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Huec.....70.0 0L 2017 roa. B rp. JIo6puy, na ocnorauue wi. 112 u ¢i1. oT 3akoHa 3a
OOIIECTBEHUTE [TOPBUKH, CE CKIIIOUM HACTOSILIUST JI0MOBOP MEIKTY:

"KA-M MEJMKBJI" OO/, eve cepanumie B rp. Codust 1404, paion Tpuamuna,
agpec Ha ynpasinenwe: yi. "bpars Yakpun" 10, er. 5, am 19, EMK 130517990,
npenacrapnsgsado ot Karepuna EwmuitoBa bojkkoBa, omnpejeiieH 3a H3IBIHHTEN  Cliej
IIPOBEJICHA MPOTIEYpa 3a Bb3jlaraHe Ha OOIICCTBCHA HOPhYKA THII "OTKpuTa pouesypa’ No
00083-2017-0001, ¢ nopeamer: JlocTaBka Ha MEIMIMHCKE H3Jlells 3a OPTOIEAMUHA,
XUpYPruvHa ¥ HeBpOXUpypruuna jekinoct 3a ,,MBAJI- JTo6puu” AJl, rapuuan ITPOJTABAY
151

"MHOI'OITPOOUITHA BOJIHHULIA 3A AKTUBHO JIEHEHUE-TOBPUY" AJ]
rp. Jdobpuuy, cbe cepanuiie u ajpec Ha ynpasienue: rp. JoGpuy, yi. “Tlanalior Xuros" 24,
ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EWUK 124141302,
npencrasissano ot JI-p Tpudon Bnamumupos Mopaanor — MsimbiHurenen Jupextop Ha
ApyxkecTBoTO, Hapudana IKYITYBAY

CTpaHHTG Ce CIiopasymMsaxa 3a CJIEIHOTO:

[TPEIMET HA HOI'OBOPA U LIEHU

Ynen 1. IlpogaBaubT 11pojgaBa Ha KynyBada MeuIMHCKA u3nenus no Obocobena
nosunua Ne 6: MeIHIMHCKY M3JIeiUs 338 XUPYPIrUYHa JEHHOCT, 110 BHJ M IICHH, CHLIVIACHO
LEHOBOTO CH IIPEJUIOKEHUE, HEPA3IEIHA YacT 0T HACTOAIIHSL JIOTOBOP.

CPOKOBE 1 HAYMH HA TUIAIIIAHE

Unen 2. CpoksT Ha HACTOALMSA J0r0BOp € 12 Mecena oT jlaTaTa Ha MOIITHCBAHETO
My. JloroBopsT npoabirkasa JEHCTBUETO CH JIO CKIFOUBAHETO HA IOTOBOP C JIPYT H3IIBIIHHTEN
cliel] MpoBeskaane Ha obIIecTBeHa MmophLIKa.

Ynen 3. IlocoueHuTe B wil. | MEIMUMHCKHU H3JENUS IIe OBJAT JOCTABIHH OT
IpojiaBaya Ha KyImyBava B CpOK 70 72 (celeM/ieceT U JIBa) Jaca, clie/] 3aABABaHeETO UM,

Witen 4. JIwmxkumara Ha Npojasada cyma 10 BCsIKA OTACTHA JocTaska e Obje
IlaTeHa OT Kymysauda no OamkoBaTa cMETKa Ha MIpojaasada B cpok jio 60 (mmectiecer)
KaJleHAapHu JHH CJIe H3AaBaneTo Ha Gakrypa oT 1pojasaqa.

Yien 5. CpoxbT HA MOJIHOCT HA JIOCTABEHHWTE MEMIIMHCKH H3JCNMs TPsSOBa Jia ¢
He 110-MaibkK 0T | (eqHa ) roJluHa KbM MOMEHTa Ha JIOCTaBKaTa.

MSICTO HA UBITBJIHEHME M ITIPEMMHABAHE HA COBCTBEHOCTTA

Unen 6. 3a MsCTO Ha JIOCTABSHE HA MEAMIMHCKHTE M3JICIHS CE OIpEacs
“MBAJI-Hobpuy™ A/l rp. Hobpuuy, yi. “Ilanaitor Xutos” Ne 24, 3seHo ,,bomanuna anrexa”.

Ynen 7. CobeTBEHOCTTa BLPXY HOCTABIHUTE MEAMIIMHCKH H3JICJUS U PUCKBT OT
I'LJHO MMM 9aCTHYHO [OIMBAHC HA CTOKHTE [IPEMHMHABA BHPXY KyIyBada OT MOMEHTa Ha
[PHEMAHETO MM Ha MSCTOTO HA JOCTABSIHE C IPHEMO-IIPEaBATe/eH MPOTOKOI HIIH JIPYr
PABHO3HAYCH JIOKYMCHT.

[TPABA U 3AIBJDKEHUA HA TTIPOJTABAYA
Ygerr 8. (1) llpomaBaunT ¢ ATBIKEH Ja CKIIOUH JIOTOBOP 3a TIOJHU3ITBJIHCHHE,
Korato ¢ 00sBuJl B 3a4BJCHUETO CH 38 yYacTHe MOJI3BAHETO Ha MOJM3ITBIHATEN. B cpok 10 3
JHHA OT CKIHONBAHETO Ha [J0T'0BOP 3a HOMAU3IThJIHEHHE WM Ha JOIIbJIHHUTEIHO CIIOPasyMEHHKG
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38 3amsHa Ha II0COYEH B 3asBIEHHETO MOMM3ITRJIHUTE H3ITHIHUTEIST H3TIpalna KOIHe Ha
AOTOBOpPa HJIM Ha JONBIHUTEHOTO CHOPA3YMEHHE HA Bh3JIOYKHTENLS 38€JIHO ¢ JI0Ka3aTelICTBa,
‘1€ Ca U3IIBITHEHM YCTIOBHATA 110 WL, 66, ain. 2 u 11 or 3011,

(2) lHopusnpianutenure msamar [paBO /a I[PEeRb3IaraT €IHa WM T0BeYe OT
IEHHOCTUTE, KOHTO ¢a BKIIIOYEHH B [IpeiMETa Ha JIOTOBOPA 32 MOANW3ITEIHEHHUE,

(3) HesaBHcUMO OT  BH3MOKHOCTTA Ad Ce  H3II0I3BAT IOAM3IIBIHHTENH,
OTrOBOPHOCTTA 33 U3II'bJIHCHUE HA JOTOBOPA 32 00IIECTEEHA MOPBYKA € Ha IPojiaBaya.

(4) KynysausT nsama na M3BBPLIBA THPEKTHY PASTIIALTAHHS C [TOIH3MTLIHUTCIIHTE

Unen 9. Ilponasaunt e jurbiken 1a gocrans MEJMIMHCKH U3JICIIHSL, KOUTO:

. mmar Hanecena "CE" MAPKHPOBKA B CHOTBETCTBHE ¢ U3MCKBAHMATA HA wi. 15
OT 3aKOHA 38 MEJIMIUHCKUTE U3e/Hs (3MHM);

2. UMAT HaHeceH WIEeHTHGUKALMOHEH HOMEp Ha HOTHU()MUMPAHUS OPraH 110 .
64, an. 2 or 3MH, koraro [IPOLEYPUTE, OLpPEICIeHn B HapejaOuTe 1o wi. 18 or 3MMU,
M3WCKBAT HAHACAHETO MY;

3. MMAT HAHECEeHW HAUMEHOBAHME W alpec Ha YIPaBICHHME Ha MPOH3BOMTENL
H/HITH YI'BTHOMOLIEHHS TIPEJICTABUTEN | BHOCHTEJIS;

4. EMaT HHCTPYKIHS 32 yIOTPe6a, ¢ M3KMOYeH e Ha H3JICIHATA, 38 KOMTO TORA HE
¢ npeaBHJieHo B 3MMU;

5. ca IpUAPYIKEHH OT BaJHICH CePTH(HUKAT, YI0CTOBEPSBALL ChOTBETCTBHETO Che
CBHICCTBCHUTE U3HCKBAHKS, IPHIIOKHMH 38 H3JCITHETO, U3JIANCH OT HOTH(pHIMpAIIl OpraH,

0. ca NPOHM3BEJCHH OT MPOM3BOIUTEN, KOHTO Ipuiara W roagspixKa cucrema 3a
ylipapenune ma kauectsoro EN ISO 9001 u/wnn EN [SO 13485/13488 w/mim CKBHBAJICHTHA C
obxBar B 061acTTa Ha MPOU3BOICTROTO Ha KOHKPETHHTE MEAUIIMHCKH U3JICITHS.

7. CHOTBETCTBAT HA H3UCKBAHMS KHM H3ICIHATA IO ChOoTBeTHaTa 06ocobena
[TO3HIHA, TMTOCOYCHH B ONHCAHMETO, JafeHo B | [punoxenne Ne 6: Crnenudukanus na
MEJIHIUHCKUTE H3EIHA OT JOKYMEHTALMSTA 34 YUACTHE B 0OIeCTREHATA IOpPBYKA,

Ynen 10. [IponasaysT B cpoka Ha AOTOBOPA € JUILKCH Jla MMa paspenieHue iy
YHOCTOBCPEHHE 3a ThPTOBUSI Ha €IPO C MEMMIAICKH H3LEIHA, H3NANEHO OT Mansmautenaus
aupexrop Ha MAJI o pena na 3MU.

Hnew 11. Ilponasauyst B cpoka Ha AOTOBOPA € JUThHEH [a MpUIlara U HOaIhLpKa
CHCTEMA 3a ylpaBlieHHe Ha kauectBoTo EN ISO 9001 w/wm EN ISO 13485/13488, u/umm
CKBHBAJICHTHA, C 00XBAT B 061aCTTa HA MPOH3BOJICTEOTO W/HITH ThPrOBHATA C MEIAHLIMHCKH
H3JICITTHS,

YUnen 12. IMpomaBausT e anbken na uinaue B CpoK (haKTypa 3a JocraBeHuTe
MCIMIMHCKY H3IEIusl,

[IPABA U 3AIBIDKEHUMS HA KYTTYBAUA

Hnen 13.(1) Kynysausr uma IIpaBO Jla IpOBEepsABa KOJMYECTBOTO Ha BCIKA
OTAC/IHA NOCTABKA, KATO NpPH yCTAHOBABAHE HA HECHOTBETCTBHE € IJUTHIKEH Jld yBEIOMH
-IIpoiaBava B cpok ot 24 yaca,

(2) Ilpu ycraHOBsBaHE Ha HECHOTBETCTBHE B Ka4yeCTBOTO Ha JIOCTABEHHTE
MCAHLIMHCKH H3JICIIHA KYTTYyBAaYBLT € JUIBKEH [a YBEIOMH MPOIaBAYA B CPOK OT 24 yaca.

(3) HechbOTBETCTBHETO Ha KONMYECTBOTO M KAYECTBOTO CC YyCTaHOBsIBA C
IIPOTOKOII, CLCTABCH OT KOMHCHSL, ChCTABEHA OT JUIBLKHOCTHHTE JIHIA HA KyIlyBaya.

(4) B ciyuaii, 9e mpomaBaunT B CpPOX 110 24 waca cies yBemoMsiBaHeTo 110 a. |
OCLIOpH ITHCMEHO HECHOTBETCTBUETO HAa KAYECTBOTO, TOH MOJKE /4 MCKA IIpOBEpKaTa My OT
YI'BJIHOMOUIEE 1 WK JTabopaTtopwsl,
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Unen 14. KymysauwT € JurbikeH 1a 3alulaTH YTOBOpeHATa IieHa B pasMepa, 1o
HaY{Ha U B CPOKa, OIPEAENIeHH B HACTOSIIMSL JOTOBOP.

HEYCTOWKH

Ynen 15.(1) TIpu 3abaBa Ha gocraBka OT cTpaHa Ha IIpoAaBada ¢ I0Bedye OT 24
(BajieceT M YETHPM) uaca, KyIyBaubLT MMa IIpaBO Ja IOJyud HeycToiika B pasmep na 0.1
(Hyna 1sIo, €IHa JieceTa) Ha CTO OT CTOMHOCTTA Ha 3a0aBeHaTa JOCTABKA 34 BeekH 24 waca
zabaBa.

(2) Ilpm ycranossBaHe Ha HECHOTBETCTBME B KOJNHYECTBOTO, IPOJIABAYBT €
JUIBIKEH J1a JOCTABM JIMIICBAILOTO KOJIMUECTBO MpPH Cre/BallaTa I0CTaBKa, & [IPH TOUCKBAHE
OT CrpaHa Ha KyllyBada B cpoK 0T 24 vaca. llpuw Hew3nbiHeHHe Ha TOBA 3adbIDKEHHE
KyIyBaybT HMa LIPaBO Jia IIOJYUYH HEYCTOMKa B pasMep Ha 5 (MeT) Ha ¢TO OT CTOHHOCTTA Ha
JIMIICBALIIOTO KOJIMYECTBO.

(3) Ilpu ycranossiBane Ha HECBHOTBETCTBUE B KAUSCTBOTO, MPOJIABAYBT € JUTHIKEN
Ja JOCTaBHM MEJIUITHHCKH M3/I€/Hs ¢ YTOBOPEHOTO KaueCcTBO IIPH Cle/Balnara J0CTaBKa, a npu
IIOMCKBAaHE OT CTpaHa Ha KylyBada B cpok 0T 24 yaca. [lpy HeM3mbLIHEHHe Ha TOBa
3a0b/DKEHHUE KYMyBaYyhbT UMA IIPaBO Jla [OJIYYM HEeYCTOHKa B pasMep Ha 5 (mer) Ha ¢ro OT
CTOHHOCTTA HA HeKaYecTBeHaTa JOCTABKA.

(4) B caydaure nmo amuHed 2 W 3, aKko [poJaBaybT HE JOCTABH JIOTOBOPEHOTO,
KyIyBaYbT HMa IIPaBO Ja 3aKylmd HEOOXOIMMHTE MY MEIMUUHCKH W3ICIUs OT JIpyr
JIOCTaBYMK, KaTO pas3lIMKaTa MEKy LleHaTa 110 JIOroBopa M ACHCTBUTEIHO 3alljlaTeHara 1[eHa e
34 CMCTKa Ha ImpojaaBaya.

Ynen 16.(1) Ilpu oTka3 Ha mpomasava ja JIOCTABH 3aSBEHHTE MY MEIUIIMIICKH
U3JeNns WM 1Ipy 3a0aBa noBeue oT 48 (YeTHPHIIECET U OCEM) Haca, KyIYBaYhbT UMa IPaBo Jia
3aKYIIH I‘IGOﬁXO,[[HMI/ITC MY MCEIHIIMHCKH U3EJIHs OT IPYT JOCTABUHK.

(2) B cimygaunTe 1o npejaxojHara alldHes paziiMKaTa MeXIy IIeHaTa 1Mo JOrosopa u
JIEHCTBUTENHO 3aIlJJaTeHAaTd LeHd € 3a CMETKa Ha IIpoaaBauya.

Ynen 17. KynysaubsT uma npapo jia ucka obesleTeHue B IIBICH pasMep Ha
BPEJUTE, KOUTO € IPETHPIISI B pe3yaTar Ha 3abaBeHaTa /UK HEKaYeCTBEHATA JIOCTABKA.

Ynen 18. Ilpu 3abara Ha rianiane 07T crpaHa Ha KylnyBaua, HOCHETHHIT ALK
Ha IpojlaBaya HEyCTOMKa, B pa3Mep Ha 3aKoHHATa JIMXBA.

UYnen 19. Heycrolikure, obe3lierenusita 1 1IEHOBUTE Pa3JIMKK 10 um. 16, an. 2
morar Jia 6'bﬂ,aT YABLPIKAaHM OT BCAKO OBJ/DKHUMO Ha ITPpoJaBada [LJIalllaHe.

ITPEKPATABAHE HA IO'OBOPA

Ynen 20. JIoroBopsT ce npekpaTiBa:

1. ¢ u3THUaHe Ha cpoka, 3a KOMTO e CKIIOUEH, OCBEH B XHIIOTE3aTa Ha WieH 2,
H3pEUEHHE BTOPO;

2. OT M3lIpaBHara crpaHa [pPU CHCTEMHO HEM3I'bJIHEHME HA 3aILDKCHHATA 110
norosopa. llog cucremHo HewsnbjiHEHUE ce pa3bupa TakoBa, W3RLPIICHO JBA MIIH IOBEYE
II6TH B PAMKHMTE Ha €JIMH KaJeHAapeH MeCell, MM ITOBEYE OT TPU II'BTH B PAMKHTE Ha CPOKa Ha
JIOr0BOPA;

3. Opu CcH3AABAHETO HA YCIOBHS 3a J0CTaBKAa Ha MEAMIIMHCKH H3JICNHS CJie)|
IIPOBEKIAHETO Ha LEHTPaIN3HPaHH €JIeKTPOHHH ThPrOBE.

4. B ciyval, ye Objic IpoMeHeHa HOpMaTHBHATa ypenda, B pe3yiTar Ha KOETO
orHajie HeoOX0JAUMOCTTa OT J0CTaBKaTa Ha M3JCIUATa, KOUTO ca IIPEJIMET Ha JIOTOBOPA;

5. up BBE3MOKHOCT J@ C€ OCHI'YpH (HHAHCHpaHEe 3a H3IBJHCHUETO Ha
MOpHYKaTa MO NPHIHHME, KOUTO KYITYBAaYbT HE ¢ MOI'BJI [1a TIPSABK /M.
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JAPYI'U YCIIOBUS

Unen 21. Crpanute o AI0rOBOpa HC MOTaT 11a I'0 H3MEHAT, OCBEH B CIIyHaWTe,
npexsuaeHn B wi. 116 or 3011

Hmen 22. Crpanute 10 J0roBopa e pemaBaT Bh3HHKHAIUTE 110 U3IBIHCHHETO
CLIOpPOBE IO B3aMMHO CBIIIACHE, & AKO TOBA € HEBLIMOXKHO, 110 pena na I'TIK, npen pojoso
KOMIIETCHTHHUAT ChJL B Ip. oOpuu.

Yuen 23. 3a Benukn neypemeny 1o HACTOSIINA J0TOBOP BBIIPOCH I1IE CE NPUIIAraT
pasnopenbure na 3011, ITT13011, 33/ u T3,

YUnen 24.(1) 3a sanuaum agpecn 3a lippemMane Ha ChROOIECHHS, CBLP3aHH ¢
HACTOALIMS JIOTORBOP €€ CMSITAT aJIPECHTE, I0COYCHH B HAYAIOTO HA JIOT0BODaA.,

(2) Ilpu npoMsana Ha ganuuTe 0 MPCAXO/IHATA allMHEsl, ChOTBETHATA CTpaHa €
ATTBIKHA 13 YBE/IOMHU JIpyrata B TPHIHEBEH CPOK OT HPOMSHATA.

ITpu cberapsre Ha HacTOALMAT MOTOBOD €€ [PEACTABHXA OT HMA3IIBIIH TS
CIIC/IHUTC JIOKYMEHTH 3a JOKA3BaHe JIMIICATA HA OCHOBAHUS 34 OTCTpaHsBane:

- 38 obcrosTeNnCTRBAaTA 10 W, 54, aj. 1, 1. 1 o1 30TI1 - cBHAETENICTRO 30 CbJIHMOCT;

- 38 00CTOATENCTBOTO 10 wi. 54, air. 1, T. 3 or 3011 - YAOCTOBEPEHHE OT OpPranuTe
O TPUXONMTE H yAOCTOBEPEHHE OT OBIIMHATA 10 CENANMINETO HA BH3IOIKHTENS W Ha
KaHIuAaTa Wik YYaCTHUKA; '

- 3a obcTosTeNCTBOTO M0 Wi, 54, an. 1, T. 6 - YAOCTOBEPECHHME OT OpraHuTe Ha
Mzmbnaurenna arenmus "I nagua HHCIIEKIIH 110 Tpyma'";

" PA3PCIICHUE 3a THPIOBHUs HA CAPO ¢ MEIMUHHCKH M3AIIsl, H3iaaeHo or MAJ]
WM JIpYT TOKYMEHT, YJOCTOBEPsBAII IIPABOTO HA YYaCTHUKA 1A ThPIyBa C MEAULHHCKH
M3NC/HA, U3NANCH OT KOMIETCHTEH Oprai Ha ChOTBETHATA IbpIKaBa;

- CepTH(QUKAT 3a NpUIAraHe M MOUIbPIKANE HA CHCTEMA 34 YIpaBicHUe Ha
kayectsoro EN ISO 9001 w/unm EN ISO 13485/13488 w/wim CKBMBaJIEHTHA, ¢ 00XBAT B
00/macTTa Ha MPOM3BOLACTBOTO H/HIH THPIOBUATA C MEIHIMHCKH H31e11s,

HELCTO}IHJ,HHT HOTOBOpD CC ChBCTaBH B TpHu el[HOO6p€L3HH CK3EMILIIpa, €JIUH 3a
npodaBada U aBa 3a KyIIyBadya,

TIPOJTABAU: KYITYBAUY:
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Hpunosicenue No 4
TEXHHUYECKO HPEI[JIO)KEHH[E

Honnucanust/amaTa Katepuna Emmnoga boxrosa, EFH8406206810, B
Kauecrsoro cm Ha Ynopasnre) (usnucea ce ()f!beCHOCWNnCJ) Ha ,Ka-M Memukp;
EOOd(usnucsq ce umemo na ywacmnuxa), cne cerame: rp.Codus, .. 1700, yn.“Bparg
Hakprs® Ne 10, anpec Ha YIpasieHne p.Codus, m.x. 1700, yn.*“Bpars Haxpur® Ne 10, EWK
130517990,

1. Ilpencrassam ofiepra 3a yyacrue o obocobena nozums:

Ne 1: Ocreocunresuyy CpencTsa 3a HHTpamenynapua Gukcarms gy bpaktypn,
SAKIIOYUBAIIN TIIAKH 1 apTPOCKOITCKA UHTEPBEHI Y,

Ne 2: Ocreocnuresuy CPEICTBA 3a IpoTesupane i APTPOCKOITHSI;

Ne 3: Menmunmncin H31EIIHA 34 HEBPOXHPYpruvna nefigoc BapuanT A;

Ne 4: Menmunuaciy U3ICJIN 3a HEBPOXHPYPruvHa gefnocT BapHaut b;

Ne 5: Menummncxu HM3/EIHSL 38 HEBPOXHPYPriung ACHHOCT BapranT B ;

X Ne 6: Memununckn UBJICIHS 34 XUPYPruuHa CHHOCT,

(Mons om6eneaceme eve snax X, \ wny no opye ROOX00aU Hayun obocoberama..
nosuyus/obocobenyme ROSUYUL, 3a KOSMO/X0umo npedcmagame opepma)

2. IEKJIAPUPAM, ue HPaBS IANOCTHO Tipeoskenye mo BCHYKH HOMeHKIIaTypy
ot obocobenara nosuuus/obocobennre TOSHIHHK, 38 KOATO/KOUTO yuacTRawm:
X A
HE
(Mons om6eneaceme 6ApHOmo cve suarx X, \ yuy no opye nodx0dsy navun)

3. Ilpennaranute MCIHUMHCKH  H3/eHg ChOTBETCTBAT Ha U3HCKBAHHSTA,
IIOCOYEHH B KOJIOHU 2 U 3 oT [Tputoxcenue Ne 6: Cnenudukanms ga MEITHIMHCKHTE W3/Ie s
¥ Ha U3HCKBAHKATA 110 4T, 82, ajyT. | ot 3MU.

4. Jlexnapupam CPOK HA BalMJIHOCT HA odeprara; 3 (Tpu) Mecena or Jlarara,
KOAITO € [I0CoUeHa 3a 1aTa Ha nojaBaHe Ha oeprara.

5. Ilpuemam cpoka wa M3N'BJIHEHUE Ha Topbukarta: 12 (uBanazecer) Mecena ot
CKJIFOYBAHETO Ha JJOr0BOpa.

6. Ilpuemam CPOKa s3a mamame: g0 60 (wectnecer) KaleHnapHu auu or
HM3BLPIIBAHETO Ha HOCTABKATA | H31IaBaHeTO Ha (arTypa or H3ITBJIHHTE TS,

7. Ilpuemam cpoxa na AOCTaBKa: no 72 (cenemuecer u ABA) 9aCa OT MOMEHTA Hg
3aBIBAHETO,

8. Ilpuemam CPOKa Ha TOAHOCT: He IT0-MAaiko oT | (emHa) romuHa KM MOMEHTA Ha
J0CTaBKaTa,

9. Ilpuemam na H3IBIHABAM BCHUKH M3MCKBALM Ha BB3JIOKUTENS, OCOYeHy B
00sBIEHRETO 1 HAOKYMEHTaliATa 3a yyacTHe,

10. Hexnapupanm coraacuero oy C KIIAY3HTEC Ha PUITOIKEH s IIPOEKT Ha [O0roBop.




11. B ciyqait, ue 6n1a OLPEIENeH 3a U3NBIHUTEN Ha NIOpBYKATE, ¢e SQZLBHXKEEBELM,
IpH TOANMCBAHETO HA N0ToBOpa 3a oOmecTReHA HOpLYKa, na mnpencrans ap \yautu
AOKYMEHTH yIOCTOBEPSBAIM JUICATa Ha OCHOBaHMA 3a OTCTPaHsIBaHe OT npouenypara,
KaKTO H CBOTBETCTBHETO C [TOCTABEHUTE KpuTepun 3a moadop:

- 32 00CTOSITENICTRATA 170 W)L, 54, am 1, 1. 1 or 3011 - CBHIIETEJICTRO 34 CBAMMOCT;

- 32 00CTOATENCTBOTO 110 YT, 54, am. 1, 1. 3 o1 3011 - YHOCTOBEPEHHE OT OPraHuTe
1O HPHXOMUTE U yNOCTOBEPEHHE OT OGIMHATY IO CCNANMINETO HAa BBITOKHTENT W Ha
KaHIHIaTa UM YYACTHHUKA,

- 32 00CTOATENCTBOTO 110 uyy, 34,an 1,1 6 - YHOCTOBEPEHHE OT OpraHuTe Hq
Mstbnaurenya areHnus "l iaBHa HHCTIEKTHY 110 Tpyma';

- PaspellieHue 3a Thproeus za ®APO C MEIMLMHCKH H3/1emns, H3maneHo or MAJI
HIIH TIpYr NOKYMCHT, yHOCTOBEpSBaL] MPaBOTO HA YYaCTHHKA /4 TLPrypa ¢ MEOHITHHCKH
M3MCIIHS, M3/1@JIeH OT KOMIIETCHTEN OPraH Ha CHLOTBETHATA NBpPIKARA, Paspeinenue wunn
YMOCTOBEPEHUE HE CH H3HWCKBA OT IIPOU3BOLMTCIINTE Ha MeTHIIHHCKY H3JICIIHS, YCTAHOBEHH
Ha TepuTopunTa Ha PemyGimka brnrapmg;

- CEpTH(UKAT 3a mHpmiarane u NOJObPKAaHe Ha CHUCTeMa 34 YOPABICHHUE Ha
KagectBoTo EN ISO 9001 & obmacrra Ha HPOH3BONCTBOTO M/HIIM TEPTOBHATA ¢ METUIHUHCKH
H3JIENUsT /MMM CHCTeMa 3a YIPAaBcHHe Ha Kadectsoro EN ISO 13485/ 13488 w/mmm
CKBHBAJICHTHA,

_/\

Ka - M atdqukva TOOD
/ ep. Coghitn

L M Buagenwa

Hara: 14.02.2017 r. [Toamnmc ma IPEACTABIISIBAIIOTO JIUIE 1,
Karepuna Emunora Boxkkosa - Yopasu
(une, GameHo 1 hamuims, JUTBIKHOCT)
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