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OT: <e-rop@aop.bg>

Ao: <eli_grigorova@mail.bg>
Konue: <e-rop@aop.bg>

MpuHTUpaHe

MpuHTUpaHe

Ho Elena Atanasova Velikova

MNaptupa: 83
Agpec:

EnekTpoHeH agpec: eli_grigorova@mail.bg

OTHoCHo: l'TOTB‘bp)f{AEHHe 33 BMUCBAHE Ha eNeKTPOHHO NoAnMCaHu AOKYMEHTH B PEI’VICT'bpa Ha oblecTBeHuTE NOpBYKK

YBakaeMn gamu 1 rocnopa,

YBepomsaeame Bu, ye B Peructs

pa Ha oblecTBeHuUTe MOPBYKK Ca BNUCaHK CcrnegHuTe AOKYMEHTW, noagnucaHm LlMCprBO oT

Bac:
YHuKanex
W3xoasw Homep [ata Ha
N© haTa Ha Bup Ha | Mpeamet Ha nopbukaTa: Bxopsiuy H%%?_[IJ_ " BMnucBaHe/ MAGHTUDWKALMOHeH
[JOKYMeHTa: REKymeHTa; Adiana ’ nybnukysaHe; i i
| [OKYMeHTa:
[ocTaBka Ha HoB 64-
KaHaneH, 128-cpesos
KOMMIOTbPEH ToMorpad,
MOHTa)x, BbBEXAaHe B
Pelwenve ||ekcnnoaraums,
3a BK/TIOYUTENHO U3rOTBSIHE M E-31-00-
1 10201/26.10.2018||oTkpuBaHe CbrnacysaHe Ha 062553/26.10.2018[26.10.2018 r. |875411
r. Ha NTbYE3aLLUMTEH NPOEKT W E
npoueaypa ||nonyyaBaHe Ha NULEH3Us
(30mM) 0T AreHumsiTa 3a speHo
perynupaHe, obyuyeHue Ha
NepcoHana v rapaHLUnoHHo
noaabLpXKaHe Ha
| MeauUMHCKaTa anaparTypa.
[ [locTtaBka Ha HoBa ]
MedWLUMHCKa anapaTypa - 7
(cenem) 6pos
Pewenne |[X€MOAMANNU3HM anapat 3a
= "Mioron HZ: 6 E-31-00
HoronpodunHa 6onHuua ||E-31-00-
2 5‘0199/ 26.10.2018 pPIBANE o aKTUBHO neverie- 062534/26.10.2018}[26.10.2018 r. ||875396
npoweaypa Aobpuy" ALl, MOHTaX, r.
(30M) BbBEXAaHe B
eKcnnoartayus u
rapaHUMOHHOTO
noAAbpXKaHe Ha
__j MefuUMHCKaTa anaparypa.
3abenexku:

1. B ciyyai, Ye AOKYMEHTBT € pelleHmte 3a oTK
6bae nybankysaH B POM 3ae4HO CbC ChOTBETH
2. KoraTo no npoueaypata vma NPeavLUHA BAUCBaHKUS, MONSA M

Ha nopbuKara.

about:blank

pPvBaHe Ha npoueaypa, nognexawa Ha n
0TO 0BABNEHME 33 NOpbUKa.

y6nvkysare 8 OB Ha EC, Tol we

posepnsaﬁTe KOPeKTHOCTTa Ha NocoYeHus YHWKaneH Homep

112



26.10.2018 . MpuHTMpaHe

C yBaxeHue:

Avipekums “Perncrsbp v MOHUTOPUHT Ha
obwecTBeHUTE NopPBYKN”

AreHumMs no o6LECTBEH MOPLUKM
www.aop.bg

about:blank 212
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MpuHTHMpaxe

FW: 18-489716-001 - NonyuyeHo o6siBieHne

26 oxTomepu 2018, 16:24

OT: mbal <oblb@bergon.net>
fAo: <eli_grigorova@mail.bg>

From: no_reply@publications.europa.eu [no_reply@publications.europa.eu]
Sent: Friday, October 26, 2018 4:02 PM

To: oblb@bergon.net

Subject: 18-489716-001 - MonyyeHo obsiBneHMe

ED - tenders electronic daily

MonyyeHo o6asneHue

MpuHTUpaHe

NaeHTUdUKaTOpK Ha obABNeHMeTO

WU3npareHo ot

MHOTOMPO®UNHA BOMHULIA 3A AKTUBHO /IEYEHME-
NOBPUY AL

Harta Ha nonyyasaHe

26.10.18 15:01

Reception Id (sbvTpeweH pedepenten
Homep)

18-485716-001

Bawwuar pedepeHteH Homep

TED14/2018-875406

Submission Id

20181026-006127

BHumaHue

NOPBYKM..

about:blank

Baweto o6asnenue 6e nonyyeHo u my e AafieH BpemeHeH pedepeHTeH Homep 18-489716-001.

Tosa obasnerue we 6vae Ny6AMKYBAaHO Ha UHTEPHET CTpaHuuata Ha TED B pamkute Ha 5 gHu. 3a noseye
MHPOPMALMA OTHOCHO NpaBuAa, KpaitHw CPOKOBE WM T.H., MONA, BUXKTE AUPEKTMBUTE 3a 0BLECTBEHUTE

1/2
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ToBa e aBTOMaTUYHO reHepupaHo cbhobleHme; MONIA, HE M3npalaiTe OTroBOP.
3a Aa ce cebpeTe cbe Cnyxbata 3a nybAUKaLMK, M3NON3BalTE BPB3KaTa 32 KOHTAKT, MOCOYEHa Ha
CTpaHuuaTa Ha SIMAP. Mpu BcAka nocneasalla KOPeCrnoHAEHUMA NOCOYBaATe BETPEILHMAA pedepeHTeH

Homep: 18-489716-001.

MpuHTUpaHe

about:blank

3a BCAKAKBA AONBAHUTENHE UHDOPMALIMA NO3BBHETE HA CAEAHMUA TenedoHeH Homep:

Belgique/Belgié

Danmark

Eire/Ireland

France

Kumpog/Kibris

Luxembourg

Nederland

Portugal

Slovensko

+800 2929 1111

+800 2929 1111

+800 2925 1111

+800 2929 1111

+352 2929 44895

+800 2929 1111

+8002929 1111

+800 2929 1111

+800 2929 1111

United Kingdom +800 2929 1111

Bvarapua

Deutschland

EAAGSQ

Hrvatska

Latvija

Magyarorszag

Osterreich

Romania

+8002929 1111

+800 2929 1111

+352 2929 44895

+352 2929 44983

+800 2929 1111

+800 2929 1111

+800 2929 1111

+800 2929 1111

Suomi/Finland +800 2929 1111

Ceska republika +352 2929 44926

Eesti

Espafia

Italia

Lietuva

Malta

Palska

Slovenija

Sverige

+800 2929 1111

+8002929 1111

+800 2929 1111

+8002929 1111

+352 2929 44886

+352 2929 44899

+352 2929 44985

+800 2929 1111

CA_RECEPTION_NOTIFICATION_BG_V2
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r HAOBPHY 9300 4 ya."Manaitor Xuros" 24 & 058/600488 thaxe 058/600414 & e-mail: oblb@bergon net

CbAbPXKAHUE

Ha JOKYMEHTAHATA 32 y4acTHE B NPOLEyPa 3a Bb3jlaramHe
Ha 00LIeCTBEHA IOPBYKA, CbIiacHo 1. 31, amx. 1 or 3011

1. Pemrenue 3a otkpuBane Ha TIporeypa 3a Bb3jlaraHe Ha OOIIEeCTBEHa MOphYUKa —
B OT/IEJIEH Gaii.

2. ObsBrenye, ¢ KOETO ce ONOBECTABA OTKPUBAHETO HAa IpoleaypaTa — B OTHENIeH
Gaiin.

3. Texuuuecka cuenudukanus.

4. YKasanus 3a NoroToBKa Ha odeprara.

5. IIpoekT Ha KOTOBOp ¢ IPUITOKEHHS KbM HETO,

6. OOpasii Ha IOKYMEHTH — B OTIEIIEH Gaiin:

6.1. [lpunoxenue Ne 1 - 3aasmkuTeneH obpaseu: LleHoBo npeioxkenue:;

6.2. Ilpunoxenune Ne 2 - 3agnmxuresnen obpazen: TexHHYECKO MpeIOKEHHE:

6.3. Ilpunoxenune No 3 — 3agninKuTEIeH obpasen: Jleknaparws mo . 59, a. L, T.
3, BB Bp. ¢ wi 53, am. 2 or 3akona 3a MEPKHMTE Cpelly H3NHMpaHe Ha [apH, 3a
MACHTHYHUIHPAHETO Ha (YHU3UYECKO NHIE, AEHCTBUTENEH COOCTBEHHK HAa FOPHIMYECKO JIHIIE
HM Apyro obpasosanue. Ilpeicrass ce mpm moammcsanero Ha J0ToBOpa 3a obIiecTBeHa
OPBYKA.

7. Crannapren ofpasell Ha eIHHHHMS €BPONEHCKH JOKYMEHT 3a OOINEeCTBEHH
nopsuku (eEEJIOIT) — B *zip daitn.
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TEXHUYECKA CIHELHU®UKAIIUS

1. O0mu H3MCKBaHKA 32 KA4eCTBO HA MEANIHHCKATA anapaTypa:
1.1. /la otroBops Ha U3KMCKBaHMATA HA W1, 82, an. 1 oT 3akoHa 3a MEIHIIHHCKHTE

uzjenus (3MHU).

1.2. Jla uMa HHCTPYKIHS 32 yoTpeOa Ha OBJIrapcKHu €3HK.
1.3. Memuuunckara anapatypa ma ¢ (abpuuHo HoBa, HeynorpeGsBana,

HEpEeIHUKIHpaHa, HeJEeMOHCTPAllMOHHA M IPOH3BeieHa He mo-pano oT 2017 rog,.

2. TexHu4ecKH H3UCKBAHNS KbM MEIHUMHCKATA anaparypa:

Jla no3BosBa npoduaKMpane Ha HaTpUs U yarpaduaTpanusra.

Jla Moxke 1a IpoBe/1a YHUIIYHKTYPHA IHAIN3a, KIHK-KIIAK.

IIa HMa BE3MOJKHOCT 3a IIPOBEXKIaHEe Ha alleTaTHa, KaKTO U Ha 6HKap60HaTHa JHaIA3a.

Jla npuTexaba MOy 3a cyxa OukapboHaTHa CyOCTaHIMS.

|||t —

Jla ocurypsiBa BBB BCEKM MOMEHT OT MpOLELypaTa CTAPTUpaHE Ha H30JIHpaHa
yarpaduntpanus (audysus).

lla € OT OTBOPEH THII — [ia TO3BOJIsIBA H3M0JI3BAHETO HA KPLBHU JIMHUH, JHAIH3aTOPH |
AHAJIN3HA KOHIOEHTPATH U OT APYI'H ITPOH3BOANTEIH.

I[a HMa H3MCPBAHE H 3alllUTHM CHCTEMH Ha apTepHaliHO, BEHO3HO H TpaHCMGMGpaHHO
HaJIATaHe.

Jla ¥Ma BB3MOKHOCT 3a HAacTpolBaHe Ha TEMIEpAaTypaTa HA [MAIM3HHS PasTBOD B
rpanunuTe ot 35 mo 39° C.

Jla uMa XenapuHOBa IIOMIIA C BB3MOMKHOCT 3@ JOCTaBsHe Ha o34 oT 0 go 10 mu/yg +
Bonyc maxkc. 5 mi/6omyec.

10

Jla npurexaBa IporpaMH 3a KayecTBeHA ME3UHQPEKIHMs C KHUCETH MW OCHOBHH
Ne3UH(EKTaHTH KaTo NPOrpaMHTe 3a Topela Ae3uH(EKIns Wi IPOMUBKa Jia GbIaT Ha
450 ma/mMuH a Te3u 3a cryena Ha 600 MiI/MHH.

11

)j[a HMa BrpaJcHa CHCTEMa 3a pasilO3HaBAaHE HA KOPEKTHHA ,H63HH(I)GI(T8.HT 3a
CBHOTBETHATAa IIporpaMa Ha ,ELCSI/IH(IIGKU‘HH.

12

Ja pasnosniara ¢ nporpama 3a TOILTHHHA JIe3HHOeKIHs (Temmeparypa 1o 85°C).

13

Ha u3nonssa cucrema 3a 06eMHO KOHTPOJHpaHa yATpaduITpalmus ¢ TOYHOCT 1% u
ckopoct ot 0 mo 4000 mn/gac. M na noxassa moctosiHHO napamerpute UF Llen, UF
BpeMe, UF ckopoct u UF obem.

14

Jla mpuTexaBa JETEKTOp 3a HalIWYME HA KPBB B JMadM3HaTta TeyHocT < 0.5
MJI/KpBB/MUH — ipu Het=25 1 3aMbpcsiBate Ha XHAPABIMYHATA CHCTEMA.

15

Jla mpuTekaBa yJITpa3BYKOB BB3AYIICH IETEKTOP 22 MM.

16

/la nputexasa ONTHYEH JETEKTOP 3a HAJIMYAC HA KPBB WM (DU3HOJIOTHYEH PA3TBOD B
KpPbBHATA JIMHHS.

17

Jla naBa BB3MOMKHOCT BBB BCEKH €IHH MOMEHT OT NpOLEAypaTa Ja Ce M3BeK/Ia
urposa U TekcToBa HH(OpPMaIKs Ha OBIATApCKH €3HK Ype3 HaTHCKaHe HAa OYTOHH Ha
naHena.

18

Jla mpuTexaBa MOIyJl H3MEpBAll B pealHO BpeMe KoedHIHEHTAa Ha OYHUCTBAHE HA
KpwBTa Kt/V.

19

/[la mpurexaBa KOHTPOII in vivo Ha KJIHPBHCA HA ypes..

20

]la [IPUTEXaBa KOHTPOJI Ha HATPHi B I1J1a3Mara.

21

I[a IIpATEXNKaBa aBTOMAaTHYHO BKJIIOYBAHE W IIPOBEXAHE HAa HAYaAJIEH TECT.
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[ 22

[la e cbupoBo/ieH ¢ HHCTPYKIKs 32 10TpeOUTENS Ha OBIrapcKy 31K,

23

Mla nputexara meHTpanH3mpano Onokupane Ha XomoBara wuacT m Onoxupan
MCOXaHH3bM Ha KyIUIYHTHTE Ha AHAIU3aTHHS PA3TBOp.

24

Jla uma aBromarmuno allaliTHpaHe Ha NHANU3aTHHS II0TOK Ha 0asa Ha 3amajeHus
KpBBCH IOTOK U /12 MOXe /1a IPEU3UMCIIABa eeKTHBHHSA KPBBEH MOTOK npu paborta ¢
PasjIfiHM CErMEHTH Ha KpbBHaTa JHHHs. Jla mpuTexasar anuporeHeH (QUITHP 3a
AHMAITA3HATA TEYHOCT € MUIONL HA MemOpaHaTa HE NO-Majka OT 2,2 KB.M C BrpazcHa
CHCTEMA 32 KOHTPOJI Ha OTPabOTEHOTO BpEME H NpeIBapHTEIHA MH(pOpPMAIINS 3a CMsIHA
Ha QUITHpA.

25

Jla npureskasa Brpajena Gatepus ¢ kamammrer He no-manek oT 3 Ah nipu 18 V u na
Obae obopyaBad ¢ TOMIOOGMEHHHUK. Jla ¥mMa BB3MOKHOCT 3a BKIIOYBAHE KbM
HH(POPMAIHOHHA CHCTeMa.

26

lIa TIpUTE)KaBa I10JIyaBTOMAaTHYHO HHCTaJIMpaHe Ha IOMIIEHHUSI CEerMeHT Ha KpbBBHara
JIHHHA H Ja uMa dBTOMAaTH3HpaHa IIporpama 3a MOYHCTBAHE C XJIOpE€H Impemnapar oT
JIMIIEBATA 4acT Ha arapara.

27

Ha nMa BB3MOXKHOCT 3a IpejocTaBsite B paboTeH pexuM Ha Be rpapuKu uin rpapuka
¥ pabOTHH IapaMeTpH OT M3BBPINBAHATA (TekyIna) quanH3Ha mpolenypa.
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YKA3AHMUA 3A TIOATOTOBKA HA O®EPTATA

1. IloaroroBka na odeprara:

L.1. Ilpu moaroroBkara Ha odeprute Y4YaCTHHLUMTE Ca JUILKHH Ja crazBar
M3HCKBAHHATA Ha BB3NOXKHUTe/s. Odeprara caenBa 1a 0TroBaps Ha HM3HCKBAHKATA, IOCOUCHH
B PCIICHHETO, OOSBIEHMETO H JOKYMEHTALMATA 33 yYacTHE B npouenypara u ga 6nje
opOopMeHa O NPHIOKEHHTE KBM JOKYMEHTALMATA 00pa3sim, KOratro ToBa Ce€ M3HCKBA.
OTroBopHOCTTa 3a NPABHIHOTO BB3NpHEMAaHE HA JAOKYMEHTAIIMATA 3a YYacTHE CE€ HOCH
€/IMHCTBEHO OT YYaCTHHIIUTE.

1.2. Odeprute ce U3roTBAT Ha GBIArapcKH e3WK. JIOKyMEHTH, KOUTO ca Ha 4y
€3HK C€ [IPEJICTABAT U B IPEBOJ Ha GbJrapcKH.

1.3. Jlo n3tn4aneTo Ha cpoka 3a mojasaHe Ha O(epTHTE, BCEKH YYaCTHHK MOJKe
Jla TPOMEHH, J1a NOM'BJIHK HIIH Ja OTTerNH odepraTa CH.

1.4. Tlpencrapsnero Ha odepra 3ambIKaBa yyacTHHKA fa [IPHEME HaITBJIHO
BCHYKA H3NCKBAHUS U yCIIOBUSA, I0OCOUCHH B PELIEHHETO, OOSBICHHETO M JOKYMEHTAIHATA 32
y4acTHe B Ipoleaypara.

1.5. Beeku yuacTHHK B IIpolie/lypaTa HMa NpaBo 1a Ipe/ICTaBH camo egHa odepTa.

1.6. Jlune, koero ydactBa B OOGENHHEHHE WM € [al0 CbIIIACHE Ja Osme
TIOMHU3MLIIHATEIT HA APYT y4aCTHHK, HE MOXKe JIa 10/1aBa CaMOCTOSITENHA odepTa.

1.7. B nponexnypa 3a Bb3naraHe Ha obmiecTBeHa NOpBYKA €AHO (PH3HYECKO MM
IOPHIMYECKO JIMIE MOJKE []a y4acTBa caMo B €IHO 0OeJHHEHHE.

1.8. Cewp3ann mina ne morar fa ObIaT caMOCTOSTETHH YYaCTHHLM B €IHA U
cbua npouenypa. Ilox "cbpsanu smua" creiBa na ce MMa NPeIBHI OIPENENEHHETO 10 § 2,
T. 45 ot JIP Ha 30I1.

1.9. VwyacTHmmuTe Morar na ce mo3oBaT Ha KamanHTeTa Ha TPETH JIHIIA,
HE34BHCHMO OT TpaBHATA BPb3Ka MENKIY TSX, [0 OTHONICHHE HA KPUTEPUUTE, CBBP3AHHU C
HKOHOMHYECKOTO M (DMHAHCOBOTO  CBhCTOSHME, TEXHHYECKHTE  CHOCOGHOCTH W
npod)eCHOHANHATAa KOMIIETEHTHOCT, 33 TPETHTE JIHIIA Ce npujara 4i. 65 ot 30I1.

1.10. VyactHummuTe nocousar B odepraTa CH NOAMU3IBIHHTEIHTE H zena or
NOpBUKaTa, KOWTO 1€ MM BB3TOXKAT, aKO BBH3HAMEpPSBAT Jla H3MOM3BAT TaKHBa. 3a
[OJU3I'BIIHMTENIMTE ce npuiara i, 66 ot 3011,

HezaBucumo  oT  BB3MOXHOCTTA 33  M3MON3BAHE HA  IIOMMAIIBIHHTENH
OTrOBOPHOCTTA 3a U3IIBIIHEHHE HA JOrOBOPA 3a OOIECTBEHA MMOPHYKA € HA H3IIBIHUTES.

Besnokurenst  HAMa 14 M3BBpUIBA  JIMPEKTHH pasmiamaHus ¢
[IO/IH3IIBIIHUTEITHTE.

1.11. VYuactaunmure morar ga mocousaT B odepruTe cu HH(pOpMALIHs, KOSTO
CMATAaT 332 KOH(MIEHLHMATHA BbB BPB3KA C HAIMYHETO HA Thpropeka TaitHa. Korato
YHaCTHHIHTE Ca Ce MO30BATM HAa KOH(MAEHIHATHOCT, ChOTBETHATA MH(OPMALHA He ce
Pa3KpHBA OT B3NOKHTENS. YYaCTHHIMTE HE MOTAT Jia Ce I1030BABAT HA KOH(DUICHIMATHOCT
10 OTHOLICHHE Ha MPE/UIOKEHUATA OT OhepTHTE UM, KOUTO IOIEKAT HA OLIEHKA.

1.12. Bendku IOKYMEHTH ce [PEe[CTaBAT B OPHIHHAN HIIH KOIIHs, 3aBepEeHH OT
y4acTHHKa ¢ "BsipHO ¢ opurunana”. Jleknapauunte 1 6aHKOBHTE TapaHLHs, KOFATO TAKHBA Ce
H3UCKBAT, CE NMPEJICTABAT CAMO B OPHUTHHAJL.

1.13. Jlumata Morar Ja NOMCKAT MHMCMEHO OT Bb3JIOKHTEIS pa3siCHEHHUs 110
PEIICHHETO, OOABICHHETO W JOKYMEHTAIHATA 3a OOlIecTBeHaTa nopbuka g0 10 muu npean
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H3THMaHC Ha CpOKa 3a noiyyaBaHe Ha odepTUTe, a KOrarto CPOKBT € CBKpaTeH MpH
HEOOXOMMOCT OT CIIEIIHO Bb3JIaraue - 10 7 AHH. BLalokuTensT IIPEI0CTaBs Pa3siCHEHHUSATA B
4-/IHEBCH CPOK OT IOJyYaBaHe HAa HCKAHETO, HO HE [O-KBHCHO OT 6 oHM mpem cpoka 3a
TOMlyuaBaHe Ha OdepTH, a KOraTo CPOKbT € ChKpaTeH II0pagd HEOOXOAMMOCT OT CIIELIHO
Bb3JaraHe - 10 4 JHA MpelH TO3H CPOK. B pa3ssicHeHusTa He ce mocousa JIMIIETO, HAPABHIIO
3AIIUTBAHETO. BB3MOXKUTENAT He NMPENOCTABs Pa3ssSCHEHHS, aKO MCKAHETO € MOCTLITHIO cien
CPOKa 110 M3pEHCHHE IIbPBO. PasfCHeHMsATa ce MPeNOCTaBAT Ype3 mybIMKyBaHe Ha npoua
Ha KyInyBaua.

2. IlonaBane Ha odeprara:

2.1. JlokyMeHTHTe, CBBD3aHH C yYacTHETO B npoueaypara, ce HpeucTaBAT OT
YHaCTHHKA, WM OT yI'bJJHOMOLIEH OT HEro MPENCTABHTEI - JIAYHO HIIH 4pe3 MOIIeHCKa HIIH
Apyra Kypuepcka yciyra ¢ npemopbsyana HpaTka ¢ oOpaTHa pasmucka, Ha ajpeca Ha
BB3JIOKHTENA: Tp. JJo6pry 9300, yi. "Tanaitor Xutos" 24.

2.2. JIokyMeHTHTe ce TpPEeJCTaBAT B 3ameydaraHa HEIpO3payHa OMaKoBKa, BBPXY
KOATO €€ I0COYBAT: HAMMEHOBAHHETO Ha YYaCTHHKA, BKIHOYHTEIHO YYACTHHLIUTE B
0OCIMHEHHETO, KOTaTo € IIPUIOKUMO; afipec 3a KOPECIIOH/ICHIIH, TeJIE(POH H 110 BE3MOXKHOCT
- (hakc W eNEKTPOHEH anpec W HAHMEHOBAHUETO Ha HopbYKaTa.

2.3. 3a nomyyenute odepTH MpH BB3NTOKHTENST ce BOIHM PErHCTBP, B KOHTO ce
oTbena3BaT: mojgaren Ha odeprara; HOMEp, ara ¥ 4ac Ha MOJIy4YaBaHe; NPHYMHHTE 3a
BPBIIaHe HA O(epTaTa, KOraTo € MpUI0KHMO.

2.4. Ilpu nomyuasane Ha opeprara BbpXY OMaKOBKaTa ce 0TOE/ISI3BAT MOPeJHUST
HOMCP, /laTaTa H 9achT Ha I0JIy4aBaHETO, 3a KOETO Ha IIPUHOCHTENS CE W3/1aBa JIOKYMEHT.

2.5. He ce npuemar odeprH, kouTO Cca [IPE/ICTABEHH CIIe]l M3THYAHE Ha KpalHus
CPOK 3a IT0oJly4aBaHe MJIM Ca B He3alleyaTaHa OIIaKOBKA MIIH B OIAKOBKA C HapylleHa LsJIoCT.

2.6. Korato kbM MOMeHTa Ha W3THYaHe Ha KpaliHHA CPOK 3a MoJIydYaBaHe Ha
oepTH mpe MICTOTO, OMPEJIENeHO 3a TAXHOTO N0/1aBaHe, BCE OIle MMa YaKally JIMIA, Te ce
BKIIOYBAT B CIHCBK, KOHTO Ce NOMMHCBA OT MPEACTABHTE] HA BB3TOKHUTENS H OT
npucheTBayTe uua. OdepruTe Ha MmATA OT CIUCHKA CE 3aBEXXIAT B perucTopa Ha
BB3I0KMTENA. He ce nomycka npuemane na odeprn ot JIMIa, KOUTO He ca BKIIKOYEHH B
CIIHCBKA.

2.7. B cmyuaute, xorato opeprara ce M3lpaia 1o momara Wik ¢ Kypuepcka
Clly’k0a, y4aCTHHUKBT ClIelBa 1a OCHI'YDH HEHHOTO CBOEBPEMEHHO MPHCTHTAHE IIPEIH
M3THIaHe Ha Cpoka 3a nonasaHe Ha odepTu. PucksT ot 3a6apa unu 3ary6sane Ha oeprara e
3a yYaCTHHKA.

3. Ceabp:kanue Ha 3anedaTaHaTa HENPO3paYHA ONAKOBKA H YKA3AHHS 32
NONb/JIBAHE HA IOKYMEHTHTE B Hesl:

3.1. Onuc Ha mpe/cTaBeHHTE JOKYMEHTH.

3.2. Craunapren obpasel 3a eAWHHHUS €BPONEHCKH JOKYMEHT 3a 06ImecTrenn
nopeuku (EEJIOIT) 3a yuacTHuka, a korato e [PHTIONKHMO - 32 BCEKH OT YYaCTHHLUTE B
00e/IMHEHHETO, KOETO HE € IOPHIIMYECKO JIMIE, 33 BCEKH MONM3TEIHNTES 1 3a BCAKO JIHIIE,
HHHUTO PECYPCH 1€ ObJIaT AHTAKUPAHH B H3IIBIHEHHETO HA [IOPHUKATA.

Ha ocuoBamme un. 67, an. 4 or 3001 EmuxHmST CBPOIICHCKH NOKYMEHT 3a
obmectsenn mopsuku (EEJIOI]) ce NpENoCTaBs B CNESKTPOHEH BUJ 10 00pasell, yTBEPACH ¢
akT Ha EBpomneiickara komucus.

Enextponnus EEJIOII e wact or AOKYMEHTalMATa 3a OOIIecTBeHA NOpBYKa,
nyOJIMKyBana Ha mpodwia Ha KynyBava 3a KOHKpETHATa OOIIECTBEHA MOPhUKA. YYaCTHUKBT
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monbisa  eEEJIOIl  upes wuHpopmanmonHarta cucrema 3a eEEJIOIT na anmpec
https://ec.europa.ew'tools/espd. B HH)OPMAIMOHHATA CHCTEMA YYACTHUIIHTE 3apexJiaT
TPCLOCTABCHHSA OT BB3IOMNKHTENS (aidil BbB (opmar *.Xml, OmsIBaT HEOGXOMMMHUTE TAHHH 1
T'0 H3TETJLAT ¥ 3amasBar BbB Gopmar *.pdf u *.xml.

BB310)KATENAT H3MCKBA y4acTHUUMTE A MPELOCTABAT EEJIOIT B emextponen
bopmart, KoiTo He MO3BONIABA PCIIAKTHPAHETO Ha HEroBOTO chabpxkanue (*.pdf). JlokymeHTHT
TpAOBa na ObJe noanmcan ¢ KBaaudUUUpan €JIEKTPOHEH MOANHMC OT JIHIETO, KOETO €
3anemkeno fa noxnuiue EEJIOT]. EnekTpoHHO HOHCAHUAT TOKYMEHT, 3aMHCaH Ha ONTHYEH
Hocuren (CD, DVD, ¢uam namer) ce mocTaes B onakoBKaTa ¢ oeprara.

IlpenoctaBeHuaT oT yuyacTHuKa Gaitn, ceappxkam EEJIOIT me TpsaGea na e
3apaseH C BUPYCH, NIa He ChIAbPXKA MaKpPOCH I M3MBJIHMM IPOIPaMeH KOH. JlOKYMEHTHT
CIIeIBa /1a ChAbPIKA paB (HEKPUIITHPAH) TEKCT.

He ce mpuemar 3a peaoBHoO mogajaeHn mo cMuchbia Ha wiL. 67, an. 4 or 3011
NOANHCAHK HA pbKa U ckanupanu EEJIOII.

Honpo6ro 3a eEE/IOII yyacTHHIUTE MOraT [a ce 3alo3HasT OT Meronuueckure
YKa3saHMs Ha eJICKTpOHHAaTa cTpanuia Ha AOIL.

IIpu noaroroekara na EEJIOII cireasa aa ce mva NpeABH/ CJIeAHOTO:

3.2.1. Ypes EEIOIl y4acTHHKBT ACKIapupa JHICaTa Ha OCHOBAaHUATA 3a
OTCTpaHABaHE H CHOTBETCTBHE C KPHTEpUHUTE 3a MojGop. B Hero ce mpemocrass choTeeTHaTa
HH(POPMAIMS, H3UCKBAHA OT BL3NOMKHTENS, U Ce NPECTaBAT HaHHH OTHOCHO IYOIMYHHTE
PETUCTPH, B KOHMTO C€ ChABPXKa HHpOPMALHsA 3a JEKIapHpPaHHTE OGCTOATENCTBA HIM 32
KOMIIETCHTHHS OpraH, KOHTO CBIJIACHO 3aKOHOJATEICTBOTO HA ChOTBETHATA IbpXkaBa e
AUTBIKEH [1a IIPEJI0CTaBs HHMOPMALMS 33 Te3H 00CTOATENCTRA CITYIKEOHO HA Bh3JI0IKHTE)Is.

3.2.2. B wacm II, pasoen "A: Hugpopmayus 3a uxonomuvecxus onepamop”, &
nonemo  "Hoenmuguxayus" y4acTHUKBT crnemsa  1a OTTOBOPH B CBOTBETCTBHE C
PETUCTPAlMATA CH B THPTOBCKHS PETHCTBD MM JAPYT PETHCTHP ChOOPA3HO HALMOHATHOTO CH
3aKOHOJATENICTBO.

3.2.3. B uacm II, paszden "A: Hugpopmayus 3a uxonomuveckus onepamop”, &
nonemo "®opma na ywacmue" na EEJJOI yuacTHHKST ciienpa 1a OTTOBOPH Jalld y4acTBa B
Ipolle/lypara KaTo 4acT oT 00eqHHEHHeE.

324. B wacm I, paszoen "B Hugpopmayus  3a  npedcmasumenume na
UKOHOMUYECKUsL  Onepamop”, yYaCTHHKBT ClIefBa Ja OTTOBOPDH B CHOTBETCTBHE C
PETHCTpAIMATA CH B TBPIOBCKHMS PETHCTBP WM JPYT PETHCTHP ChOOPA3HO HAMOHATHOTO CH
3aKOHOJATEJICTBO.

3.25. B wacm II, pasoen "B: Hugpopmayus ommocno usnonzeanemo Ha
Kanayumema Ha Opyau cybexkmu", y4acTHUKBT CIeIBa 1a OTrOBOPH Jlajl IIE€ H3I0JI3Ba
KaraluTeTa Ha TPETH JIMLA 110 OTHOLICHHE Ha KPHTEPHHTE, CBBP3aHH ¢ UKOHOMHYECKOTO
(hHHAHCOBOTO CHCTOSHHME, TEXHHYECKHTE CIIOCOGHOCTA 1 npodecHOHATHATA KOMIIETEHTHOCT.
3a BCSKO TpeTo JHIle ce mpejicTass oTnener EEJIOT,

3.2.6. B uwacm II pazoen "I': Hughopmayus 3a ROOUNBIHUMENY, YULINO
Kkanayumem UKOHOMUHECKUAM Onepamop Hama Oa u3non3ea’, yy4acTHHKBT Cleasa Ja
OTrOBOPH KOH Ca MOAM3IIBIHUTEIUTE, KOUTO IIIE MTOJI3EA.,

3a BCEKH MONM3IBIHUTEN Ce MPEeICTaBs OTAeieH EENOII. IMogmsnsaauTtenuTe
TpsOBa Ja OTrOBapsT Ha CHOTBETHHTE KPUTEpUH 32 MOAOOp cHOOpasHo BHJA W JeNa OT
NOpBYKATA, KOMTO Ille H3MIBJIHSBAT, U 3a TAX Ja He ca HAIHLE OCHOBAHHS 34 OTCTPaHABaHE OT
npoleaypara.
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3.2.7. B wacm Ill, pasoen "A: Ocnoeanus, C6BP3AHU C HAKA3AMENHU NPUCHOU"
YIACTHHKDBT NCKIapHpa HATMYMETO Ha OOCTOATENCTBATA 33 OTCTPAHSBAHE OT y4acTHE B
npoueaypara o @wi. 54, an. 1, t. 1 u 2 ot 3011 (ockxaane 3a npecThiieHus no wi. 108a, .
159a-159r, wn. 192a, wn. 209-213, wi. 301-307, wi. 321 u wi. 321a ot HK unu aganoruynu B
Apyra IbpikaBa WICHKA WM TPETa CTPaHa), KAKTO M MPEAIPHETATE MEPKH 38 HAAEKIHOCT 10
wi. 56 ot 30Il, korato e mpuioxkuMo. Te3n OCHOBAHHS Ce OTHACAT 3a nMLara, KOUTO
TIPE/ICTABIABAT y4aCTHUKA, WICHOBETE Ha yIPABUTEIHN H HAJ30PHU OPraHH M 3a JPYI'H JIMLa,
KOMTO MMaT NpaBOMOLIMS Jia YIPAXKHABAT KOHTPON TPH B3€MAHETO HA PEIIeHHS OT Te3d
opranu. Jluuara, 3aJbDKCHH J1a JeKIapupaT 06CTOATENCTBATA 110 Wi, 54, an. 1, . 1 u2ca
nocouyeHu B 4ji. 40, an. 2 ot IIT13011. Koraro H3kcKBaHHUSTA MO L. 54,am. 1, 1.1 12 or 30I1
CE€ OTHACAT 32 MOBEYE OT €HO JIKLE, BCHUKH JIMLA [OIHCBAT SIHH U CHII EEJIOII. Korato e
HAJIALE HEOOXOMMOCT OT 3allUTa Ha JIMYHUTE JAHH] HIIH [P pa3nuyune B obcTosTeNCTBATA,
CBBP3aHH C IHYHOTO CHCTOSHUE, HHPOPMAIIHATA OTHOCHO M3HCKBAHUSTA 1O . 54,am 1, 1. 1
1 2 or 30II ce monensa B otnenen EEJIOI 3a Besixo JHNE HIM 33 HAKOH OT JMIara. B
ClIydauTe, KOrato ce mofasa mnosede ot emun EEJIOII, oOcTosTelicTBaTAa, CBBp3aHH C
KpUTEpUHTE 3a 10A00D, ce chabpxar camo B EEJ[OII, moanucan ot JIMIE, KOETO MOKe
CaMOCTOSTENIHO /2 NPE/ICTABIISBA CHOTBETHHS CTONAHCKH CYOEKT.

3.2.8. B wacm III, pazoen "B: Ocnosanus, C6BP3aNU ¢ nAAUanemo Ha Oanvyu U
COYUANHOOCUSYpUMENHY 6HOCKU" YYaCTHUKBT JEKIApUpa HAJTMYHETO HA 0OCTOSTENCTBATA 33
OTCTpaHABaHE OT y4acTHe B mpoiexypara no 4i. 54, am. 1, 1. 3 ot 30I1, T.e. nany uma
3a/BJDKCHHS 32 TAaHBIUK U 3a[bJDKMTCIHH OCHTYPHTEJIHH BHOCKH 110 CMHCHIa Ha wi. 162, ai.
2, 1. 1 or JIOIIK, KakTo u npemnpueTute MEPKH 3a HaJIe’KTHOCT 1o 4. 56 ot 30I1, korato e
IIPHIIOKHMO.

3.29. B wacm III, paszoen "B: Ocnosanus, cevpsanu c HeCbCMOIMENHOCH,
KOHQIUKM HA uUHMeEpecu unu npoghecuonHano Hapywienue" y4aCTHHKBT JeKJapupa
HAJIMYAETO HAa OOCTOATEINICTBATA 32 OTCTPAHSBAHE OT YUaCTHE B npouenypara o un. 54, an. 1,
T. 4,5, 6 u 7 ot 30I1. OcHOBaHHMATA IO WJI. 54, 1. 7 or 30II ce oTHacar 3a JIMIaTa, KOUTO
TIPEACTAB/IABAT yIACTHUKA, YICHOBETE HA YIPABUTEHH U HAJ30DHH OPraHW M 3a JIPYTH JIHLIa,
KOUTO MMAaT NpaBOMOLUMS Ja YNPAXKHIBAT KOHTPON IpPH B3€MAHETO HA PEIIEHHS OT Te3|
opraHu. Jlunara, 3agbiokeHd na AeKnapupat oOcTosTeNncTBaTa 1mo ui. 54, an 1, T. 7 ca
noco4yend B wi. 40, an. 2 ot [II130I1. Korarto W3kCKBAHMATA 110 9, 54, an. 1, 1. 7 ot 3011 ce
OTHACAT 3 IOBEYE OT €AHO JIMLE, BCHYKH JIMIA NOMCBAT et u cbir EEJ[OT]. Korato e
HAJIALE HEOOXOIMMOCT OT 3aITUTa Ha JINIHHTE JIAHHK HIH [IPH pa3nuyne B obcTodTencTaara,
CBbP3aHH C JIMYHOTO CHCTOAHHE, HH(POPMALMATA OTHOCHO M3MCKBAHHATA 11O Wi, 54, ai, 1,77
ot 3011 ce nomsnea B otaenen EEJJOIT 3a BCsAKO JIHIE MIIM 33 HIKOH OT Junara. B ciyuante,
Koraro ce moxasa noseue ot exuH EEJIOIL, o6crostencrrara, CBBP3aHH C KPUTEPHHUTE 3a
noabop, ce ceaspxkar camo B EEJIOI, moamucan ot JHLE, KOeTO MOXKE CaMOCTOSTEIHO Ja
MPE/CTABIIABA CHOTBETHUSA CTONAHCKH cybext. Ilon "koH(IMKT Ha uHTepecu" crnemsa na ce
pas3bupa onpesenennero, nageHo B § 2, 1. 21 or HP na 30I1, Korato BB3M0OKUTEIAT, HEFOBH
CIYKUTCIM MM HACTH OT HEro JHlIAa M3BBH HEroBaTa CTPYKTYpa, KOHTO Y4acTBAT B
[IOATOTOBKAaTa HJIH BB3JIAraHETO Ha OOIIECTBEHATa MMOPHYKA HIM MOIaT 1a IOBIHSST Ha
pe3yiiTaTa OT Hesl, IMaT MHTEPEeC, KOHTO MoXe J1a BOJH 10 061ara no cMUChIA Ha 91 54 oT
3aKkoHa 3a NPOTHBOACHCTBHE HA KOPYMIHMATA M 3a OTHEMAHE HA HE3aKOHHO npuA0OHTO
HMYIIECTBO U 3a KOWTO OM MOIJIO Jia ce MpHeMe, ye BIIMse Ha TAXHATA OesnpHcTpacTHOCT 1
HE3aBHCHMOCT BbB BPL3Ka C BB3JIaraHeTo Ha o0lIecTBeHaTa IOPhUKa.

3.2.10. B wuacm I, pazdenr "I Cneyugpuunu  nayuonannu ocnosanus 3a
usKkao46are " y9acTHUKBT JIEKIapupa HATHIHETO HA:
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3.2.10.1. O6c¢rosrencrrata 3a OTCTpaHfABAaHE OT yyacTHe B IPOLEMYpaTa MO Yl
54, an. 1, . 1 u 2 or 3071 (ockxkaane 3a LIPECTBIVIEHUA 10 wi. 172, un. 194-208, un, 213a-
217, . 219-252 m an. 253-260 u wi. 352-353¢ or HK wmm AHAJIOTHYHK B Jpyra IbpikaBa
UIeHKa HITH TpeTa cTpaHa). Te3M OCHOBAHHS Ce OTHACST 3a JMnara, KOMTO IpeACTaB/IsiBaT
YHaCTHHKA, 1ICHOBETE HA yNPABUTEIHH U HA/30DHA OPraHy W 3a JAPYTH JHIA, KOHTO HMAT
TIpaBOMOIIHA J1a yIPAXKHABAT KOHTPOJI [IPH B3EMaHETO Ha PEIIEHHS OT Te3H opranu. Jlunara,
3a/IbIDKCHH 12 IEKJIapupar obcToaTencTsara no wi. 54, a. 1, 7.1 u2 ca nocoyenu B u. 40,
an. 2 ot IIIT30I1. KoraTo M3MCKBaHHATA IO 4L, 54, an. 1, . 1 u 2 or 3011 ce oTHAcsT 3a
TOBCHE OT CNHO JHME, BCHYKH JMLA noanucear exud u cbm EEJIOIL Koraro e HaIuie
HEOOXOMMMOCT OT 3allMTa Ha JHYHWTE NAHHU HIIH Ipu pasiuyue B 0OCTOsTENCTBATA,
CBBP3aHHU C JIMYHOTO ChCTOSHHE, MHPOPMALIMATA OTHOCHO M3HCKBAHUSTA 110 9L S4,am 1, 1.1
v 2 ot 30I1 ce nonenBa B oTmEIeH EEIOIT 3a Besiko nuIle Wi 3a HAKOH OT nvuara. B
CIy9dHTe, KOraTto ce mojasa moseue oT exuH EEJIOIL, obcTodATeNncTBATA, CBBP3aHU C
Kputepunte 3a noxabop, ce chaspxkar camo B EEJIOI, mommucan ot JIUIIE, KOETO MOXKE
CaMOCTOATEIIHO /la IPEICTABIIABA CHOTBETHHS CTOMAHCKH CYOEKT,

3.2.10.2. CBBp3aHOCT ¢ APYT y4aCTHHK B nponenypaTa no ¢cMuchia Ha § 2, T. 45
ot 1P ua 3011, BeB Bp3kac § 1, 1. 13 1 14 ot JIP Ha 3akona 3a myGimanoTO MpeuIarane Ha
[IEHHH KHHKA.

3.2.10.3. Ilpeuku 3a yyactre B 06IIeCTBEHH NIOPBYKH 1O 4. 3, T. 8 or 3akoHa 3a
MKOHOMHMYECKHTE i (MHAHCOBHTE OTHOLIEHHUS C JIPy)KeCTBaTa, PETHCTPHUPAHH B IOPUCIUKIUH
¢ npedepeHIMaNeH JaHbYeH PEXHM, CBBP3aHUTE C TAX JIHNA W TEXHHTE ACHCTBUTE/IHH
COOCTBEHHMIIH, OCBEH AKO € HAJHIIE M3KIIIOUEHHETO 10 Wi, 4 oT CBUINS 3aKOH.

3.2.10.4. Ilpennpuerdre MepkM 3a HAZEXIHOCT 10 Wi 56 oT 3011, xoraro e
TPHIOXKHMO HIIM HalIMYMETO HA M3KIIOYEHMs 1O Wi 4 oT 3aKOHA 3a MKOHOMHYECKHTE M
(PMHAHCOBUTE OTHOLIEHHS C APYKecTBara, PETHCTPHPAHH B FOPUCAMKIMH C NpedepeHInaieH
AAHBYCH PEKHMM, CBEP3aHHUTE C TAX JIHIA U TEXHUTE NeHCTBUTEIHH COOCTBEHHIIHN;

3.2.11. B yacm IV, pasden "A: T'oowocm" & nonemo "Bnuceane 8 cvomeemen
npogecuonanen  pezucmuvp”  YYACTHHKBT —MOCOYBA JMIOKyMEHTa, C KOWTO Ji0Ka3Ba
CROTBETCTBHETO CH mo paszien III.1.1) ot o6sBnennero 3a omosecTsBane Ha oO1mecTreHaTa
nopruka: Jla ca THProBUM Ha €IPO ¢ MeTHIHHCKH H31CNUs MM [NPOM3BOAMTENH HA
MEIUIMHCKY H3/I€JIMsl, yCTAHOBEHH Ha TEPUTOpHIATA Ha Pery6inka benrapus.

Y4acTHHK, UMalll IPaBOTO 2 THPryBa ¢ MeTHITHHCKH H3/IeNINs, KOHTO € IOJIyqul
PA3pCILICHHCTO CH OT KOMIIETEHTEH OpraH Ha IbpikaBa-uieHka Ha EC wi na Jpyra abpykaBa
- cTpada no CropasymeHHeTo 3a EBpOmeHcKoTo MKOHOMHYECKO IIPOCTPAHCTBO, WJIM Ha
Kondenepauus IlBeiiiapus, nps moanucsanero Ha J0roBopa cieaBa ja Objle BIHCAH B
peructepa no uin. 81 or 3MU, B KadecTBOTO My Ha JHIe Mo wI. 78a 0T 3MU.

3.2.12. B wacm IV, 6yxeéa "B: Texnuuecku u npogpecuonannu cnocobrocmu” &
noremo "Vnpasnenue na eepucama na docmaska" YYaCTHUKBT II0COYBA TOKYMEHTA, C KOHTO
A0KasBa CHOTBETCTBMETO CH mo pasnen I11.1.3) or obsBiennero 3a omosecTspane Ha
oOImecTBeHAaTa MOPBYKA: Ceprudukar 3a mnpunarase wu OANbP)KAaHE Ha CHCTEMa 3a
ynpasienue Ha kadecTBoto EN ISO 9001 w/umu EN ISO 13485/13488 w/uiu €KBHBAJICHTHA,
¢ 00XBaT B 06/1aCTTa HA TPOM3BOACTBOTO M/HIIH TbPrOBHATA C MEAUITHHCKH HU3/1EITHS.

3.2.13. B yacm 1V, pazoen "B: Texuuuecku u npogecuonannu cnocobrocmu” ¢
nonemo "Buvznazane na nodusnvinumenu e npoyenmHo uspadjcenue’ Y9aCTHHKBT 10COYBA
AieJia OT IIOpBYKATa, KOWTO 1€ BB3JI0XKH HA ITOAU3IBIENATEL.

3.2.14. YyacTHHLIHTE Ca JUIBKHH Ja yBEIOMAT IUCMEHO BB3JIOXKHTENS B 3-/THEBEH

CPOK OT HACTHIBaHE Ha 0OCTOATENCTBO 10 Wwi. 54, an. 1 ot 3011, JEKJIAPHUPAHO OT TSAX B YACTH
[T u III Ha EEJTOIL.
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3.2.15. YuacTHHLMTE MOTaT /1a M3M0JI3BaT EEJIOI, xoiiTo Beue e 6MJI H3MON3BAH
NpH NPEeAXo[Ha mponeaypa 3a OOIIECTBeHA MOPEBYKA, NPH YCIOBHE, 4e HNOTBBPAAT, 4e
ChAbpKALlaTa C€ B HEro MHPOPMAIHs BCE OIIE € aKTYaIHa, IIPH YCJIOBHATA HA WL, 44, an. 2

ot [1I130I1.

3.3. okymentu mo ui. 45, an. 2 ot II130I1 3a mokaspane Ha IpEANIPUETHTE
MEPKH 3a HaJIesKTHOCT 110 4J1. 56 ot 3011, korarto e mpuioxumo.

3.4. Ilpu yyacTHuM 0GeIMHEHHs, KOMTO HE ca IOPHIMYECKH JIHIA — KOMHE OT
JIOKYMEHT, OT KOHTO Jia € BU/JHO IPABHOTO OCHOBAHHE 34 Ch3aBaHe Ha 00 IMHEHHETO, KAKTO
U cre/Hata MH(OpMaIMs BBB Bph3Ka ¢ KOHKpETHATa OOIIECTBEHA MOpBYKA: TMpaBaTa H
3a0B/DKCHUATa HA YYaCTHHIMTE B O00eMHEHHETO, pasnpeleNeHHETO Ha OTIOBOPHOCTTA
MEXKIY WICHOBeTe Ha OOCIMHEHHETO; ACHHOCTHTE, KOMTO INE M3MTLIHAEA BCEKH “WIEH Ha
o0e/IHHEHHETO.

3.5. LleHOBO MpEUIOKEHHE, CHABPIKAIIO TIPETOKEHHETO HA YIACTHUKA OTHOCHO
lIeHaTa 3a IpuAoOUBaHE — 110 3a/IbIDKHTeNeH oOpasen IIpunoxenue No 1.

IIpeutoxenara nena Tpabsa ja e B nesa, 6e3 JIJIC, 3akpbriena mo BTOPHS 3HAK
CJIe/l IECETHYHATA 3ameTas.,

LleHOBOTO MpeaIoikeHHe MOsKe 1a He ce TIOCTABS B OT/E/EH 3amedaTan UMK,
ThH KaTO BBL3JI0KHTEIAT € NPeIBHIMI PA3/IeKAAHETO HA JOKYMEHTHTE [a CTaHe Mo
peaa na ui. 104, an. 2 or 30Il, npu KoeTo OEHKATA HA TEXHHYECKHTE H IEHOBHTE
MPEATIOKEHHS HA YIaCTHHUMTE MIe e H3BbPUIH NPEIH PasrJIexk/IaHe HA JOKyMeHTHTe 32
ChOTBETCTBHE ¢ KPHTEPHHTE 3a moAbop.

3.6. TexHHYIeCKO IpeIOKEHHE, ChIBPIKAIIO:

3.6.1. TexHMYECKO IPEIOKEHHE - TI0 33/ (BIDKHTEIIEH obpaszen [Ipunoxenne Ne 2
KBM JOKYMEHTALUATA 38 YIaCTHE.

B T03u nOKyMeHT y4acTHHKBT:

- IlpaBu npennoxenye 3a gocraBka Ha 7 (ceneM) Oposi XeMOIMalIU3HH anapary,
KaTo moco4sa Mapka, MOJIe]I, IIPOM3BOIHTEII, TO/IMHA Ha IIPOM3BOJICTRO.

- Ilocousa B Tabimmata mo Touka 2 0T TeEXHHYECKOTO [peI0XKEeHHE
CbOTBETCTBUETO Ha MPEANAaraHuTe XEMOIHATM3HY alapaTH ¢ H3UCKBAHUATA HA TEXHHUECKATA
creru(puKaIus:

-- B ko10Ha 2 Ha Tabnuuara no Touka 2 nocousa napameTpute (QyHKIIMOHAIHYU,
TCXHHYECKH H3UCKBAHHS, PabOTHH XapaKTEPHCTHKH H OKOMILIEKTOBKA) Ha Ipe/UlaraHuTe
XEMOIHAIIN3HH alaparTH;

-- B konona 3 Ha TaGimunara mo Touka 2 TocoYBa CTpaHHIlaTa OT KaTallor,
[POCIEKT, MPOAYKTOB JIMCT HJIM IPYyr NOKYMEHT Ha IPOM3BOAMTEJS, HA KOSTO € MOCOYEHO
CHOTBETCTBHETO Ha IIPEITIOKCHHETO ¢ H3UCKBAHUSATA 110 KOJIoHA | oT Tabmuiara.

- IlpaBu npenioxkenue 3a: cpoka/cpoKoOBETE U pa3Mepa Ha ILIAIIAHE;

- IIpaBu npemioxenue 3a Cpoka Ha JJOCTaBKA; CPOKA 3a MOHTAX M BHBENUIAHE B
CKCIIOATAlA; CPOKA 33 IApaHIMOHHO IOUIBPKAHE; CPOKA 33 OTCTPAHSBAHE HA NOBPELH B
CpOKa Ha rapaHlHOHHOTO MO/UIbPIKaHE.

- Jleknapupa cpoka Ha BaJlM/JHOCT Ha oepTara,

- Jlexnapypa ChIIacHeTo CH ¢ KIlay3uTe Ha IPHIIOKEeHHAS MIPOEKT Ha JOTOBOD;

- Hexnapupa npyru oGcTosTencTsa, M3HCKBAHH OT BBH3JIOKHTENA M [HOCOYEHH B
oOpasella Ha TOKYMEHTA.
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3.6.2. JIokyMmeHT 3a YIIBITHOMOIIABAHE, KOraTo JIMIETO, KOETO IM0/1aBa odeprara,
HE € 3aKOHHMAT NPEICTaBUTEN HA YYaCTHHKA.

3.6.3. Ilpocmektn, karasnosu, MIPOIYKTOBH JIMCTH WJIM JPYI'H pPABHO3HAYHH
AOKYMEHTH Ha IIPOM3BOJMTEIIA, IPEBECHH Ha OBLITapCKH e3uK, JOKa3Balld ChOTBETCTBHETO
Ha IPENIOKEHHETO ¢ H3HCKBAHHUATA KbM XEMOJHATH3HUTE anapaTH /TEXHHYECKH W APy
napameTpu/: (QYHKIMOHATHH, TEXHHYCCKH M3UCKBAaHHA, pPabOTHH XapakTepUCTHKH W
OKOMILICKTOBKA. B T€3M IOKYMEHTH yYacTHHKBT 3aXbIKHTEIHO TpsAbBa na orOenexu
(momueprae) u HOMepHpa BCeKH OT [TapaMEeTpUTEe 110 KOJIOHA 1 Ha Tabnauuara o Touka 2 or
3aIBIDKMTENHUS obpasen; Ha "TexXHHYECKOTO NPEIUIOKCHHUE 33 M3IBJIHEHHE HA MOpPhYKATa
Ilpunoxenne Ne 2 rtaka, 4e ma craBa sicho HaJIMYMCTO Ha CHOTBETHHTE (YHKIIMOHAIHH,
TCXHHYCCKH H3MCKBAaHMS, paOOTHH XapaKTePUCTHKH H OKOMILIEKTOBKA.

Bh31okuTenaT He u3nckBa mpexctaBenmTe 0T YYACTHHIHTE JOKYMEHTH Ja
0bAaT nocTaBeHH B OTHENHH IUIMKOBE, NaNKH H/MAM [KoGOBe 3a J0OKYMeHTH.
JlokymMeHTHTE MoraT ja 6bAaT HocTaBeny CBODOJHO B ONAKOBKATa ¢ oepTaTa.

4. Pasruiesknane na odeprure:

4.1. Tlomy4enure opepru ce OTBapAT Ha IyOIMYHO 3acefaHue, Ha KOETO MOTaT Jia
TIPHCHCTBAT YHACTHUIMTE B IIPOLIEAYPaTa HIIA TEXHH YIILIHOMOIICHH IIPEJICTABUTENH, KAKTO
H IIPEICTABUTENIN Ha CPEACTBATA 38 MACOBO OCBEIOMSBANE.

4.2. BB30KUTENAT npeaBmKia PasINIK/IAHETO HA O(epTHTE Ja Ce U3BBLPIIH 110
pena Ha un. 104, an. 2 or 30II, IIDH KOETO OLEHKAaTa Ha TEXHUYECKHUTE W IIECHOBHTE
MPELNIOKEHUA Ha yYACTHULHTE LI€ CE M3BBPIIM NPEIH NPOBEKIAHETO Ha IPENBAPUTETHHS
noxbop.

4.3. JleficTBHsTa HA KOMHCHATA 32 H3BBPIIBAHE Ha NMOAOOp HA KaHJMIOATHTE H
YHAaCTHHIHTE, pasrexkIaHe U OLeHKa Ha o(epTuTe (KOMHCHSTA 1O W, 103, an. 1 ot 3011) ce
U3BBPINBAT B CJI€/IHATA [TOCIIEOBATEHOCT:

4.3.1. KomucHSTA OTBaps MO pefa HA TIXHOTO TIOCTBIIBAHE 3alle4aTaHUTe
HETIPO3pavHH OIAKOBKH M OMOBECTSIBA TSAXHOTO ChABDKAHHE, BKJIFOUHTEHO IIPEIOKEHHATA
Ha yHaCTHHIUTE 110 TI0Ka3aTelIs 3a OIEHKa Ha OepTHTE;

4.3.2. TEeXHHYECKOTO M HEHOBOTO [IPCANIOKEHHE HAa BCEKM OT YYACTHHIIHTE Ce
IIOIHCBAT HaH-MalKO OT TPHMa 4IEHOBE HA KOMMCHATA M ce opejiara 1o eaMH oT
HPHCECTBAIIUTE NIPEACTABUTENH Ha APYTUTE YUACTHHUIMH A ['H NOANHKLIe, ¢ KOETO myOinyHaTa
4acT OT 3aCCAaHHETO NPHKIIOYBA,

4.3.3. KOMHCHSATA pa3sriex/ia NpE/JICTABCHHTE O(QEPTH M OLEHSBA ChIIACHO
H30paHKs KPHTEpHil 3a Bb3jlaraHe Te3W OT TAX, KOMTO CBOTBETCTBAT Ha IIPEIBAPHTEINHO
00SIBEHHTE YCIIOBHS;

4.3.4. xoMHCHATA pasIyexTa TOKyMEHTHTE, CBBP3aHH C JIHYHOTO CHCTOSHHE M
KPHTCPHHATE 32 1000, HA YIaCTHHIATE B HH3XOJISIL Pe;l CIIPAMO IOJIyYEHHTE OLEHKH;

4.3.5. Koraro yCTaHOBHM JIMIICA, HENBIHOTA TN HECHOTBETCTBHE Ha
MH(OPMAIHATA, BKIIOIHTETHO HEPELOBHOCT HIIH (hakTHYECKa rpenIKa, HIIH HEChOTBETCTBHE ¢
M3UCKBAHUATA KbM JIHYHOTO CHCTOSHHE WM KPHTEPUHTE 32 noa00p, KOMHCHATA ITHCMEHO
YBEIOMSBA YYaCTHHKA,

4.3.6. B cpok 110 5 pabOTHHM 1HE OT IOTY4aB8aHETO HA YBEOMIECHHETO YYACTHHKBT
MOe na npeacrasd HoB EEJIOIT w/mmn apyru 1oKymMeHTH, KOHTO CBABPIKAT MPOMEHEHA
W/UIH JIOIBbIIHEHA HHOpPMALIHS;

4.3.7. KOMHCHATA pasIiiexna JOKyMEeHTHTe, CBBP3aHH C JIHYHOTO CHCTOSHHE H
KPUTEPHHTE 33 TOAOOp 10 YCTAHOBSBAHE HA CBHOTBETCTBHE C H3HCKBAHHSTA Ha JBama
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YYaCTHHIH, KOUTO KJlacHpa Ha IbPBO H BTOpPO MACTO; OCTaHaJIUTe YH4aCTHHUIH, YHHUTO O(I)epm
Ca OLICHEHH, HE ce KJlacupar.

ITPOEKT
CTAHJAPTU3UPAH OFPA3EL HA

AOT'OBOP 3A OBLIECTBEHA ITIOPHYKA
3A TOCTABKA U PEMOHT HA CHIELIHAJIN3UPAHA
MEJUIIMHCKA AIIAPATYPA

JIEOT smonsiiinmms 2018 rox., B rp. Io6puu Mexy:

"MHOTI'OITPO®UITHA BOJIHULIA 3A AKTHUBHO JIEHEHHUE-JIOBPUY" AJT
rp. HoGpud, che cemanuine u anpec Ha ynpasnenue: rp. Jlobpuy, yn. “Ilanaiior Xutos" 24,
Ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EUNK 124141302,

peactaBnsBano ot J[-p Ceerosap Baitues IletpoB — Mambiaurenen Hupexktop Ha
APYHKECTBOTO, Hapu4aHa HapHyaH/a/o 3a kpatkoct Bb3JIOMKHUTEJL, ot exna CTpaHa,
H

............................................................................................ , ChC cejamMie B
............................... H  aipeC HA  YHPABICHHE.......coovveerrecirrenrerenrerereeeaeessseessss e
EUK.....coooviiiiiiin, ’ MIPE/ICTaBIsBaH OT.ccuutissapasssnnsnsnncsssssssnncnsnnsssnssnesssssssensans
....................................................... > B KAYECTBOTO MY  H.ewveeoreeorreeoreeoresensoesossooesooesoo
HapH4an/a/o 3a kpatkoct U3INBJIHUTEJL ot Jipyra cTpana,

BB3JIOKUTEJIAT u UM BJIHUTEJISAT Hapu4aHu 3aeqHo ,,CrpanuTre®, a Bceku
OT TaX mootaenHo ,,Crpana“, Ha ocHoBanme wi. 112 u ci1. oT 3akona 3a o0ImecTBeHUTE
NopeuKd H Pemrenme Ne ............cooennnin.l, ron. va Bb3JIOXUTEJLS 3a onpenensine Ha
M3ITBJIHUTEJl na o6wecrsena IIOpBYKa ¢ mpeamet: J[oCTaBKa HA HOBAa MeNMIMHCKA
anaparypa - 7 (cemem) Opos XeMaJHaIH3HH anapaTd 3a HyXaute Ha "MHorompodunma
OoNMHHIIA 3a aKTHBHO nedenue-/lobpuy" AJl, MOHTaX, BBBeXIaHE B eKcIuIoaTalms W
TapallIHOHHOTO NOANBPXKAHE HA METHITHHCKATA aNlapaTypa,

€€ CKJIIOYH TO3H J0roBop (,,/lorosopa/JloroBopst*) 3a BB3Marane Ha ofmecTsena
IIOPBYKA MPH CIIETHUTE YCIIOBHS:

I. IPEAMET HA JOI'OBOPA

Yien 1. llpeamer

(1) Bwanoxwurensr Bpanara, a M3mbiHuTesT npHemMa 1a I0CTaBH M INIPEeXBBHPIIH
coOcTBeHOCTTa Ha BB3NoXkHTENs Ha HOBa MCIMIMHCKA anapatypa - 7 (cemem) 6pos
XCMalMaIM3HH anapatd 3a HyXIuTe Ha "MHoronpoduiHa GONHANA 332 AKTHBHO JIeYeHe-
Hobpuu" AJl, MoHTaxX, BBBEKIaHE B CKCILIOATAMA M TapaHIHOHHOTO MOAAbPKAHE Ha
MCIMIIMHCKaTa —anapatypa, CbIUIACHO TEXHHYECKOTO M I[EHORO OpeUIOKEeHHE Ha
WsnenauTens, Hepasnenna yact ot Horoeopa cpemty 3ambmkeHneTo Ha BB3mokurens Ja s
[IPHEME H 1A 3aIl7IaTH IOTOBOPEHATA 1€HA CBIVIACHO YCIOBHATA, OCOYCHH 10-70I1y.

HocTaBsiHaTa MeTHIIMHCKA arapartypa uMa CIIeTHUTE TEXHUYECKH IapaMeTpH:

L U A
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...........................

FO,I[HHB. Ha IIPOM3BOJACTBO:.............. VAR SERRE S eaeeersetaeraraaaas

|| Jla mo3eonsiBa mpoduiupane Ha Hatpus u yaTpadQuITpanuaTa.

2 | la MO3Ke J1a NPOBEXk A YHUITYHKTYPHA JUAIN33, KIHK-KIaK.

3 | Jla uMa BE3MOXKHOCT 3a IPOBEXK/IAHE Ha aleTaTHa, KaKTo i Ha OukapboHatHa juanmza.

4 | Jla mputexasa MOMyJI 3a cyxa GukapGoHaTHA cybcTanus.

5 | a ocHrypsiBa BBB BCEKH MOMEHT OT IpoLeypara CTapTHpaHe Ha H30JMpaHa
yatpaguntpanus (audysus).

6 | [la e OT OTBOPEH THII — JIa O3BOJIABA M3MOJ3BAHETO HA KPBBHH JIMHUH, THAIU3ATOPH U
AMATH3HH KOHUEHTPATH ¥ OT JAPYTH MPOU3BOIUTEIH.

7 | la uMa u3MepBaHe U 3alIUTHH CHCTEMHM Ha apTepHAaIHO, BEHO3HO M TpaHCMeMOPaHHO
HaJlsiraHe.

8 | Jla uma BB3MOXHOCT 3a HacTpoiiBaHe Ha TEMIIEpaTypaTa Ha AWANM3HHS PasTBOp B
rpasunETe oT 35 1o 39° C.

9 | Ha uma xemapuHOBa MOMIIA ¢ BB3MOXKHOCT 3a JOCTABSHE HA no3u ot 0 mo 10 mu/u +
Douayc Makc. 5 mu/Gomye.

10 | la mpuTexaBa mnporpaM# 3a KauecTBeHa ne3MHpEKIHsS ¢ KHCEIM M OCHOBHH
NE3UH(EKTAHTH KATO MPOTPaMKTE 3a ropema Ae3uH(peKuus wiv NPOMMBKaA 1a 6BaaT Ha
450 Ma1/MHH a Te3u 3a cTyneHa Ha 600 MJI/MHUH.

11 | la mma BrpameHa cucTeMa 3a pasmosHaBaHe Ha KOpeKTHHs Je3uH(peKTanT 3a
CBOTBETHATA IporpamMa Ha Je3uHpEKIUs.

12 | Jla pasnonara ¢ mporpama 3a TOILTHHHA AesuH(exnus (Temneparypa jio 85°C).

13 | la m3nomsea cuctema 3a oGeMHO KOHTpOJIHpaHa yiatpaduirpauus ¢ ToyHocT 1% u
ckopoct ot 0 mo 4000 mi/gac. M j1a mokasBa MOCTOSHHO napamerpute UF Ilen, UF
Bpeme, UF ckopoct u UF ob6em.

14 | Jla nputexcaBa mETEKTOp 3a HAIMYHE Ha KppB B JuajmM3Hara TteuHoceT < (.5
MI/KpBB/MEH — ipu Het=25 u 3aMEBpesBane Ha XHJIpaBIIMYHATA CHCTEMA.

15 | la npuTesxaBa y/ITpasByKoB Bb3[IyIICH JETEKTOp 22 MM.

16 | Jla nputesxaBa OnTHYEH NETEKTOp 33 HaIMYME HA KPBB HIIH (HU3MOIOTUYEH PA3TBOP B
KpbBHATa JIMHHSL.

17 | la naBa BB3MOXKHOCT BBEB BCEKM €IHH MOMEHT OT nponenypara Ja ce H3BEeXia
1M(ppoBa U TeKCTOBa UH(OPMAIHS Ha ObiIrapcky e3uK Ype3 HaTHCKaHe Ha OYTOHH Ha
[1aHesna.

18 | Jla mputexapa MOmyn M3MepBall B pealHO Bpeme KoeHIIHEeHTa HA OYUCTBAaHE Ha
KpbBTa Kt/V.

19 | la nputeskapa KOHTPOII in vivo Ha KIHPBHCA Ha ypes.

20 | Jla npuTexkaBa KOHTPOJI Ha HATPHSA B [J1a3MAaTa.

21 | la npuTeskaBa aBTOMaTHYHO BKJIIOYBAHE H IIPOBEXK/IAHE Ha HAYaJICH TECT.

22 | Jla € CHIPOBOJEH C HHCTPYKIHS 32 noTpebuTeIIs Ha OBJITapCKH €3HK.

23 | la mputekaBa LEHTPATH3HPAHO OnoKHMpaHe Ha Xo0j0BaTa 4YacT H Onokupariy
MEXaHU3bM Ha KYIUIYHTHTE HA IHaTH3aTHHS PasTBOp.

24 | la uma aBTOMATHYHO ananTHpaHe HA NMATM3aTHHA ITOTOK Ha 6asa Ha 3aJalneHus

KPBBCH TIOTOK M 11a MOXE Jla NMPEU3YHCIIsiBA eDEKTUBHUSA KPBBEH [OTOK MpH paboTa ¢
Pa3JIMIHH CerMEHTH HA KpbBHaTa juHMA. Jla npurexkaear amuporened ¢Guirsp 3a
AHAM3HATA TEYHOCT € IUIONI Ha MeMOpaHaTa He Mo-Malka oT 2,2 KB.M C BrpajeHa
CHCTEMA 32 KOHTPOJI Ha OTPabOTEHOTO BpemMe M NpeABaputTesHa HHbopMalHs 3a CMsHa
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Ha QuiTHpA.

25 | Ma npurekasa BrpajeHa Oarepus ¢ kamauuTer He mMo-mMaaBK oT 3 Ah upa 18 V u na
6p1e obopymBas ¢ TomI006MEHHHK. Mla uMa BB3MOXKHOCT 3a BKOYBAHE KbM
HH(OpPMAIHOHHA CHCTEMA.

26 | la npuTexkaBa MoJIyaBTOMATHYHO MHCTA/IMpaHe Ha MOMIICHHS CETMEHT Ha KpbBHATA
JIMHHA M N1a MMa aBTOMAaTH3MpaHa [porpaMa 3a MOYHCTBAHE C XJIOPEH npemapar ot
JHILEBATa YacT Ha arapara.

27 | Jla uMa BB3MOKHOCT 3a NPEOCTaBAHE B PabOTEH PEKUM Ha [Be rpaduKh Wi rpaduka
L ¥ pabOTHHU IAPAMETPH OT H3BHLPIIBAHATA (TeKylua) AMaTu3Ha Ipome/ypa.

(2) OcBen nocraBkata 10 anuHes 1, mpenmersT Ha JloroBopa Bkmousa u
U3I'BTHCHHETO Ha CIEAHHTE TeHHOCTH:

1. nocraBka Ha MeIMIMHCKATA arnaparypa /10 MACTOTO Ha JIOCTaBKa, IMMOCOYEHO B
HacTosuus Jlorosop;

2. MOHTa@X/MHCTANIAIASL HA JOCTABEHATA MEIHIIMHCKA anaparypa U BbBeXKIaHE B
eKCILIOATallHs;

3. rapaHIMOHHO MNOTBPKAHE HA MEIMIMHCKATA amaparypa W JOCTaBKa Ha
HEOOXOMMHTE YaCTH M MaTepHalld, B paMKHTe Ha CpOKa 3a rapaHIlMOHHO MOIbpIKaHe,
CUHTAHO OT NlaTaTa Ha noAmucpane Ha [IpoToKoIa 32 MOHTaX M BHBEXIaHe B EKCIUIOaTaI[|s
Ipunoxenune Ne 2.

Ia. KJIAY3A 3A OTJIOKEHO U3II'bJIHEHUE

Yaen 1a.(1) Hacrosmusr A0TOBOp C€ CKJIIOYBA IIPH YCIOBHETO Ha wiI. 114 or
30I1. UsnbaneHuero Ha AI0roBOpa € 3al04HEe CaMo B CIIy4Yail, ye ciieq CKIIOYBAHETO My
MunucTepeTBOTO Ha 3MpaBeonazsaneTo OCHIypH (DHHAHCHPAHETO HA JIOCTABKATA B paMKuTe
Ha ¢punancosara 2018 roauna.

(2) BB3JIOXUTEJIST He HocH orrosopuoct npea U3ITBJIHUTEJIA B ciyuai,
4e (HHaHCHpaHeTo He Obje ocHrypeno. B Tosu CIy4ail BCSKa OT CTPAHHTE MOYKE J1a TIOHCKa
IIPCKpaTABaHC HA JOroBopa Oe3 Mpeau3BecTHE CJel HM3THYAHE Ha TPUMECEYEH CPOK OT
CKJIIOYBAHETO MY.

II. HEHU U HAYUH HA IUIAILAHE

Yuen 2. Ilena

(1) 3a u3baHEHHETO HA IpeaMeTa Ha Horosopa, Branoxutensr ce 3anpmkaga na
3amiaté Ha MsneianuTtens obma nena s pasMep Ha ............. | RO— ) nesa 6e3 JJJIC u
.............. (ceveirirecniinnae...) IEBA € BRITIOYEH JJIC, cBriacHo 1eHoBOTO My IpeIOKeHHE,
Hepase/iHa 4acT ot HacTosumus J[orosop.

(2) Iocouenara nena e kpaifHa W BKIIOYBA BCHYKK Pa3sXxoaM M BB3HAIPAXK/IEHHS Ha
MsnenHuTens 3a u3mbideHHe Ha IIpe/iMeTa Ha HacTosiuks JloroBop, KaTto, HO He camo:
Pa3XOJINTE 33 TPaHCIOPTHPAHE M JOCTaBKAa Ha MeIMIIMHCKATA anaparypa 1o MsICTOTO 3a
AOCTABKA, BKJIIOMHUTENHO OIAKOBaHE, TPAHCIIOPT, Pa3oNaKOBame, TOBapeHe, pa3ToBapBaHe,
HHCTAIAPAHe, MOHTAX, BBBEXKAAHE B CKCILIOATALMA H NPHBEKIAHE B paboTHO ChHCTOsHME,
TOTOBO 32 NPHEMaHE M eKCIUIoATalMs, MOCTaBKA Ha [41aTa TeXHHYecKa § CepBH3Ha
AOKYMCHTAlMs, BCHYKH DPasXOAM 3a H3BBPIIBAHE HA TapaHIHOHHO nogaepxane (Tpyn,
PC3CPBHH HaCTH H KOHCYMATHBH), KAKTO H Pa3XOJHMTE 3a OTCTPAHSABAHE 33 CMETKA HA oT
M3nennutenss Ha BCHYKH TeXHHYECKH HEW3IPaBHOCTH, BB3HHUKHAIM HE 110 BHHA Ha
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BB3/10%KHTENs W MOKPHTH OT rapaHUMOHHHTE YCIOBHS H rapaHIlMOHHATa OTTOBOPHOCT Ha
H3nenuuTens.

(3) llocovenara B HacTosmust J[oroBop lieHa e KpaifHa ¥ OcTaBa HEpOMEHEHaA 3a
CpPOKA Ha JICHCTBHUETO MY.

Yaen 3. HaunH Ha niamane

(1) Inamanusra ce M3BBPUIBAT B OBATAPCKM JIEBA, C IUIATEKHO HapexIaHe 10
ciieniHarta 0aHKOBa CMETKA, MOco4eHa oT M3nbaHuTes:

V3UBIHUTENST € JUIBXKEH Ja YBEJOMABA NHCMEHO BB3I0KHTEIS 33 BCHUKH
MOCTIEBAIM NPOMEHH Ha DaHKoBaTa My CMETKa B CPOK /10 3 (TpH) JHH CHHTAHO OT MOMEHTA
Ha npoMsHata. B ciydaii ye VaneiuuTensar e yseoMu Bu3noxkurens B To3u CpOK, CUHTA Ce,
Ue IUIANIAHMATA, [10 IO0COYEHATa B HACTOAINMA wWieH OaHKOBa cMeTKAa ca HaUIekKHO
U3BLPUIEHH.

(2) IInamanero Ha ueHara mo anuHes | MO HACTOAIIMS JloroBop ce u3BBpIIBa,
CBITIACHO MPEJUIONKEHHETO HA UNBJIHHTEN, KAKTO CIIEIBA;

(3) 3a nata Ha mamaHeTo, Ce CYMTA JaTaTa Ha 3aBepSBAHE HA GAHKOBATA CMETKa
Ha M3IBIHATENS ChC CHOTBETHATA JB/DKHMA CyMa.

(4) OxoHuaTeNHOTO IUTAlaHe Mo aauHes 2 (Korato e IIPHJIOXKHMO) C€ HM3BBpIIBA
CICI IIPEICTABAHE HA CJICIHUTE MOAINUCAHU JTOKYMEHTH KYMYJIATHBHO!

1. IlpuemMo-nipenaBaTeneH MPOTOKON 3a JOCTABKA HA MeIMIIHHCKATA amaparypa c
BCHYKH OKOMIUIEKTOBKH, CEPTH(HKATH, paspelleHHs M HHCTPYKUMH 32 ChXpAaHCHHE H
CKCILIOATalks, NOAMKCaH OT nBete CTpaHK Wik YMBIHOMOIIGHH OT TsX Jmna ([Ipuioskerue
Ne 1);

2. IIpoToKon 3a MOHT@X M BBBEKIAaHE B EKCILUIOATAI[MS HA Me/MIMHCKATA
anapatypa, mnoAnucad or apere CTpaHM WM YI'bJIHOMOIIEHH OT Tsx juna (IIpuioskenue
Ne 2);

3. ®axrypa, m3maneHa or M3meimMTens M HOAMHCAHA OT BH3NoXuTeNs win
YI'BJIHOMOIIEHO OT HEro JIHIIC, ChbpiKalla BCHYKH 3aKOHOBH PEKBH3UTH.

I11. CPOKOBE. MJsCTO H VYCJOBUS HA JIOCTABKA.
I[NIPEMHUHABAHE HA COBCTBEHOCTTA U PUCKA

Yuen 4. CpokoBe u MACTO Ha J0CTABKA

(1) Hacrosmmust JloroBop BiHM3a B cuila OT JaTaTa Ha MOMIHCBAHETO MY U U3THYA
CIIE/l H3THYAHETO HA CPOKA HA TapaHIHOHHOTO NOAALPXKAHE HAa MEIMIWHCKATa anapaTypa,
npeaMet Ha Jlorosopa.

(2) Cpox®sT 3a JocTaBKaTa Ha MEIMIMHCKATA amapaTypa e .......... - )
KaJICHIapHH [IHH, CYMTAHO OT JlaTaTa Ha OCHTYPABAHETO Ha GHHAHCHPAHETO OT cTpaHa Ha M3
no wieH la, U3p.BTOPO HJIM OT MBPBOTO IUIAIAHE MO JOTOBOPA, B Cllyyad, 4e TakoBa €
[IPEIBUIICHO.

(3) CpoxsT 3a MOHTaX H BBBEKIaHE B EKCIUIOATALMS HA MEIHIIHHCKATA
anaparypa € ............ — ) KaJeHIapHH JHH, CIHTAHO OT JaTaTa Ha JOCTABKA,
orbenszana B [Ipuemo-npenasarenaus npotoxon [Tpuaoxerne No 1.

(4) CpoxksT 3a rapaHIMOHHO TNOIBPXKAHE HA MEIMIMHCKATA anaparypa e
.......... v (ceveiiiil.l)) KaJIGHZApHH Mecela, CUHTAHO OT MOIMHCBAHETO HA [Iporokona 3a
MOHTaX ¥ BBBEXaHe B excrtoaTanus [Ipunoxenue No 2.
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(5) Msctoro Ha mocraBka e B rp. obpuy, yn. "llanaiior Xutos" 24, "MBAJIL-
Hobpua" AJl, Otnenenne "JIHaiusHo neyeHue”.

Yaen 5. YcenoBus na gocraBka

(I) Hocraska

1. M3mbiHuTensT ce 3ambikaBa jJa JOCTABH [0 MACTOTO HA JOCTABKA M B
CPOTBCTHHS CPOK Ha JI0CTaBKa, CHOTBETHO Ja NPEXBBHPIH COOCTBEHOCTTA M Npeiaze Ha
Besnoxurens menuumHckara amaparypa, NpEAMET Ha [0CTaBKa, OTropapsila Ha
TEXHHIECKUTE CTAHIAPTH ¥ M3MCKBAHHS M OKOMILIEKTOBAHA ¢ MHCTPYKIHS 34 €KCILIOATAILIS
Ha OBJIFAPCKHA €3MK, CePTH(HMKATH, paspelIcHus 1 HHCTPYKIMH ¥ TIPENOPEKH 3a ChXPAHEHHE
H EKCIIOATalHs], KaKTO H C APYTH JOKYMEHTH H aKCECOapH.

2. V3OBIHUTENAT TNpefaBa MeaUIMHCKATA armaparypa Ha  YII'bJIHOMOIIEH

NpEICTaBUTEN Ha Bb3moxurens. 3a ChOTBETCTBHETO Ha HOCTABEHATA MeIMIMHCKATA
anapatypa 1 IpHEMAaHETOo H 10 BHI, KOJIMYECTBO, KOMIIOHEHTH, OKOMIIIEKTOBKA Ce MOIIHCEA
HPHEMO-IIPENIABATEIICH IPOTOKO, BHB hopMaTa H ChC CHIBPKAHUETO ChIIacHo [Iprioxkenue
Ne 1 (,Ilpuemo-nipenaparenen mpoToKon”) or CTpaHuTe WIM TeXHH YIIbIHOMOIIEHH
MPEACTaBUTENH, CIEN IPOBEPKa 3a: OTCHCTBHE Ha ,,HechoTBercTBHS™ (HenocTarbIm,
ne(eKTH, NOBpe/H, JHICH W/WIM HeChOTBETCTBHA HA JOCTABEHATA MeIUIMHCKA anaparypa
H/UIIM NpUIpYyXaBailata s JOKyMEHTAalus | aKCecoapu ¢ H3MCKBAaHHATA HA HACTOSLIHS
JloroBop, KakTo M ¢ TeXHHYECKHTE XapaKTePUCTHKH M C H3MCKBAHHATA, MPEICTABEHH B
Texundeckoro npemioxkenne Ha M3mbIHuTeNs, HATMYME HAa OKOMILIEKTOBKA HA J0CTaBKaTa
[IpEACTABAHE HA NOKYMCHTHTE, M3HCKBAIM CE CBHIVIACHO TOYKA | HA HACTOAINATA ATHMHES.
IIpreMo-npeiaBaTeIHUAT IPOTOKON CHIBPIKA OCHOBAHHETO 33 CHCTABSHETO My (HOMep Ha
TOTOBOpA), CepHEH HOMEp/CEpHHHN HOMepa HIIH ApYrd MACHTH(QHIUPAIH MeIUIHHCKATA
arnaparypa JIaHHH.
‘ 3. Usnbnuurensr ysepomsBa Branoxkutens B CPOK OT 3 (TpH) AHH IIPEABAPUTEIHO
33 KOHKPCTHHTE NIaTH M 4Yac, Ha KOHTO Le Ce M3BBPIIM HOCTaBKaTa. Ilpm IIPeIaBaHeTo Ha
MEIHUIHHCKA anapartypa, M3mbeIHATENAT ocurypsiBa Ha BB3M0XKHTENS HEO6X0IUMOTO cropen
00CTOsATENCTBATA BpeMe JIa 5 NPErie/a 3a SBHH HECHOTBETCTBHSI, KaTO CBHIIOTO HE MOXKE Ia
Ha/BUIIaBa 3 (TpH) JIHH.

4. Ilpu KoHCTaTHpaHe Ha ABHM HECHOTBETCTBHS, BHATOKHTENST HMa 1paBo Ja
OTKAXE N3 MOMIHINE NPpHeMO-TIpe/IaBaTeNIeH IPOToKoJ. B Te3u ciyuan, Crpanure mommucear
KOHCTATHBEH TNPOTOKOJ, B KOHTO Ce ONMMCBAT KOHCTATHPAHHTE HECHOTBETCTBHS, H Ce
flocodBa CPOKBT, B KOHTO ChlIMTE INe OBaaT orcTpaHeHn. Cren OTCTpaHsiBaHE Ha
HECBOTBETCTBUATA, CTpaHHMTe MOAMMCBAT ABYCTPaHEH [Ipuemo-nipesiaBarenen mpotokon 3a
IpUeMaHe Ha J0CTaBKara. B cioyuali ye HeCLOTBETCTBHATA ca CHINECTBEHH M He Obaar
OTCTPAaHCHH B PAMKHTE Ha NAJCHUs OT BB3joxkuTens cpok, wiu npu 3abapsHe Ha 1OCTABKATA
Ha MeIMIMHCKa anapaTtypa ¢ nosede oT 30 (tpumecer) nHH, BB3JIOKHTENST HMa 1paBo na
npekpatd JloroBopa, KakTo H IpaBo Aa HOIYYH HeycTolKa B pasmep Ha 10 % (mecer
NPOLEHTa) OT CTOHHOCTTAa Ha JI0roBOpa, KAKTO W Jia NOJy9H OOPaTHO BCHYKM IITATEHH
aBaHCOBO OT BB3noxurens cymu.

5. lloanucpaHeTo Ha MpHEMO-TIpeaBaTETHAS npotokon Ilpunoxenne Ne 1 6Ges
3a0e/Ie)KKH MMa CHIIaTa Ha IpHeMaHe Ha J0CTAaBKaTa OT cTpaHa Ha Bw3noxkwurens, ocren B
CIIyYaHTC Ha CKPHTH HECBOTBETCTBHS, KOMTO HE MOraT fJa OBJAT YCTAHOBEHH npH
OOMKHOBEHMs] Tperjej Ha MeJUIMHCKA anmaparypa. llpuemanero Ha pocraBkata Ha
MEIHIHHCKA anaparypa ¢ llpuemo-npenaBatennus mpoToKoi 1o [Ipunoxenune Ne 1 nama
OTHOMICHHE KBM YCTAHOBEHHTE BIOC/IE/CTBHC HECHOTBETCTBHS B CPOKA 3a TAPAHIHOHHO
NOIIbpPIKAHE.
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6. Br3noxutenar ce sagbimkasa Aa YBEIOMH nucMeHo M3mbinuTtens 3a Bemuky
CKPHTH HECHOTBETCTBHSA, KOMTO HE € MOI'BJ Ja Y3HAC TIPH NPHEMAHETO Ha JIOCTABKaTa B CPOK
70 3 (Tpu) IHHM OT y3HaBaHETO MM, HO HE II0-KBCHO OT H3THYaHE Ha CPOKa 3a rapaHlHOHHO
NOIIbpXKaHE.

7. Ilpu HanmvuMe Ha ABHH HECBOTBETCTBHUSA, [TOCOYCHH B KOHCTATHRHMUS IPOTOKOJI
[0 TOYKa 4 W/HIM NPH HaTH4YHe Ha CKPHTH HECHOTBETCTBHSI, KOHCTATHPAHH OT Bh3noxuTe s
U cpoOienn Ha Wsnwsaaurens mo pena Ha Touka 6, MsmbiaHHTENAT 3aMeHs nocTaBemata
MCIHIHHCKA aniapaTypa WK ChOTBETHHS KOMIOHEHT Che CBOTBETCTBAIIH C M3UCKBAHUATA Ha
HacToAmus JloroBop B cpoka, MOCOYEH CHOTBETHO B KOHCTAaTUBHHUS IIPOTOKOJI W/MIIH B
PasyMEH CpOK CJIe/l 110/IyYaBaHe Ha YBEIOMIIEHHETO 0 TOYKa 6, KOHTO He MOXe na Gbje 1o~
ABIBr 0T 14 (yeTmpHHamecer) KaJleHIapHU JIHH WJIH [€HaTa 10 HoroBopa ce namanssa
CBOTBETHO C LIEHAaTa HA HECHOTBETCTBAIINTE KOMIIOHEHTH HITH C Pa3sxoauTe 3a OTCTpaHsIBaHe
Ha HechoTBeTcTBMATA, ako ToBa mHe BOAM N0 NMpoMsHA B IpeJMeTa HA MOpPbHYKATAa M
3AITa3BAHCTO HA Te3H KOMIIOHEHTH IO3BOJsBA HOPMaJHATA CKCIIJIoATAlHA Ha MeIHMLIHHCKATA
anaparypa.

8. B cny4auTe Ha HECBOTBETCTBHS, MOCOYCHH B KOHCTATUBHES IIPOTOKOT 110 TOYKA
4 BB310oXuTENIT He AbIKH 3allUlallale Ha JBDKHMH HA  M3MBIHHTEs CYMH Ipenu
OTCTPAHSBAHETO HA HECHOTBETCTBHATA H M3MBIHEHHE HA OCTAHAIMTE YCJIOBHS 3a IUTalasxe,
IpeaBuaeHH B Jlorosopa.

(2) MonTax

1. UsnenautensT e mmken na IPHKIIOYH M3IIBIHEHHETO HA BCHYKM NEHHOCTH
CBbD3aHH C MOHTaXa (MHCTAIAMATA) W BHLBEXKIAHE B CKCIIJIOATAllMs. Ha MEIHLHHCKA
anaparypa B CPOK OT ..................... KaJICHIapHHU [(HH, CYUTAHO OT JATATA HA I10/IHCBAHEC
Ha IIpUEMO-TIpeiaBaTeIHus IPoToKO. [Iprtoskenue No | .

2. 3a M3BBPIICHUS MOHTAXK W BBBCXNIAHE Ha MEMHULMHCKAa anaparypa B
ekcrumoaranus CTpaHuTe, WM yNBIHOMOMIEHH OT TSX JIMla TOANKCBAT JIBYCTpaHEH
IPOTOKOI, BB (HOpPMATa H CBHC CHOBPKAHHETO IO [Ipunoxenune Ne 2, HepasJieliHa 4acT OT
HacTosums Jloroop. Be3noxutenst mma NIpaBO & OTKaXe JMa TOIIHUINE MPOTOKOJA [0
HacTOAIMS  TOYKA 10 OKOHYATENHOTO BHBENIAHE Ha MCIIMIIMHCKA ~ amaparypa B
CKCILIOATAIHS, B CTETIEH 1103BOJIABAILA HE3a6aBHATA U besnpengrcrsena yrnorpe6a.

Ynen 6. Koraro Msmemmnrenst e CKIIOYHII  IOTOBOP/IOTOBOPH  3a
IOM3NBIHEHKE, paboTaTa Ha NONM3NBLIHMTEIHTE ce npruema or Bwesnoxwurens s
IPHCBCTBHETO HA M3IbiIHUTE S M IO M3 IB THHTE IS TTO Pelia ¥ IIPH YCIIOBHATA HAa HACTOSIIHS
Jlorosop, npunoxumu keM Usmsmimrers,

Unen 7. lpemunaBane Ha co6cTBeHOCTTa M pHCKa

Cob6cTBeHoCTTa M pHCcKa oT CIy4alHO NOBPEXIaHEe MM MOTHRAHE Ha MEJIMITHCKA
anaparypa npemMunasa ot Usnemuurens sbpxy Buinoxmrens ot JlaTaTta Ha NOANHCBAaHE HA
[lpoTokona 3a MoHTax wu BHBEKIAHE HA MeJMIMHCKA anapaTypa B eKCILIOaTaIHs
[Ipunoxenne No 2.

IV. IIPABA U 3AIBJIDKEHUS! HA CTPAHHTE

Yuen 8. IlpaBa u 3aab/uKennst Ha Hznbanurens

l. M3meianuTensr ce sambmkasa Aa  NOCTaBH MEIMUMHCKA anaparypa,
OKOMILICKTOBAHa CBIVIACHO M3MCKBAHMATA HA WI. 5, am. | u TIPHIPYXKEHA ChC CHOTBETHHTE
AOKYMCHTH, KaKTO H Ja INpPeXBBPIH COOCTBEHOCTTA BbpXYy Hesd Ha Bw3noxurtens s
AOTOBOPEHHTE CPOKOBE M CBHIVIACHO YCIOBHATA HA HACTOSIIHS Horosop, na mMenumunckata
arnaparypa U Jia s BbBeJIe B €KCILJIOATALUSI.
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2. V3OBIHATENST € JUIbXKeH Ad M3IBIHA 33ABIDKEHUSATA cd nmo JloroBopa u aa
YIPXHsABA BCHYKHTE CH I1paBa, ¢ OTJIC/ 3allITa HHTEPECHTE HA BB3IoskuTes.

3. U3IbTHHTENAT ce 3a1b/DKaBa 1a H3BBPINBA TEKYINA MOJAPHIKKA H TAPAHIIHOHHO
o0CTyBaHe HA MeHIMHCKA araparypa B paMKHTE Ha CpPOKa 3a rapaHlHOHHO IOIIbPIKaHE,
[IpH yCJIOBUATA H CPOKOBETE Ha TO3U J[0roBop, CHOTBETHO NPH yCIIOBUSsTA HA rapaHiusTa.

4. 3mpHETENAT ce 3a1b/KaBa [a OTCTpaHsBa 3a CBOSI CMETKA H B JIOTOBOPEHHUTE
CPOKOBE BCHYKH HECHOTBETCTBHS, NMOBPEAH, Je(PEKTH H/HIM OTKIOHEHHS Ha JI0OCTaBeHara
ME/MIIMHCKa armapaTypa, MPOABEHH W/MJIM OTKPHTH B PAMKHMTE Ha CpOKa 3a rapaHiMoOHHO
IOATbPKAHE, KOHCTATHPAHH M IPEASBEHH 10 pela Ha HACTOSIIHS Horoeop u chriacuHo
TApaHIHOHHUTE yCIOBHs. M3NbinuTensT ce 3amwikaBa mmpu OTCTpAHABaHE Ha MOBPEIM,
Ne(EeKTH MM HEJOCTATBIH, KAKTO M TIpH U3BBPINBAHE Ha IapaHUMOHHOTO HOAXBPIKAHE Ja
BJlara caMo OpUTHHAIIHH PE3EPBHH YaCTH U MaTEpHAIH.

5. BOBIHUTENAT ce 3a0bKaBa /1a Cra3pa NpaBUJIaTa 3a BETPELIHUS pell, KAKTO
XHIMCHHATE W3UCKBAHUA M M3UCKBAHUA 3a 6€30MIaCHOCT B MOMeINeH HATa Ha M3 IHHTENS 1
fla MU3NBJIHABA 3aAB/KEHUATA cH 110 JloroBopa Ge3 jia mpeun Ha HOPMAIHOTO IPOTHYaHE Ha
paboTara Ha Bb3moxxuTens.

6. Ilpu TOYHO W HaBpPEMEHHO H3MBIHEHHE Ha 3aBJDKEHUSATA CH TI0 HACTOSIIUS
Horosop, Wsmbiuurensr uma mnpasBo ga [IOJTy4H LeHaTa no JloroBopa, cChIMIACHO
OMPE/ICICHUTE CPOKOBE U pa3MEepH Ha ILIaliaHe.

7. ISOBIHUTENST ce 3a/1b/KaBa J1a CKIII0OYH JOrOBODP/JOTOBOPH 3a 10 IH3MbIIHEHHE
C IOCOYEHHTE B OdepTaTa My IOJM3IBIHUTETH B CPOK OT 7 (cemeM) IHH OT CKIIOYBaHE Ha
Hactosims Jlorosop. B cpok 10 3 AHM oT CKIIIOUBAHETO Ha JOTOBOD 3a MOAU3MBIHEHHE WU
Ha JIOIIBIIHUTENHO CIIOpa3syMeHHe 3a 3aMsHa Ha [IOCOYEH B odepraTta NOAU3IbIHUTEN
H3IBIHATENST HM3Ipalia KOIME Ha J0roBopa WM Ha IONBIHHTEIHOTO CIopasyMeHHe Ha
BB3JIOJKHTEIISl 3a€IHO C JOKa3aTeJICTBa, Y€ Cca M3IIbJIHCHH YCJIOBHSATA 110 Wi, 66, an. 2 u 11
30I1.

8. Msmbmmurenst uMa mpaBo ga Wcka OT BeanoskuTens HEOOX0AUMOTO
ChACHCTBHE 3a OCBIIECTBIBaHe Ha paboraTa o JloroBopa, BKITIOYHTENTHO NpesocTaBsHe Ha
HY)XHaTa HH(OPMaITHs i JOKYMEHTH 32 H3IIbJIHEHHE Ha Horosopa 1 Ha HEOOXOTHMHES JOCTBIT
J10 IOMEIIEHUATA Ha BB310KuTeNs, B KOUTO 1Ile ce MOHTHpA MeIHITHHCKA araparypa.

9. V3OBIAHUTENAT € JUIBKeH ja OTCTPaHH 3a CBOSI CMETKa BCHYKH IIOBPEIH
HAaHECCHH Ha UMYIIECTBOTO Ha Bw3noxuTens, kakto u na 06e3meTH Besko TPETO NULE, Ha
KOCTO Ca HaHCCEHH BpEIM 110 BpeMe Ha W BbB BPB3KA C MOHTAKA/MHCTANALMATA M
BLBEH/IAHETO Ha METHIIMHCKA allapaTypa B eKCILIOATaIlHs.

Yaen 9. llpaBa u 3aabkenns Ha Busiaoskurens

1. Tlpa noGpOCHBECTHO M TOYHO W3MBIHEHHE Ha Joroeopa, Beanoxwurensr ce
3aBIDKaBa a 3aluiaTé odIaTa neHa no wi. 2, an. 1 ot To3u HoroBop, ceriacko yciaoBusta u
110 HA4YMHA, II0COYEH B HETO.

2. BB3I0XKUTENAT Ce 3ampmkaBa  1a IIpHEME [OCTaBKaTa Ha MEIUITHHCKA
amaparypa, npeaMer Ha JloroBopa mo pena Ha wi. 5, ako OTroBapsi Ha JOrOBOPEHHTE
M3HCKBAHHS, B CPOK 110 3 (TpH) THH CJlejl IHCMEHOTO MY YBELOMSBaHE, KAKTO U Jla OCHT'YpH
AOCTRII 10 MOMCLICHHATA CH M HEOOXONMMHTE YCIIOBHS 3a MOHTaXa H BBBEXIAHETO B
eKCILIoaTAallHsl.

3. Bb3/103KHTeIST UMa IpaBo 1a keka ot UanbiHuTens Jla H3ITBJIHA JOCTABKATa HA
MC/IMLIMHCKA anapaTypa Ha MOCOYeHHS B 4. 4, am. 5 ot Jlorosopa anpec, B Cpok u 0Oe3
OTKJIOHEHHS OT JIOTOBOPEHHTE H3UCKBAHUS.
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4. BB3noxutensT uma mpaso na T0Jy4aBa HH(POPMAIHS 10 BCAKO BpeMe OTHOCHO
IOATOTOBKaTa, XO/a M OPraHM3alMATa 110 M3MBIHCHHETO Ha JOCTABKATA M JIeHHOCTHTE,
npeamet Ha Jloroeopa.

5. Br3noxurenst uma npaso Ha peKaManHs 10 OTHOLUEHHE Ha JOCTAaBEHATa 10
Jlorosopa mMenuIMHCKa anapaTypa, KakTo MO OTHOLICHHE Ha MOHTaXa W HHCTAlalNsATa, P
YCIOBHATA IOCOYCHH B HACTOSMIHS J]OTOBOD H CHIJIACHO IrapaHIHOHHUTE YCIIOBHS.

6. BB310XMTENIT MMa NpaBo a M3MCKBA OT Msnenautens samsHata na
HECBOTBETCTBAINA ¢ TexHAYeCKHTE clienuUKaLME W/ Hia nedexTHa MeJIUIIHCKA amaparypa
W/UIH HEHHH KOMIIOHEHTH, KaKTO M OTCTpaHsiBaHE Ha HENOCTATBIMTE, 110 Pejia U B CPOKOBETE,
OnpenieseHd HacTosAmms Jlorosop.

7. BB3I0OKHUTENAT UMa MPABO 1a OTKAXKe IPUEMAHETO Ha I0CTAaBKATa, KAaKTO W Ja
HE 3allIaTH M3LANI0 MM YaCTHYHO LeHata 1o JloroBopa, korato M3mbiHHTENST He chaspa
H3MCKBaHUATA Ha JloroBopa, 10KaTo M3NBIHUTENAT He H3MBIHY H3MAII0 CBOUTE 3aIbJKEHAS
CBIIIACHO ycioBusATa Ha Jlorosopa.

9. BB310XKHTENSIT MMa TIpaBo 1a W3UCKBA OT UsnenHuTeNs Na cKMoYM U na My
TIIPEIICTaBH  KONHA OT JOTOBOPHM 3a MOAM3IEIHEHHE C TOCOYSHHTE B odeprata my
TIO/TH3ITBITHUTE]IH.

10. Be310XHTENAT € ITbKEeH 1a He pasnpocTpansBa IO/l KaKBaTo u jAa e (opma
BCAKa NperocraseHa My oT Msunbammrens umdopmanus, mmarma XapakTep Ha ThProBcKa
TallHa ¥ U3PHYHO yIOMeHaTa oT M3IBIHUTENS KATO TAKABA B IpeaCTaBeHaTa 0T Hero odepra.

V. TAPAHIIMUOHHA OTrOBOPHOCT H TAPAHLIIMOHHO
MOJIBPKAHE

Yaen 10.

(1) l'aparnmonna otropoprocT

1. MsmbnmuTendT rapanTupa mbiHata (QYHKIMOHAIHA TOMHOCT HA MeTHIHHCKA
anapatypa ChITIaCHO [OTOBOPEHOTO MpeJHA3HAYCHHE, KAKTO M CHIVIACHO TeXHHYecKOTO
IPEATIOKCHUE ¥ TEXHHYECKHTE CTAHIAPTH 33 KAYECTBO H HE30aCHOCT.,

2. B pamKuTe Ha rapaHUMOHHMS CPOK V3 aHuTeIST OTCTPaHsABA ChC CBOM CHJIH U
CpeACTBA BCHYKH HechOoTBeTCTBHS Ha MeMIMHCKA anapaTtypa, CBOTBETHO [OOMEHS
AeeKTHpaTH 4YacTH W/MIM KOMIIOHEHTH C HOBH, CBITIACHO TrapaHUMOHHUTE YCIOBUA W
Texunueckoro mpeanoxenue vHa M3nbimuTes.

3. PeknaManuoHHOTO chobmeHHe Ha Bh3oxuTens Moke Jla ObJle U3MpaTeHo Mo
(akc, TenedoH, enekTpoHHA MOWEA MIM OOHKHOBEHA noma. Msnennurenar e amexen aa
M3MpaTH CBOM KBAIM(HMUMDAHH [PEACTABHTENH Ha MACTO 34 KOHCTaTUpaHe W
M/ICHTH()HIMpaHe Ha [IOBpe/aTa B CPOK OT 3 (TpH) IHHM OT IOJyYaBaHe Ha PeKIAMAHOHHOTO
cbobienue Ha Beanoxurens. [Ipu Busurara Ha CCPBU3HHUA eKUII Ha MI3NBIHUTENS ce cheTaBs
KOHCTATHBCH NPOTOKOJI 3a M3BBPLICHOTO TEXHHYECKO OOCTY)KBaHe, BHJa Ha 1oBpenara,
paboTHTE H CPOKBT HEOOXOIUMH 3a OTCTPAHABAHETO, B J[BA €JHOOOPA3HH €K3eMILIsApA.

4. VI3OBJIHHTENAT Ce 3aab/DKaBa ja OTCTPaH¥ HACTBIIMIA MOBpPENa B CPOK OT
............ KaJICHIapHY HH, CYUTAHO OT J1aTaTa Ha KOHCTATHPAHETO Ha IIOBPEATa.

(2) HsnbenauTENnsT ce 3ambirkaBa ja OCHTYpH Ha BB3JI0KHTENs rapaHIHOHHO
MO/UTbpYaHe Ha MEMIIMHCKA arapaTypa B J0rOBOPEHHUS CPOK.

(3) CpoK®BT 3a rapaHIMOHHO TIOMUIBPYKAHE HA BCEKH OTACIICH amnapar ce yIb/kaBa
CBbC CpOKa, MIPE3 KOHTO e Tpaeso OTCTPaHABAHETO Ha MOBPELA M MEIMIIMHCKATA amaparypa He
Ce € I0/13BalIa 110 [IpeAHa3HAYEHHETO CH.
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VI I'APAHIIMH 3A U3ITHJIHEHUE

Yien 11. (1) B cnywyaii, ye Manenuurenst e HaIpaBuIl NPEIUIOKEHHE 3a ABAHCORO
[IIaIaHe, ChIHAT MPeJICTaBs rapaHIus, ofe3neyaBama aBaHcoBo NIPEIOCTABeHUTE CpeICTRa,
B pasMepa Ha aBaHCOBO IpelOCTABEHUTE cpenctea. l'apanumsara ce mnpencrass cien
OCHIYpSBAHETO Ha (PMHAHCHPAHETO OT CTpaHa Ha M3 mo umen 1la, H3D.BTOPO M Ipeau
BB3JIOKUTENAT Ja H3BBPIUH IbPBOTO MITAILAHE 110 JIoroBopa.

(2) Tapannmsra, o6esneuasama aBancoBOTO NPEJIOCTABEHUTE CpENCTBA ce
0CBOOOX/IaBa B CpoK J0 3 (TpH) IHE Cliefl BpbIuaHe HIH YCBOsBaHE Ha aBaHCa. ABAaHCHT ce
CHHTa 33 YCBOCH CJIe/l [IOJITMCBAHE Ha JIOKYMEHTHTE 10 Wl 3, an. 4 ot HacTOAIIMS JOrOBOpP.

Ynen 12. (1) Usnbauaurenst IPEACTaBA rapaHys, 00e3NneyaBala H3nbIHeHHETO
Ha JI0roBopa, B pasMep Ha 2 Ha CTO OT CTOHHOCTTA Ha Aoroeopa. I'apannmsita ce mpejcrass
CJICIL OCHTYPSIBAHETO Ha (DMHAHCHPAHETO OT cTpana Ha M3 mo uien la, H3P.BTOPO M Mpeau
BB3JIOKUTENAT Ja H3BBLPIIH IbPBOTO MJIALIAHE 10 JIOroBopa.

(2) I'apannusita, o6esneyapama H3ITBJIHEHHETO ce 0CBOOOK1aBa B CPOK 110 3 (Tpm)
AHH CIIEM IOATIMCBAHE HA IOKYMEHTHTE O WL 3, afl. 4 oT HACTOSUIMS JIOTOBOP.

Yaen 13. (1) Usnbanurenst TIpe/icTaBs rapannus, obesneyasalia rapaHIHOHHOTO
HO/UIbpXaHe, B pasMep Ha | Ha ¢TO OT CTOHHOCTTA Ha Aorosopa. I'apannusita ce npesncrass
CIICZL OCHTYDPSIBAHETO Ha (PMHAHCHPAHETO OT cTpada Ha M3 Ho wien la, u3p.BTOPO M MpemM
BB3JIOKUTETIAT /1a U3BBPIIH IBPBOTO IUIAIAHE IO J0roBopa.

(2) Tapaunusra, obe3neyaBaina rapaHiHOHHOTO IoAObpKaHe ce ocBoOOKIaBa B
CPOK 10 3 (TpH) IHHM CJIe]l H3THYAHETO Ha CPOKa Ha rapaHIMOHHOTO HOJIbPIKaHe.

Yaen 14. (1) Tapanumure ce IIPCOCTABAT MO HM300p Ha H3NBAHMTENS Moj
(opmara Ha mnapuuna cyma, 0aHKOBa rapaHuus WIH 3aCTpaxoBKa, KOSTO oOe3rneyana
HM3IBIHEHHETO Ype3 MOKPUTHE Ha OTTOBOPHOCTTA HA M3ITIHHTENS.

(2) B cnyuamre, xoraro FapaHlluATe ca nox Qopmara Ha napayba cyma,
BB3JIOXKHUTEIIAT HE Ib/DKM 3aIlIAIaHeTO Ha JIMXBH 34 BPEMETO, Ipe3 KOeTO NapHyHaTa cyma e
HPECTOANIA TIPH HEro, OCBEH B CIlyYaWTe HAa HEOCHOBATENIHO 3abpiKaHEe HAa cymaTa cien
JOrOBOPEHHTE CPOKOBE.

(3) B cityuanre, xoraro IapaHlMKTE ca mon (opMara Ha 6GaHKOBA rapasims,
Chbllata clie/Ba /1a ¢ Oe3ycloBHA, HEOTMEHHMA, JC/IMMA | [UIATEMA IIPH MBEPBO [THCMEHO
HCKaHE 3a IIalllaHe OT CTpaHa Ha BBH3JIOKHTEIS., CpokoBeTe Ha BanuanOCT 1 pasmepuTe Ha
pasinuHUTE OAHKOBH TapaHIHM CleaBa na OBIaT ChOOPA3EHH ¢ MOCOYCHOTO B UL, 11,12 u
13 ot gorosopa.

VIL. HEYCTOUKH

Yien 15. (1) Ipu 3a6aBeHo u3mbinenue Ha 3albDKeHuA 110 Jlorosopa ot ctpana
Ha M3nbiauutens B napymenue na PEABHICHHTE B TO3H JIOrOBOP CPOKOBE, CHIIMAT JIbIKH
Ha Bbsnoxkurens Heycroiika B pasmep Ha 0.05 % or cymara mo wu. 2, an. 1 3a Bcekm
TMPOCpOYeH NieH, HO He moBede oT 20 % oT 06wmara meHa mo . 2, am. 1.

(2) Ilpu 3abaBa Ha Bw3moxurens 3a M3IBIIHCHUE Ha 3alb/DKEHHATA My 3a
ammane no JloroBopa, ChbIMMAT IbIDKH Ha WMsnwnanurens meycroiika B pasmep Ha 0.05 % ot
ABbJDKAMATA CyMa 33 BCEKH IIPOCPOYEH JIEH, HO He 1oBeye o1 20 % OT pazMepa Ha 3a6aBeHOTO
[Ulalane.,

(3) Ilpu cucremuo (Tpu u moseue bTH) HEU3IbJIHEHHE Ha 3aIb/KEHHSTA 33
TApaHIMOHHO TO/UIbPIKAHE W/MIIM  TrapaHIHOHHH PEMOHTH B CpPOKA Ha rapaHuusTa,
M3nbnuutens T aemku Ha Boanoxurens HeyCcTolKa B pasmep Ha 5 (met) % ot obmara nena
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no 4. 2, ai. 1.

(4) Ilpy MBIHO HeW3NMbIHEHHWE HA 3ab/DKCHHATA 34 rapaHHOHHO 00cimyxkBaHe
W/MIM  TapaHIMOHHH DEMOHTH B CpOKa IO rapaHuusara, M3mbiHuTensT maeiku Ha
Brsioxutens veycroiika B pasmep na 10 % (meceT npouenTa) oT CTOMHOCTTA Ha Jlorosopa.

(5) Bw3noxwurensr moxe na IpeTeHupa o0e3lIeTeHHEe 32 HAHECEHH BPEIH W
TPONYCHATH II07I3U 110 OOIUHUS PeJi, HE3ABUCHMO OT HAYMCICHUTE HEYCTOMKH M He3aBHCHMO OT
YCBOABAHETO Ha rapaHIUsATA 3a M3IIbJIHEHHUE.

(6) Heycrolixure ce 3ammamar upes OBIHO HIH YacTHYHO yCBOSIBaHE Ha
rapaniuute 1o wi. 11, 12 u 13. B cnyuqait, ye pasmepsT Ha rapaHUMHTE HE € JOCTAThYEeH HIIH
HE € BE3MOXKHO CBIIMTE 1a OBJAT YCBOGHH, HEYCTOMKHUTE CE YIBPIKAT OT BCAKO nianiaxe,
ABIDKMMO Ha W3MBIHATENS. V3IBIHUTENAT MOXe MOOGPOBOIHO [a 3amiaT HEYCTOMKHUTE I10
OaHKOBaTa CMeTKa Ha BB3JI0kuTens B [1UB AJl: BG 81 FINV 9150 1016 8843 94,

VIII. MOJM3IIBJIHUTEJIA

Yoen 16. O6mn ycaoBus npuiokavu kM HoqmsnbannTe nTe

(1) 3a u3BbpuIBaHE Ha NefiHOCTHTE MO Horosopa, Vsmeixutensar uma mpaso na
fI0JI3Ba CaMoO MOIMHU3IIBIIHUTEIINTE, MOCOYEHH OT Hero B of)eprara, BH3 OCHOBA HA KONTO €
u30paH 3a U3nwiaurer.

(2) TIpoueHTHOTO y4acTHe Ha NOAM3ITBIHUTETHTE B L€HaTa 3a W3INbJIHEHHE HAa
JloroBopa He MOKe /1a Ob/ie PA3IHYHO OT IOCOYEHOTO B odepTara Ha UsneiaanTE .

(3) MIBIBHUTENAT MOXe @ M3BBPIIBA 3aMSHA HA TOCOUCHHUTE OAU3IIBITHATENH
3a M3IbIIHEHHE Ha J[0roBopa, KakTo M Jia BKIIOYBA HOBH MOMM3ITBIHUTENN B NPEABUICHHTE B
30II cryyau u npu npeasunenute B 3011 YCJIOBHSL.

(4) HesaBucHMO OT uM3MON3BaHETO Ha [NOM3IBIIHUTEH, OTIOBOPHOCTTA 3a
H3I'BIHEHHE Ha HacToAMs JloroBop u Ha M3nsiHuTe s,

(5) Cxiro4BaneTo Ha JOrOBOP ¢ MOAM3IIBIHATEN, KOHTO HE € 0BSBeH B o(peprara
Ha M30b/IHATENS M He ¢ BKIIIOYEH 10 BpeMe Ha M3IIbIHeHHE Ha Horoeopa 1o npensuicHUS B
30I1 pen Wi H3UBIHEHHETO Ha AEHHOCTHTE 110 JIOTOBOpa OT JIMIlE, KOETO He e
NOMH3IBIHKTEN, 00ABeHO B odepraTa Ha M3MBIHMTENS, Ce CUMTA 32 HEM3IIbIHEHHE Ha
HoroBopa u e ocHOBaHHWE 3a EIHOCTPAHHO IIpEKpaTdBaHe Ha JIOTOBOpAa OT CTpaHa Ha
Bo3noxutens u 3a ycBosBaHe Ha MbJIHMIS pasMmep Ha rapaHIuaTa 3a H3TLIHEHHE.

Ynen 17. loroBopu ¢ moaM3nbaHuTeH

Ilpu cxmouBanero Ha Jlorosopure ¢ NOMM3NBIHUTENHTE, OepupaH B odepraTa
Ha VI3IbITHATE IS, TOCIEIHHUAT € JIBKEH 1A Ch3/ae YCIIOBHS M FapaHIlkH, Ye:

1. npunoxumute Kknaysu Ha JloroBopa ca 3aabIKHTCIHK 3a H3IIBbJIHEHHE OT
IOH3IbJIHUTEIIUTE;

2 nedicteuaTa Ha [TofH3NBIHUTENNTe HAMA A JOBEIAT IPSIKO HJIH KOCBEHO [0
HeusnbIHeHHe Ha Jlorosopa;

3. [P OCBIIECTBABAHE HA KOHTPOJIHHUTE CH ()YHKIIHH T10 noroBopa Beinoxkurenst
e MOXe Oe3INpPEenATCTBEHO Ja H3BBPLIBA MPOBEPKa HA AEHHOCTTA H JIOKYMEHTAIHATa Ha
HO/IM3IBIIHUTEIHTE.

Yaen 18. Pasnuiamane ¢ noaus3msaauresn

(1) Koraro 4acTra OT mopwukara, KOsTO Ce M3MBIHABA OT NOJIU3IIBIIHUATEN, MOKE
Ja Oble mpeiajeHa Karo oOTAeneH oOekT Ha M3mBiHuTeNsS WM Ha Bwanoxuress,
Bb3noxuTensar 3amana p3HarpaxieHue 3a Ta3u yacT JUPEKTHO Ha IOJIH3IbIHHTES.
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(2) Pasmiamanusara no ammmes 1 ce OCBINECTBSBAT BR3 OCHOBa Ha HCKaHe,
OTNPABEHO OT MOMMIMBIHUTENA A0 Bbanoxurens upes Vsmbanutens, koifto e misxen J1a To
IpenocTaBy Ha Be3noxunrens B 15-1uepen CPOK OT IIOJIy4aBaHETO MY.

(3) KM uckanero no amunes 2 Msnsiaurenst NIPEI0CTaBsl CTAaHOBMIIE, OT KOETO
Aa © BHIHO JaJIi OCTIOpBa MTAIAHUATA HITH YaCT OT TAX KATO HEXBIKHMH.

(4) Bpanoxurenst nma mpaso jia 0TKake MIAMAHE [0 aATHHes 1, xorato uckaneto
34 IIALIAHE ¢ OCMOPEHO, 10 MOMEHTA Ha OTCTPaHABAHE HA IPHYMHATA 32 OTKA34,

IX. YCJIOBUSI 3A IPEKPATSIBAHE M PA3BAJISTHE HA JOIrOBOPA

Yaen 19. (1) Hacrosimmst Horosop ce npexparssa B cienuuTe CIIy4au:

1. o B3aumHo chriacue na Crpanure, H3pa3eHo B MMCMeHa (opma;

2. ¢ M3THYAHE HA YTOBOPEHHS CPOK;

3. KOraTo ca HacTBIMIH CBINECTBEHU NPOMEHH BBB (HMHAHCHPAaHETO Ha
oOIecTBeHaTa IOpPhYKA — IIPEIMET Ha Jlorosopa, H3BBH NMpaBOMONIMATA HA Bob3noxurens,
KOHTO TOH HE € MOI'bJI HiIM He ¢ OMII LUIbKeH J1a IpeABU/M HITH 1a IIPEIOTBPATH — C TTHCMEHO
yBenOMIEeHHE OT Bb3noxkuTens, Benara ciien HacThIBaHe Ha obcrosTencTBara;

4. IpH HACTBIBAHE HA HEBHHOBHA HEBBH3MOXKHOCT 33 M3IIhIHEHME HETIPE/IBH/ICHO
I HeNPEIOTBPATHMO ChOHTHE OT U3BLHPENEH XapaKTep, BL3HUKHAIO CJIeJI CKIIIOYBAHETO Ha
Horosopa (,.zenpeogonuma cuna®) 3a CPOK IO-ABABT 0T 30 gHHU.

5. IpH HacThIBaHe Ha 0OCTOATENCTBOTO 110 YWieH la, an. 2, u3p.sTopo.

(2) Bwmanoxwutenst Moxe ga npexparu  Jlorosopa 6e3 npemusBecTue, c
YBCJIOMIICHHE, H3IIpaTeHo 10 M3nbnHuTes:

l. npu cucremHo (TpH ® moseue I'bTH) HEU3IBIHEHHE Ha M3nbimutens na
34IBIDKCHUATA 32 rapaHIIMOHHO [ONBPIKAHE H/MIIM TAPAHIIHOHHY PEMOHTH; HJIH

2. IIpH IIBJIHO HEH3IIb/IHEHUE Ha 3abIDKEHUATA Ha M3IsHuTe NS 38 TAPaHIHOHHO
MO/UIbpYKaHE H/WIIH U3BBPIIBAHE HA FAPAHIIHOHHH PEMOHTH B CPOKa I10 rapaHIMuATa; WK

3. mpu 3abaBa HpomBIKMIA noBeye OT 30 (TpPUZECET) NHH WM OPH IBIHO
HCH3N'bIHCHAC Ha 3a]b/DKCHHETO Ha VI3MBIHMTENS 3a BBBEKIAHETO B eKCIUIoaTallus Ha
MEeJ/IMIHHCKA anapaTypa, Wik

4. M3MOM3Ba MOJAM3NBIHHTEN, 63 1a e JCKIapupan ToBa B JIOKYMEHTHTE 3a
YHaCTHE, WA H3MOJI3BA NOMHU3IBIHATEN, KOHTO € PasIHYeH OT TO3H, KOHTO e IIOCOYEH, OCBEH
B CIIy9auTe, B KOHTO 3aMAHATA, CHOTBETHO BKIIOYBAHETO HA MOJM3IIBIHUTEN e H3BBLPIICHO
CBC CBIIIACKETO Ha Bb3noxurens u B chotBeTcTBHE che 3011 M HaCTOSIS Horogop;

(3) Be3noxurenst npekparssa Jlorosopa B ciydante mo wr. 118, am. | or 3011,
Oe3 na nemxu obesmerenne Ha M3mbimurens 3a OPETBPIEHH OT IpeKpaTABAaHETO Ha
JloroBopa Bpeau, OcBeH ako NPEKpATABaHETO € HAa OCHOBaHWe wi. 118, an. 1, 1. 1 ot 30I1.

(4) IlpekparsiBanero crasa cien YpeXIaHe Ha (MHAHCOBHTE B3aHMMOOTHOIICHHS
mexay CTpaHHTE 3a U3BBPIIEHHUTE OT CTpaHa Ha M3nbiuurens u onobpern ot Buanoxuress
AEHHOCTH 110 U3IIbIIHEHHE Ha JloroBopa.

(5) Bbsnoxutensr moxe na passanm Horosopa no pexna m npu YCIIOBHATA
IIPE/IBH/ICHH B HETO HJIM B IIPHIIOKHUMOTO 3aKOHOIATEIICTRO.

Yien 20. Hacrosumst Jlorosop Moske na OBJe H3IMEHSH WM JIONIBIBaH OT
Crpanute npu ycnosusra Ha wi. 116 ot 3011

X. HEOPEOAOJIUMA CHJIA
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Ynen 21. (1) Crpanure ce 0CBOOOXK1aBaT OT OTTOBOPHOCT 3a HEH3ILJIHEHHE Ha
Sa[b/DKCHUATA CH, KOraTO HEBB3MOXKHOCTTA 33 H3IIBIIHEHHE Ce AB/DKH Ha HeNpeosonHMa
cuna. Hukos ot Ctpanute He Moixe Ala C€ MO30BaBa HA HETPEOJONIMMA CHIIA, aKo € OWia B
3a0aBa U He e uHdopmMupana apyrara CTpaHa 3a B3HHKBAHETO Ha HCIIPEOI0IuMa CHJla.,

(2) Crpanara, 3acernara ot HCIIpEON0IMMa CHIla, € JILXKHA 1a Ipe/ipreMe
BCHYKH pasyMHH yCHIIMS M MEPKH, 3a J1a HAMAIM 10 MHHHMYM TIOHECEHUTE Bpe/H U 3ary6u,
KaKTo W J1a yBENIOMH NHCMEHO .pyrara Crpana Hes3abaBHO IIPH HaCTBIIBaHE Ha
HEIpeoaoMMaTa CuJa.

(3) Tokaro Tpae HElpeosomMaTa Cuila, M3NBIHEHHETO HA 3aMbIDKCHHETO ce
crmpa.

(4) He Moxe ma ce mosoBaBa Ha HENPEoJouMa CHJIa OHA3H Crpana, uusto
HEOPEXHOCT WM YMHULIEHH ACHCTBUS WK Ge3melicTBHS ca AOBEIM 10 HEBB3MOMKHOCT 34
U3IbIHeHHe Ha Jlorosopa.

XI. IOIIBbJIHUTEJIHHA PA3IIOPENBHU

Ynen 22. 3a Bcuuku HEYpeNeHH B Hactosmus JloroBop BBIpocH ce Ipuiara
AEHCTBALIOTO OBIrapCKo 3aKOHOAATEICTRO.

Yuen 23. (1) Ymbnaomomenu ipeicraButel Ha CTpaHHTe, KOMTO MoraT na
[IpHEMAT W NIPABAT H3ABJICHHS 110 H3MBIHEHHETO HA HacTosmus Jlorosop ca:

3A BB3JIOKUTEJIS:

.............................. v Temedon:................. . Email: ...........

3A UBIIBJHUTEJIS:

........................... s 6 sinm emm LOTHOOES s o 5555 ol 5500 d e EEABEL

(2) Benuku chobmenus u YBCIOMIICHHSI, CBBP3aHH C W3IBIHEHHETO HA TO3M
[loroBop, cnexBa na ChIBPIKAT HAMMEHOBAHHETO W HOMepa Ha HoroBopa, na Gemar B
nucMeHa Gopma 3a 1eHCTBHTETHOCT.,

(3) Crpanute ce 3ammpikaBar jna ce MH()OPMHpAT B3aHMHO 3a BCsiKa [IPOMSIHA Ha
NpaBHHs CH CTATyT, aJpecMTe CH Ha YNpaBlieHHe, TeneOHHTE M JUIATa, KOHTO IH
NIPEICTABIABAT,

(4) Odunmanua kopecroneHs Mexy CTpaHHuTe ce pasMEHs Ha MOCOYEHHTE B
Hactosmust Jloropop ajpecu Ha yipasjieHue, ocBeH ako CTpanuTte He ce uHpOopMupaT
MHCMEHO 3a IpyrH CBOM azipecH. IIpu HeyBeIOMsIBaHe My HECBOEBPEMEHHO YBEJIOMSBAHE 34
TpOM#Ha Ha aapec, KOPECHOH/ICHIUATA H3lPaTeHa Ha 4IpeCHTE 110 HACTOSIIMS TOrOBOD ce
CHHTAT 32 BATHIHO U3TPATCHH U TIONLyYeHH OT Apyrara Crpana.

(5) Benuku cbobimenns u yBenoMienns ce H3IPAIIAT 1O II0IUaTa ¢ NpenopbyaHa
lpaTka Wi no Kypuep. Ilucmenure yBemomenus Mexay CTpaHHTe Mo HacTOSIHs Horosop
CC CHHTAT 33 BaIMIHO M3NpPaTeHH 1O (aKC ¢ aBTOMATHYHO IF€HEpUPaHO CHOOIIEHHE 3a
TIonyaBane OT aJipecaTa Wik IO €JIeKTPOHHATA [0Ia Ha CTPaHHTE, IIOJITHCAHH C eIEKTPOHEH
TI0JUTHC.

Yien 24. Msmbnaurenar wsiva paBO  la TNpEeXBBPIsL CBOMTE MpaBa WM
SallbJDKCHH 110 HACTOSIMS JIOroBOp Ha TpeT JMia, OcBeH B Ciry4dauTe npensuaeny B 3017,

Ynen 25. (1) Benuku CTIOpOBe, IOPOAEHH OT TO3M JloroBop MmM oTHaCsIH ce o
HEro, me OBAaT paspemaBaHu MBPBO MO H3BBHCBHIEOCH PeNl upe3 mperoBopu MEXIY IBeTe
Crpann, xaTo B ciryyait na crop, Beska CTpana Moske J1a M3TpaTH Ha Jpyrara Ha MOCOYEHHTE
41IpECH 3a KOPECTIOHIEHIIMS [I0-10JTY [I0KaHa 3a IIPEroBOPH C MOCOYBAHE HA J1aTa, Yac U MSICTO
3a NIPEroBOpH.
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(2) B cnyuaii na Henocturane Ha A0TOBOPEHOCT 110 pelia Ha IIPeXOHATA AllHHes,
BCHYKH CIIOPORBE, I[IOPOJCHHU OT TO3H )_—[OI‘OBOP HJIH OTHacAIlMu ce A0 HErO0, BKIIOYHTEIHO
CIIOpOBETE, OTHACANIH Ce JI0 HErOBOTO ThIIKyBaHe, He,[[ef;ICTBHTGJIHOCT, HCH3IIBJIIHEHHE HITHA
NIPEKpaTaBaKe mme ObIaT OTHACSHHM 3a pasryiexKIaHe H pemasane 1o peaa Ha I'TIK ot poxoso
KOMIIETEHTHHSA CbJ B Ip. JloOpuy.

Ynen 22. HumoxkHOCTTa Ha HIKOS OT Kiaysute mno JloroBopa wunm Ha
AOIBJIHUTE/IHO YTOBOPEHH YCJIOBHS HE BOAH [0 HHIIOKHOCT Ha Ipyra kiay3a WiM Ha
Jloroopa xato msuo.

[Ipn mommucametro Ha HacTosIMs JloroBop ce npencraBuxa cienHuTe
JIOKYMEHTH:

1. 3a obcrosTENCTRATA 11O Y. 54,an. 1, 1. 1 or 3011 - cBUAETENCTBO 32 CBIUMOCT;

2. 3a obecTosTencTBOTO MO Wi, 54, am. 1, 1. 3 ot 3011 — YAOCTOBEpPEHHE 3a JIMIIca
Ha MyONMYHM 3abIDKEHHUS, M3NANEHO OT OPraHHTEe II0 NPUXOJHMTE; YIOCTOBEPEHHE OT
O6muna rpaj Jlo6puy 3a junca Ha IYOIMYHH 3aIbIDKEHHS,; YZIOCTOBEpPEHHE OT OOIIMHATA 110
CCAATMINETO HA yIaCTHHKA 33 JIMIICA HA MyOIHYHH 3abKCHUS;

3. 3a obcrosTencTBoTo no wi. 54, an. 1, T. 6 - ynocroepenue or OpraHuTe Ha
WsnbinnuTenna arenuus "I naBHa MHCHEKIHS 110 Tpyna'";

4. Cepruduxar, ynocrosepsisain BHCIPCHA CUCTEMA 3a yNIpaBJI€HHE HA KAUYECTBOTO
EN ISO 9001 w/mmu EN ISO 13485/13488 W/UIM €KBUBAJIEHTHA, ¢ 00XBAT B obmactra Ha
TIPOM3BOJICTBOTO M/MIIH ThPrOBHATA C MEMLIHHCKA amaparypa;

6. Jlexnapaius mo wn. 59, an. 1, . 3, BBB Bp. ¢ wn. 53, an. 2 or 3MMI] o
3albIDKUTENHIA 0Opasen [Tpunoxenne Ne 3 ot o6pasuute JOKYMCHTH Ha JOKYMEHTalHATa 3a
y4acTHe.

7. Y4yacTHHK, KOHTO mpuTexasa AOKYMEHT, yIOCTOBEpsBalll NPaBOTO MY Ja
TPPTYBa € MCTUIMHCKH M3/ICIUA, H3NaJIeH OT KOMIIETEHTEH OpraH Ha AbpKaBa-uienka Ha EC
W Ha Jpyra Obpxkapa - cTpaHa mo CropasyMeHHeTo 3a Esponeiickoto mxonomuuecko
NpocTpaHcTBO, Wik Ha KoHdenepamms IBeftuapus, npy noamucBaneTo Ha JIOrOBOpa ClieBa
Ja ObJe BIMCAH B perucThpa mo wi. 81 or 3MU, B KxauecTBOTO MY Ha JHIe mo ur. 78a ot
3MHU. Briucsaneto ce nposepsisa CITY)KEOHO OT BB3JI0XKUTEIS.

Hepasnemna wact or macrosmms JloroBop ca ciexnute mpHIOKEHUS cien
HOIITHCBAHETO MM

1. Tlpunoxenue Ne 1 xbM wi. 3, a1, 4, 1. 1 — Ilpuemo-nipenaBarenen IIPOTOKOJT;
2. Ilpunoxenne Ne 2 ksM un. 3, an. 4, 1. 2 — IIpoTokon 3a MoHTaX 1 BEBeXaKHe B
CKCIUIOATAlMSA HA MEIMIIMHCKATA araparypa;

KbM Hacrosimms sorosop ca npuiosxenu:
1. Texunuecko npennoxenue ua Hsneiuurens;

2. lleHoBo npeutoxkenne Ha Wamenaurens;

Hacrosmusr JloroBop ce mnoamuca B 3 eaHoobpasHu €K3eMIUIApa — IBa 3a
Beanoxutens u equn 3a U3nbaauTes.

BB3JIOXKHUTE: U3ITbJIHUTEJI:
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BB3JIOXKUTET: U3ITBJIHUTEJT:

.........................................................

[MTPUJTIOXKEHHUE No 1
KeM un. 3, aim. 4, 1. 1 ot JloroBop 3a nocraBska Ha ClieHaliM3upana MeIUIHHCKA
amaparypa Ne ............ R TOJI.

ITPUEMO-IIPEJABATEJIEH [TPOTOKOJI

Huec .......... roa. B "Muoronpo¢uina 60JIHHIA 332 AKTHBHO neuyenue-JoOpuy"
AJlrp. lobpuy ce moanuca HacToAIMST IIpUEMO-TIpe/[aBaTAIIEH TIPOTOKOJ MEXIY:

.............................................................................. , IpE/ICTaBUTEN Ha
H3IBIHUTEIS . o veevaeanneannnns ., ,

"

.............................................................................. ., TIpeacTaBHTEN

Ha BB3JI03KHUTeNs "MHoronpodunsaa 60HMIA 32 AKTHBHO nevenue-Jlobpua" AJ]

CTPAHMTE ynocroBepsiBaT IOCTaBKATa HA HOBA MEIMUMHCKA amaparypa - 7
(cezem) Opost XeMoAHATM3HY anaparTy:
IR covcncsssnsons s i nm bmme s mmmmmmsssssse g tins csme oo

....................................................................................................

....................................................................................................
....................................................................................................
....................................................................................................
....................................................................................................

....................................................................................................

....................................................................................................
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Crpanure ycranosuxa CICHUTE HECHhOTBETCTBUSA (HenmocTarsiy, nedexru,
TMOBPE/H, JIMICH W/HIIM HECHOTBETCTBHS HA JOCTABEHATA MEIHUMHCKATa anaparypa W/uim
NpHApYXaBaliaTa s JOKYMEHTAIHS U AKCeCOapH ¢ H3UCKBAHUATA):

....................................................................................................
....................................................................................................

....................................................................................................

[TPEAJI [TPUEJI
U3ITBJIHUTEJI: BB3JIOXUTEII:
[TPUJIIOXKEHME Ne 2
KeM un. 3, an. 4, 1. 2 ot JoroBop 3a nocraeka ua ClIEHAIM3UpaHa MeIUIMHCKA
anmaparypa No ............ focieiiiinininnn, rof.
IIPOTOKOJ

32 MOHTaK U BbBEK/IAHE B CKCILIOATAIINA HA MEIUIHHCKA anapartypa

Huec ........... rox. B "Muoronpoduina Gonauna 3a akTHBHO nevenue-J1o6puy"
AJl rp. JIo6puy ce nomnuca HACTOSAIMAT NPOTOKOJI 33 MOHTA&XK M BBBEK/IAHE B eKCIlIoaTaIlHs
HOBa MEIMIMHCKa anaparypa - 7 (ceeM) Opost XxeMoIHaIH3HK anaparm:

MapKE. ..o

MEKY:

.............................................................................. . TIpeACTaBHTEN
Ha BR3/10XKuTeNns "MHoronpodumna 6onnuna 3a akTHsHO neuenne-Jlo6puy" AJl

CTPAHUTE YAOCTOBEPABAT MOHTaXa W BBBEXKIAHE B €KCILIoaTallus HAa HOBa

MEIHMIHHCKA anaparypa - 7 (cexeM) 6post XeMomHatu3Hm araparu:
s o T A N A

....................................................................................................

....................................................................................................



"MHOT'OITPOPHUAHA BOAHHLIA 3A AKTUBHO AEYEHME - TOBPUY" AL

MOBPHY 9300 B4 yn. "Tlanaiior Xutos" 24 B 058/600488 daxe 058/600414 B e-mail: oblb@bergon. net

Koncratauun Ha crpanure :

....................................................................................................
....................................................................................................
....................................................................................................
....................................................................................................
....................................................................................................
....................................................................................................
....................................................................................................

....................................................................................................

W3ITBJIHWUTEI: BB3JIOXKUTEJI:



