MPEKPATABAHE HA JIOTOBOPA

YUnen 21. loroBopsT ce npekpatana

I. ¢ wirnyaHe Ha CpoKa, 3a KOHTO € CKIIIOYEH, OCBEH B CIY4aHTe No wi. 2, uap,
BTOPO.

2. NpH CHCTEMHO HEM3NMBIHEHHE HA JIOCTABKHTE M0 KOJIMYECTBO H/HIH Ka4ecTso
or crpana Ha W3ITBJIHMUTEJIA. Tlop cucremHo HemsmbiHenwe ce pasbmpa Takosa,
H3BBLPLICHH [IBa HIIH [I0BEYE TETH B PAMKHTE Ha €IHH KAICHAPEeH Mecell, HIIH MoBeYe OT TPH
I'TH B PAMKHTE Ha CPOKa Ha JOrosopa;

3. NpH Ch3AaBaHETO Ha YCIOBMA 3a JOCTABKA HA MEOMIMHCKMTE W3IEIH,
Npe/IMET Ha JOTOBOPA CIE/ NPOBEKIAHETO Ha IEHTPAIH3HPAHN EIEKTPOHHY ThProBe.
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4. B cnyuaii, ye Gbjc NPOMEHEHA HOPMATHBHATA ypenda, B pesynaTaT Ha KOEeTo
OTnagHe HEQﬁXOﬂHMOGﬂ'& OT HOCTABKATA HA MEIHUHHCKHTE H3JIeNIHA, KOHTO Ca MpeaMeT Ha
AOroBopa;

5. NpH HEBB3MOMKHOCT Jd CE OCHIYpH (puHaHCHpaHE 32 H3MBIHEHHETO Ha
nopwuKara no npuanHH, kouto BH3JIOKUTEIIAT ue e Morsa na npensuau.

HOPYTH VCIIOBHS

Haen 22, CTpanute 10 J0rOBOpa He MOTAT [a TO H3MEHAT, OCBEH B cnyvanre,
npensuaesn B um, 116 or 30I1.

Unen 23. CrpaHnTe 10 [0roOBOpa LIE PElABAT BEIHHKHAIMTE N0 W3MBIHEHHETO
CIOpOBE N0 B3AHMHO CBHITIACHE, @ aKO TOBA € HeBb3MOXKHO, no pena na [TIK npen pomoro
KOMIETEHTHHAT CBIl B rp. JloBpuy, OCBEH B CiyuaHTe, KOraTo MPETEHLMATA e NpeisBeHa 1o
pejia Ha 3aM0BEeIHOTO POUIBOACTRO.

Ynen 24, 3a BCHYKH HEYPENEHH 10 HACTOMIINA AOroBop BBIPOCH IIE Ce NpHIaraT
pasnopendute na 3011, [TI13011, 33T u T3.

Hnen 25.(1) 3a sanumuu anpecd 3a npuemane Ha CLOGIIEHHZ, CBBP3AHN C
HECTOALLS IOrOBOP €€ CMATAT /IPECHTE, [0COYEHH B HAYaJIOTO Ha JOTOBOpa.

(2) Ilpu npomsina Ha NaHHHTE MO NpPEAXOAHATA WIHHES, CLOTBETHATA CTpaHa e
ATBHA 1A YBEIOME APYraTa 8 TPHAHEBEeH CPOK OT NPOMAHATA,

[Ipn cbeTassHe Ha HACTOALIMAT JOTOBOP CE MPEACTABMXA OT MITBIHHTES
CIEAHHTE J:I,DK}"MEHTH 34 JOKAZBAHE JIMICATa HA OCHOBAHHA 34 UTCTIJE.HHB&HE H CLOTBETCTBHE
C kpuTepuuTe 38 noadop:

1. 3a obcrosTencreara no un. 54, an. 1, 1. 1 ot 3011 - ceumerencrso 3a ChIHMOCT;

2, 3a ofcrogTencreoto no un, 54, an. 1, . 3 or 30I1 - YAOCTOBEPEHHE 3a JIHIca
Ha NyONHYHH 3aib/mKeHHs, W3JaAeHo OT OpTaHWTe 1o NPUXOAMTE; YIOCTOBEPEHHE OT
O6inna rpan Jlo6puy 3a nimca na nyGnMYEN 3a1bDKeHNAS; yaocToBepeHHe oT o0lMHATA No
CENAMHUIETO HA YYACTHHKA 33 JIUIca Ha MyGIHYHH 3aTbIHKeHNs;

3. 3a obcrogrencrsoro mo un. 54, an. 1, T. 6 - ynocrosepenune ot OpraHuTe Ha
Hsnbanutenna arennus "I nasHa HHCHeKus no Tpyaa’;

4. Cepruduxar, yrocrosepasai BHeipeHa cHCTeMa 38 YHNpaBieHHe Ha KaYecTBOTO
EN ISO 9001 w/mm EN ISO 13485/13488 w/unu expuBanenTHa, ¢ 06XBar B 064acTTa Ha
MPOU3BO/ICTBOTO W/HJIH THPrOBHATA ¢ MEAHIMHCKA ANAPATYPA;

5. Hexnapauwus no un. 59, an. 1, 7. 3, BB Bp. ¢ 4ia. 53, an. 2 or 3MHII no
3albminTeNHi obpasen [Mpunoxenne Ne 3 ot o6pasiuTe JokyMeHTH Ha AOKYMEHTALHATA 3a
y4acTHe.

[Tpunosenus Kkem gorosopa:
1. llenoBo npemwioxenue;
2. Texuuuecko npeniokeHHe 3a HAMbIHEHHE Ha NOpPBLYKATA.

Hacrosmusat porosop ce cverasn 8 Tpu emnooGpasuu CK3IEMILIApa, en- v
WSITBJIHUTENA u asa 3a BB3JIOMUTEJLA.

BB3JTOMHTEN: H3ITBJTHUTEN:
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lpunoncenue o 2 - Ja0v1cumenen ofpasey
lpedcmasa ce no ecaxa ovocosena nosuRin, 3a koamo ce nodasa ogepma

TEXHHYECKO NPENNOKEHHE

Hoanucaunsar/anara Karepuna Emunosa boxkosa, EI'H . SRR
K34ecTBOTO CH Ha YOpasuten (usnucsa ce onvacHocmma) wa , Ka-M Menuknn* EOOQ
(usnucea ce umemo na yHacmuuka), che cepanne: rp.Codms, yn.“Bpars Yaxpua® Ne 10,
alipec Ha ynpaenenue rp.Codus, yn.“bpars Yakpun® Ne 10, EMK 1305 17990,

L. Tlpeacraeam odepra 3a yHacTie no obocobena nosuuug No 42

(Mona nocoveme Homepa na obocobenama hosuyun, 3a rosmo npedcmassme
othepma)

2. Jexnapupam CPOK Ha BamwjiHOCT Ha odeprara: 3 (Tpn) mecena or JlaTara,
KOATO € nocoyeHa 3a fiata Ha nojasame ga oeprara,

3. Ilpuemam cpoka ma H3NBIHCHHE Ha MOpBYKaTta: |2 (aBananecer) mecena or
CKIFOYBAHETO HA JOrOROpA.

4. Tlpuemam CpoKa 3a nnamaHe: oo 60 (ectnecer) KalleHAapHH JHW oT
H3BBPUIBAHETO HA IOCTABKATA H H3I&BAHETO Ha (PaKTYpa OT HINBAHKHTEs.

5. lpuemam CpoKa Ha nocraeka: Jlo 72 (cemempaecer u AB&) Haca OT MoMeHTa Ha
SWIBABAHCTO OT CTPaHa Ha BL3IOMKHTE,

6. Ilpuemam cpoxa ua rogmocr: He no-manko or 60 % or obwara rogHoct B
MOMEHTa Ha JIOCTaBKa,

7. HexnapupaM, wue cwm HanpaBull NEHOBH mpemnokeHms mo BCHYKH
HOMEHK/IATYPH, BKJIIOYeHM B 06ocoGenara Mo3uLHs (Korato oSocoGenara NO3HUHA BKIMOYBA
HOMEHKNIATYpH).

8. Ilpuemam na msmenmsBan BCHYKH M3HCKBAHHS Ha BBIJIOKHTENA, IOCONEHH B
obsBeHHeTO 1 AOKYMEHTAIMATA 34 yyacTHe,

9. lleknapupam chriiacuero cx ¢ [Jlay3HTe Ha NPHIOKEHHS npoekT Ha JIOroBop.

10. B cnyuait, ye 6na ONpeNieney 3a H3NBLJIHHTE) Ha TOpBYKaTa, ce sajbmkapam,
NpH NOANHCBAHETO Ha Aorosopa sa obwecrsena MOpkYKa, ga mnpencrass aKTyamIHy
AOKYMEHTH YNOCTOBEepsBallM NHmcara ua OCHOBAHMA 33 OTCTPAHABAHE OT npouenypara,
KAKTO i CROTBETCTBHETO € NOCTABEHHTE KpuTepuu sa noadop; \

10.1. 3a oBcrostencrrata 1o Wi 54, an 1, 1. 1 or 30I] - CBHACTENCTBO 3¢
ChAAMOCT, H3JAEHO B 6-Meceunus CPOK Ha BAIHIHOCT Npejiy NpeAcTaBIHeTO;

10.2. 3a ofcrosrencreoro mo wi 54, an. 1, 1. 3 or 3001 — YIOCTOBEPEHME 73¢
fIHICa Ha NMyONIHYHY 3a1bIDKeHN, H3IaJICHO OT OpraHuTe fno MPHXOIMTE; yIOCTOREpeHte O
O6uinna rpan HoBpuy 3a munca pa nyOonuuHy sannmKeHus; YAocToBepeHne ot obmmuaTa
CCHAMIUIETO HA YYACTHHKA 34 NHTICA Ha NyOIHYHY 3a0BIKeHI:

10.3. 3a oberosTencreoro noqn. 54, amr. 1, 1.6 - YAOCTOBREPEHHE OT OpraHuTe Ha
Hsmsianrenya arenus "Tiasya HHCIeKIHA 1o Tpyaa"; X
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10.4, Ceprugduxar, YAOCTOBEpABAIL BHempena CHCTEM2 3a ynpanenpe gy
Kazectsoro EN ISO 900] Hum EN [SO 13485/13488 H/ 1 CKBHBAICHTHA, ¢ 06XBar p
00/1aCcTTa Ha HMPOH3BOACTBOTO /1y TBPrOBHATA ¢ MemuIHHCKa anaparypa;

10.5. Hexnapanus oy, 29, an. 1, 1. 3, puy Bp. € . 53, an. 2 or 3MHU[ 1o
3ebIDKHTENN M o6paser puioxenne Ne 3 of obpasnure JIOKYMEHTH Ha AOKYMEHTanMATA 33
yuacrue,

3adenexncka: Yoocmosepenuzma no moyku 10.2 y 10.3 mpatea 0a ca ydadeny
2A0enesckar
cied damama g OmKpuearemo yg npoyedypama,

AN
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Karepuna Emunosa boskkona - Ynpasuren
(ume, Gaumuo i (hamumus, ATBXKHOCT)

i
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Hpuwnoscenue Ne 2 — sadwancumenen obpazey
lIpedcmaen ce no ecaka ofocobena no3uyua, 3a KOAmMo ce nodasa ohepma

TEXHHYECKO NPEJAJOKEHHUE

[Moanmucanust/anara Karepuna Emunosa Boxkoga, EI'H © .0B
Ka4YEeCTBOTO CH Ha Ynpasuren (uznucea ce onvacnoemma) Ha ,Ka-M Memicsn® EOO
(usnucsa ce umemo na ywacmuura), cbe ceaIRINE: rp.Codus, yn.“Bpara Yakpuu® Ne 10,
anpec =#a ynpasnenue rp.Codus, yir.“Bpars Yakpun* Ne 10, EMK 130517990,

1. [Ipencrasam otepra 3a yuactue no obocobena mosumus Ne 22

(Mons nocoveme nomepa na obocobenama NO3UYUA, 30 KOAMO Npedcmasame
oghepma)

2. JleknapupaM cpox Ha BaiHAHOCT Ha odeprara: 3 (Tpu) Mecema oT jaTata,
KOATO 2 IIOCOYeHAa 34 JATa HA NMogapade Ha U{l]EIJTE.TEl.

3. Ilpuemanm cpoka Ha H3NBIHEHHE HA MOpbukara: 12 (nBamanmecer) Mecena or
CKIIIOYBAHETO HA JIOrOBOpA.

4. Ilpuemam cpoxa 3a nmamawe: 1o 60 (wecriecer) KIEHIAPHH JIHH OT
M3BBPIIBAHETO HA OCTABKATA H M3/IABAHETO HA (aKTYpa OT H3MBIHATES.

5. Ilpuemam cpoka Ha mocraeka: Jlo 72 (cememaecer u 7iBa) "aca OT MOMEHTa Ha
3a5BABAHETO OT CTPAHA HA BL3I0KHTENA,

6. Ilpuemam cpoxa ma roasocr: He mo-manko ot 60 % ot ofmara rogHoct B
MOMEHTA Ha JOCTaBKa.

7. JleknapupaM, 4e CBM HANDABHI [EHOBH MPEHIOKEHHS 110 BCHUKH
HOMEHRKIATYPH, BKMoYeHN B o0ocobenara noauius (korato 06ocobeHaTa no3ning BRMOYBA
HOMEHKJIATYPH ).

8. Ilpiemam [a H3NBIHABAM BCHHKH H3HCKBAHHMA HA BBINOMHUTENS, MOCOYEHH B
00ABNEHHETO H JOKYMEHTALMATA 32 YHACTHE.

9. Jleknapupam CLIIACHETO CH ¢ KJIAY3HTE HA NPHIIOKEHHS IPOEKT Ha JIOroBop.

10. B cayuaii, ue 6b/1a onpesenes 3a H3NBIHATEN HA MOPBUKATA, Ce 3aaBMKABAM,
fIpH TONNHCBAHETO HA JOroBopa 3a oOliecTBEHA NOPBYKA, I3 NPEACTABA AKTYAIHH
JADKYMEHTH YAOCTOREpABALIM JHICATA HA OCHOBAHHA 3a OTCTpaHABRaHEe OT npoueaypara,
KAKTO H CHOTBETCTBHETO C MOCTABEHHUTE KPUTEPHH 3a noadop:

10.1. 3a obcrosrencreara mo wi. 54, an. 1, 7. 1 or 30I1 - ceupmerencrso 3a
CBAMMOCT, H3/IAZIEHO B 6-MECEHHU CPOK HA BAIHIHOCT NPE/H NPEICTABIHETO,

10.2. 3a obcrogrencreoro mo wi. 54, an, 1, 1. 3 or 30II — yAOCTOBEpEHHE 3a
JHnca Ha nyOAHYHE 3ATBIKEHNA, H3AIEHO OT OPraHuTe Mo NPHXOANTE; YAOCTOBEPEHHE 0T
Obmmta rpax [loOpuy 3a jmnca Ha myGauYHy 3aBIKEHNA; VIOCTOBEPEHHE OT OGIIHHATA 110
CeAVIMINETO HA YYACTHHKA 33 JMIIca Ha NyOIHYHH 3a0BIKEHHS;

10.3. 3a oberoarencraoro no un. 54, an. 1, 1. 6 - ynocroepenue ot OpraHuTe Ha
Wsnbminrenna aresuums "I nasra uncnexius no tpyaa”;



i

"MHOI'OIIPO®HAHA BOAHHMIA 3A AKTHBHO AEYEHUE - HOEPHH" All

JOEPHY 9300 B ya, "Mamafor Ximos" 24 & O58/600438 daxe 058/600414 B e-mail: oblbEbergon.net

10.4. Cepruduxkar, YAOCTOBEpABAI BHENAPEHA CHCTEMA 3a YNpaBieHWe Ha
kauecrsoto EN ISO 9001 m/unm EN ISO 13485/13488 H/WIH EKBHBANCHTHA, ¢ OGXBAT B
obniacTTa Ha NPOM3BONCTBOTO H/ILIH TBPrOBHATA C MEAHIMHCKA aNapaTypa;

10.5. lexnapauus mo wn. 59, an. 1, 1. 3, soB Bp. ¢ 4. 53, an. 2 or 3MUII no
3anbmRuTen A oOpasen [punoxenne Ne 3 ot obpasiuTe noKyMeHTH Ha JOKYMEHTauaTa 3a
y4acTue.

3abenexcka: Voocmosepenunma no mouxy 10.2 u | 0.3 mpabea da ca usdadenu
cied damama na omxpusanemo na npoyedypama.

[oxmue na npencrasnapamoro nime u nevar:..... [/ "

Karepuna Emunosa Bosxkona - Ynpasuten
(nme, Gammno u amunmsg, IUTBIKHOCT)



