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CPbABPXKAHUE

Ha I0KYMEHTAUMATA 32 y9acThe B lpoueaypa 3a Bb3aarane
Ha o0ulecTBena HOpBHKa, chriaacHo wi. 31, an, 1 or 3011

l. Pernenmne 3a OTKpHUBaHe Ha mpore/ypa 3a Bb3Jarane na obmecreeng [IOPBYKa —
B OTZEJIeH (ati,

2. ObsBrenye, ¢ KoeTO ceo OIIOBECTSABA OTKPHBAHETO Hg lIponienypara — B orneney
aiis,

3. Texumuecky cneuuduKanuy

4. Ykazauus 3a IIOAroTOBKA Ha otheprara.

5. IlpoexT Ha TOroBop.

6. Ilpunoxenne Ne ] "CrHesk Ha naboparopHuTe KOHCYMATHBM, pPEakTHBH W
TeCTOBC 3a orsenenme "Knuumuua MHKPOOHOIOTHA"; Hpunoxenne No 2 "Criueek Ha
maboparopuure KOHCYMaTHBH, peakTHBM u Tecrope 3a oTHeneHue "Tpancdysnonua
XeMatonorus" u Ilpunoxenne No 3 "Criuesk Ha nabopatopHuTe KOHCYMaTHBH, peakTHBH 1
TecToBe 3a otaenenue "Kimnnmyna aronorus" - B otxesnen daiin (opmar excel;

7. Obpasmu Ha AOKYMCHTH — B OT/IelIeH (haifi:

7.1. Tlpunoxenue No 4 - 3aILJDKUTENEH o0pazer: T EXHHYECKO IPEITOXKeHHe,

7.2. Tpunoxenne No 5 — SaNLIDKUTeNed  o6paser: Lenoso IIPeUTOKEH e,
CBABPIKAINO NPEIUIOKSHHETO Ha YHaCTHHKA OTHOCHO LIEHATA 38 IpugobuBane,

7.3. Hpmnoxenne Ne 6 — Sanb/DKUTENeH obpaserr: Hexnapanus o y, 6, ai. 2 o
3akona 3a MEPKHTE CpPeIly H3nupane Ha fapu cbriiacHo Ipunoxkenne No 2 wpar a1 am. 3
ot [MTI3MMUIT;

8. Cranmapren oOpasell Ha ejuHHuUS CBPOTICHCKH JIOKYMEHT 3a odmecTBeHu
nopeuku (EEJIOIT) — g CJICKTpOHEH obpaser,
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TEXHUYECKH CIENUOHK AN

1.1. Ta ca [IPOM3BEAECHH OT HPOM3BOTUTEI, KOliTO IPHJIaTa U momnbpsKa CHCTEMa
34 ynpasieuue nya Kagectsoro ISO 9001 w/mny CHCTCMA 3a ympabienue ug Ka4eCcTBOTO Ha
MENMIHHCKATE U3 nenms [SO 13485 w/unu CKBHBAaJIEHTHA,

1.2, Ta crpotsercrpar Ha H3UCKBaHMATA Ha Mapextuea mg Esponetickus

lapiamMenT u CeBeta ma Espona 98/79 EC 33 MEIMIHHCKHTE CcpencTRa 3q JHarHOCTHKA
(IVD).

- HaHeceHn HaHMEHOBaHMe W anpec Ha yopaBnenune pg IIPOU3BOIUTE Y H/Mnu
YIOBIIHOMOIICHH IpenacraBuTe BHOCPIT@JISI;
- HHCprKHHH 3a YHOTpeﬁa, C H3KIII0YeHHe Ha HB,HCJ]HHTEL, 34 KOHTO TOBa HE ¢

1.4. Jla umar CPOK Ha FOJHOCT KBM MOMeEHTA Ha AOCTaBKATA He T0-Mask oT 60 %
(wecrnecer IponieHTa) OT 06N CPOK Ha rojHocCT,

2. M3uckBannsa kum OTAECJIHHTE HOMEHKIATYPH 10 0Gocobena nmo3unua Ne 2:
Hocraska nHa Jaaboparopan KOHCYMaTHBH, peakTuBy g TeCTOBe 3a oTaencHue
"Tpancdysnonna XemarTosorus'';

2.1.To HOMEHKaTypu Ne 44 "ITepBu KOMIIEKT MOHOKIIOHaNHY TecToBe" 1 No 45
"Bropu xommiexr MOHOKJIOHAIHM TecToRe":

MonoknonamnuTe TECTOBE 10 HOMEHKI1aTypa Ne 44 (epBH KOMIIICKT) U Te3y ot
HOMeHKIatypa Ne 45 (BTOpPHM KOMILTEKT) TpsibBa na ca ot pasivugy HPOH3BOANTENH, 3a1I0TO
TEPBHAT KOMIUIEKT Iie Ce H3I03Ra KaTo OCHOBEH, a BTopusrT Kato KOHTpOJIEH,

B cnyyaii, ye YHACTHHIHTE, KIIaCHpaHy Ha IIBPBO MSACTO 110 JiBeTe HOMEHKIIaTy pu
a4 HalpaBUIIM IpemIoskeHwe 3g AOCTaBKa OT €/IUH H ChIN IPOM3BOUTEN, 110 HOMeHKIaTypa

OT TO3H 110 HOMEeHKIIaTypa No 44,

2.2, Ilo HOMEHK1aTypn Ne 46 "Kommexr o TeCTOBE eputponnTH" 1 No 47 "T. cer
epurpouty O (I+HI+1I])- 35 KOHTPOJI Ha Coombs":

Tecrogere 110 HOMEHKaTypu Ne 46 i 47 TpsaOBa 5a ca ChbBMECTUMH, IIPOH3Be 1eHK
OT €IINH NIPOU3BOIHTE],

B cnyuaii, ye YHACTHUIIUTE, KIACHPaHH Ha ITBPBO MACTO 110 JiBeTe HOMEHKIaTypy
Ca HalpaBUIIM IIPe/TOKEHHe 34 AIOCTaBKa OT pasyinyny NPOU3BOMTEIH, IO HOMEHKJIaTypa No
47 3a wambanETeN me O6bae ompenenen YIaCTHHUKBT, KJIACHPaH Ha BTOPO, Tpero wuiau
CICABAINO MACTO, KOHTO e HallpaBUI npemoxenue 34 HOCTaBKa OT ChInmg IPOH3BO M TEN,
KOHMTO € I10 HOMeHKJIaTypa Ne 46,
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3. M3uckBanusa kpm OTICJHATE HOMEHK/IATYPH 1o 060cobeHa mosumun Ne 3:

3.1. Tlo Homenkmarypa Ne 71 "Ouserurennu cetope":

Hpennaranure usnenus mo Homenkitatypa Ne 71 1psfea m1a ce mocrapsr B €1Ha
WIA TOBEYE OIAKOBKH, YMHTO 06w ofem He IPCBUIIABA C TOBeYe OT 25 % obema mHa
NIPCAIOYATAHATA OITAKOBKA, TIOCOYEHA B Konona 3.2 ma Ilpumosxkenme No 3 "Criucnk wa
nmabopaTopHuTe KOHCYMAaTHUBH, PEaKTHBH H TECTOBE 3a oTmenenue "Kmuundna natomorus’”,
Hanpumep: ITo HoAHOMenKnatypa 71.1 npemnoyntanara onakoska ¢ 250 mi1. Jonyctumo e

IpCIIOKCHHE 32 J0CTABKA HA 2 OIIAKOBKH 110 150 M., xouto umar 06111 06em 300 ML, T.€.
nox gomycrumute 312.5 .
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YKA3AHUMS 3A ITIOA'OTOBKA HA ODEPTATA

1. IoaroroBka Ha odeprara:

I.L1. Ilpu  moprorokata Ha odepTuTe yYacTHHLMTE Ca JUILKHH 14 CIIA3BAT
M3HCKBAHUATA Ha Bb3noxkuTens. OdepraTa clensa /ia OTroBaps Ha HW3HMCKBAHHUATA, NOCOYEHH
B PCIICHUETO, OOJBICHHETO M NOKYMEHTAIMATA 3a YYacTHE B IIPOIENypaTa U Aa Obje
ohopMeHa TIO MPHIONKEHHTE KbM JAOKYMEHTAIUATAa OOPA3IH, KOraro ToBa e H3HCKBA.
OTroBopHOCTTa 3a MPAaBHIIHOTO BB3NPHEMAHe HA JOKYMEHTAIMSTA 3@ YYaCTHE CE HOCH
¢JIMHCTBEHO OT YYACTHHIIUTE.,

1.2. Odeprure ce usrorsar Ha 6naTapcku esuk. JOKyMEHTH, KOUTO ca Ha 9y¥Ka
€3MK Ce NPEICTABAT U B IPEBOJ Ha OBJINapCKH.

1.3. Jlo u3TnyaneTo Ha cpoka 3a momaBaHe Ha O(epTHTE, BCEKHU YUACTHHK MOKE
Ja IIPOMEHH, Jla JOTLJIHA WK JIa OTTerH odeprara cH.

1.4, Ilpencrapanero Ha odepra 3aaBKaBa yYacTHHKA Jia IIpHEME HAIBJIHO
BCHYKH H3UCKBAHMA M YCIIOBHUS, IOCOYCHHU B PEHICHHETO, OOSBICHHETO M JOKYMCHTAIMATA 34
y4YacTHe B IPOLeAypara.

1.5. Beexn yuacTHHK B nIpolielypata AMa paBo Aa MPEeCTaBi caMo ejiHa odepra.

1.6. Jluue, xoero yuyacTBa B OOe/MHeHHE HTH € /a0 CbIllacHe 1a Obie
TIOAM3ITBIIHATEN HA APYT YYACTHHK, HE MOKE JIa [10][aBa CaMOCTOsTeNHa odepTa.

1.7. B mpouenypa 3a Bp3Iarane Ha 0OIIECTBEHA MOPBUKA SHO puznueccko uim
IOPHIMYECKO JIMIIE MOJKE /14 YUacTBa CaMo B eJ{HO 0OOeUHEHHeE.

1.8. Cebpsanm nuna He Morar ja OBJaT CaMOCTOATENHH YYACTHHULM B €/HA 1
cbua npouesypa. Iox "cebpsann nmna" ciejBa ga ce HMa IPEABHI ONPEEIEHIETO TI0 & 2,
T. 45 ot JIP ma 30I1.

1.9. YuacrHunmre MoraT ja ce mM0o30BAT Ha KanamuTeTa Ha TPETH JIMIA,
HE3aBHCHMO OT MpaBHATA BPB3KA MEXIY TAX, 10 OTHOLICHME HA KPHTCPHUTE, CBLP3AHH C
HKOHOMHYECKOTO M (DHHAHCOBOTO  CBCTOSHHE, TEXHHUECKHTE  CIHOCOOHOCTH |
npo(ecHoHanHaTa KOMIETeHTHOCT. 3a TpeTHTe JIUIA ce TIprara wi. 65 ot 301,

1.10. VyactHuimTe mocousar B odeprara CH I[OIM3TLIHHTENNTE U Jlena ot
NOphYKaTa, KOMTO 1€ MM BB3JIOXKAT, 4KO BB3HAMEPABAT Ja W3MON3BAT TAKWMBA., 3a
IOIU3IIBIIHUTENNTE ce mpuaara wi. 66 ot 3011

HesaBucuMO 0T BB3MOXKHOCTTA 33 HM3ION3BAHE HA  [1OJM3ITBIHATEIH
OTrOBOPHOCTTA 3a M3IIbJIHEHHE HA JOroBopa 3a 00IECTBEHA MOPBYUKA € HA H3IIBIHITENI,

Br3noxuresst  HAMa  ga M3BBpIIBA  JIMPEKTHH  pasiUlaliaHus ¢
[OIU3ITBIHUTCIIHTE,

L.11. VyactHuuute Morar na mocousarT B oepTuTe CH HMH(OPMALWHSH, KOSTO
CMATAT 38 KOH(QHIEHIMATHA BBB BPb3Ka C HAIMYMETO HA TBProBCKa TaiHa., KoraTo
YUaCTHHIMTE Ca C€ IO30BANM Ha KOH(QHICHLIHAIHOCT, CHOTBETHATA MH(BOPMALUS HE CE
PasKpUBa OT BB3JIOXKHUTEI. Y YACTHUIMTE HE MOTaT J[a Ce MO30BABAT HA KOHMHIACHIMATHOCT
II0 OTHOLICHHE Ha NPEUIOKEHMATA 0T OPEPTUTE UM, KOHTO IOIJIEIKAT Ha OIEHKA.

1.12, Benuka JIOKyMeHTH ¢€ IIPEICTAaBIT B OPHTHHAN WM KOIIHS, 3aBEPEHH OT
y4yacTHHKa ¢ "BsipHo ¢ opurunaia”. Jleknapannnre 1 GaHKOBATE rapaHIys, KOTATO TAKHBA Co
M3HCKBAT, CE IIPEJICTABAT CAMO B OPHIHHAIL.

1.13. Jlumara moraT fa MOHCKAT ITMCMEHO OT BB3JNOKHTETS DA3sICHEHHS [10
PEUICHHETO, 00ABIEHHETO U AJOKYMCHTAIMATa 3a O6U.ICCTBCH&T& IIOpbhYKa O0 10 AHH Ipen
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MSTHHAHE HA Cpoxa 3a I0Jy4aBaHe Ha OQEpTHTE, a KOraTd CPOKBT € ChKpaTeH Ipu
HEOOXO0MMOCT OT CIIEIIHO Bb3MIarane - 10 7 JHU, BB3osKHTeNsT NPEI0CTaBs pa3ACHEHHUATA B
4-IHCBEH CPOK OT IOIyYaBaHe HA MCKAHETO, HO HE I0-KBHCHO OT 6 JIHY TIPEJIM CPOKa 3a
MonyuaBane Ha O(CPTH, a KOrato CpoKbT € CHKpaTeH nopagu HEOOXOAUMOCT OT CIIELIHO
Bb3JIArane - J10 4 IHH IPEIM TO3U CPOK. B pasdcHeHusTA He ce mocousa JHIIETO, HAlPABUIIO
3AIUTBAHETO. BB3NOKHTCIAT HE NPENOCTaBs PasAiCHEHHS, aKO MCKAHETO € MOCTHIMIO clien
CPOKa 110 M3PCUCHHE IBPBO. PasicHeHMATA ce MPeIOCTaBsT 4pe3 MyGIuKyBaHe Ha npoguia
Ha KyIyBaya.,

2. IlonaBane na oeprara:

2.1. JlokyMeHTHTe, CBBLP3aHH C YYaCTHETO B npouenypara, €€ IIpeacTaBiT OT
YHACTHAKA, WK OT YII'BJIHOMOIUCH OT HErO NPEACTABUTEN - JTMYHO MM Ype3 MOMIEHCKA HITH
/byra KypHEpEKa yciiyra ¢ NpenophyaHa MpaTka ¢ obpaTHa pasmucka, Ha ajapeca Ha
BB3JI0KHTENA: TP, [JoOpuy 9300, yiu. "Ilanaiior Xutos" 24.

2.2, JIoKyMeHTHTE ce IPEeCTaBAT B 3ameyaTaHa HCTIpO3pavHa ONaKoBKa, BBEPXY
KOHTO C€ IIOCOYBAT: HAMMEHOBAHHETO HA yYYACTHHKA, BKIIOYHTENHO YYaCTHHIUTE B
00e/IMHEHNETO, KOraTo & MPUIOKKMO; agpec 3a KOPECTIOHJCHIIHA, TeJE(DOH U 110 BH3MOKHOCT
- (hakc W eNeKTPOHCH ajpec; HAMMEHOBAHHETO HA IOPBYKATA, & KOTaTo € MPHIIOKHUMO —
000Cc00eHNTE NO3UIHH M HOMEHKIIATYPHTE, 38 KOMTO OJIABAT JMOKYMEHTHTE,

2.3. 3a nomyyeHHTe ODEPTH NPH BEIOKHUTETS CC BO/IH PETHCTHP, B KOHTO ce
orGenasBar: monaten Ha odepraTa;  HOMep, HaTAa M yac Ha NOJy4YaBaHe; NPUUYMHHTE 3a
BPBINAHE Ha o(eprara, KOTATO € IPHII0KIMO.

2.4. Tlpu monyuaBane Ha 0QepTaTa BEPXY ONAKOBKATA Ce OTOEIA3BAT [IOPE/IHUAT
HOMEP, faTata u 1achT Ha [I0JIy4aBaHeTo, 3a KOETO Ha IPHHOCUTENIS Ce U37aBa JOKYMEHT,

2.5. He ce npuemar odepry, KouTo ca MpeiCTaBeHH clie]] H3THYaHe Ha KpalHus
CPOK 3a [T0JTyuaBaHe WiIK ca B He3anedyaTana OlaKOBKa MMM B OIIaKOBKA C HAPYIICHA ISI0CT.

2.6. Koraro XpM MOMEHTa Ha H3THYaHEe Ha KpalHHs CPOK 3a IMOJy4yaBaHe Ha
odepTn npea MACTOTO, ONpE/IENEHO 3a TAXHOTO NOJABAHE, BCE OIIE HMA Yakaly JIHUa, Te ce
BK/IIOYBAT B CIMCBK, KOMTO C€ IIOANHCBA OT MPEACTABHTE] HA BB3JIOKHTCNS H OT
npuckeTBaMTe una. OQeprure Ha JTHHATa OT CHMCHKA CE 3aBEKIAT B perucTLpa Ha
Bo3noxuTens. He ce nomycka mpuemane Ha oGepTH OT JMLA, KOUTO HE ca BKIIOYEHH B
CITMCBKA.

2.7. B cnyvaure, xorato odeprara ce M3Ipaila IO MONIATA MM C KypHepcKa
CIyX)0a, YYAaCTHHKBT CIEIBA J& OCHIYPH HEHHOTO CBOCBPEMEHHO IPHCTHIaHe MpPeay
M3THYaHE Ha Cpoka 3a rojlapaHe Ha odepru. PucksT oT 3a6aBa uinu 3aryGease na odeprara e
3a yJacTHHKA.

3. Cbabprkanue Ha 3ame4YaTaHATA HENPO3PAYHA ONAKOBKA W yKazaHusa 3a
NONBJIBAHE HA JOKYMEHTHTE B Hes:

3.1. Onmc Ha npesicTaBeHUTE JOKYMEHTH,

3.2. Cranmapren ofpaser 3a eNUHHHS eBPOICHCKH JOKYMEHT 3a 00IIeCTBeHH
nopeukn (EEJIOI) 3a ygacTHHKa, & KOTaTO € NPHIOKHEMO - 34 BCEKH OT YYACTHHUITUTE B
00e/IMHEHHETO, KOETO HE € FOPUIMYECKO JIMIE, 38 BCEKH TOM3IBINATE] H 33 BESKO nHie,
HHUTO PECYPCH e OBOAT AHIaKHPAHH B H3IBIHEHHETO HA OPHUKATA.

Ha ocmopanne wr. 67, an. 4 or 30I1 Eguunusr EBPOIICHCKH JIOKYMEHT 3a
obwecrenn noprukn (EEJOII) ce npemocrass B €JICKTPOHEH BHJI 110 obpasel, YTBBPACH ¢
aKkT Ha EBporielickara koMmucHs.
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Enexrponnus EEJIOIT e wact or jJokymeHTanmuaTa 3a o0LIeCTBEHA [10pBYKa,
nyOHKyBana Ha NpoHUiIa Ha KylyBada 32 KOHKPeTHaTa OGLIECTBEHA MOPBUKA, Y YaCTHHKHT
nonbnsa eEEJIOIT BeB Qopmar *xml, upes undopmanuonnara cuctema 3a eEEJOIl na
anpec https://ec.europa.eu/tools/espd.

BE3IOKUTENAT M3MCKBA Y4aCTHHLMTE a mpenocrassr EEJIOIT B CIIEKTPOHEH
(hopMar, KOHTO HE MO3BONABA PENAKTHPAHETO HA HETOBOTO CHABKAHMIE (*pdf). JoxymeHTHT
Tpa0Ba J1a O/IC IOAMMCAH C ENEKTPOHEH IIOIUC OT JIMIETO, KOETO € 3aIBIDKEHO 1 TI0/AIIHIIE
EEJTOIL. EnextpoHHO mOAmHECaHUAT NOKYMEHT, 3amican Ha ontuueH Hocuresn (CD, DVD,
(pmam naMer) ce mocTaBs B ONAKOBKaATa ¢ odeprara.

Ilompo6uo 3a eEE/IOII yuacTHumuTe MOTaT /1a ce 3allo3HasT 0T MeToIHYECKUTe
YKa3aHHs Ha eJIeKTpOHHara ctpanuiia Ha AOIL

Ipu nmoxroroskata Ha EEJIOTT ciieniBa na ce MMa IpeBUL CIICIHOTO:

3.2.1. Ypes EEJOIl yuyacTHUKBT [eKIapupa JHUICATA HAa OCHOBAHHUATA 34
OTCTpaHsABaHE U CHOTBETCTBHE C KpHTepHUTE 3a oA0op. B Hero ce mpemocTaBs chOTBETHATA
HH(OPMAILHS, H3MCKBaHA OT BB3JIOMKHTENS, H CE IPEJCTABAT JAHHH OTHOCHO MYGIIMUHATE
PETHCTPH, B KOMTO C€ CHABPKA MH(OPMAIHs 3a IEKIapupaHUTe OOCTOSTENCTBA HIH 3a
KOMIIETCHTHHS OpraH, KOHTO CBIVIACHO 3aKOHOZATENCTBOTO Ha CBOTBETHATA IBPIKABa e
ATBKCH J1a NpeiocTaBs HH(OPMaIHs 3a Te3: 00CTOATENCTBA CIY)KEOHO Ha BB3JI0IKHTE.

3.2.2. B uacm II, pasoen "A: Hupopmayus 3a uxonomuvecxus onepamop”, B
paszena "Hoewmugurayus' y4aCTHHKBT CNEIBA Jia OTTOBOPHM B CHOTBETCTBHE ¢
PETHCTPALMATA CH B THPTOBCKHS PETHCTELP HIIH JPYT PETHCTHP CHOOPA3HO HALMOHAIHOTO CH
3aKOHOJATENICTBO.

323. B wacm II, pazden "A: Hugopmayus 3a uxomomuueckus onepamop",
YHaCTHHKBT CIIC[BA Jia OTFOBOPH [JallM y4yacTBa B IIPOLEJAypaTa, 3aelH0 C JpPYTH
HKOHOMHYECKH OIePaTOPH.

3.24. B wacm II, 6yxea "A: Huopmayus 3a uxonomuuecxus onepamop",
YYaCTHHKBT CIIE/IBA JIa ITOCOYHM 110 KOM 000coOeHH TO3UIUH IpecTaBs odepTa.

325. B wacm 1, pasden "Bb. Hugopmawyus 3a npedcmasumenume na
UKOHOMUYECKUs onepamop”, y4aCTHHKBT CJeABa Jla OTrOBOPH B CHOTBETCTBHE C
PErHCTpalHATa CH B ThPTOBCKHSA PETUCTBD MIIH APYT PETHCTEHP ¢hoOPasHO HAIMOHAIHOTO CH
3aKOHOJIATEeJICTRO.

32.6. B wacm II, pazden "B: Hugpopmayus ommuocro usnonseanemo Ha
kanayumema na opyeu cybexmu', yYaCTHHKBT CII€/(Ba [a OTrOBOPH Jaly ILIE H3IIOJ3BEA
KallalluTeTa Ha TPETH JIMLA 110 OTHOLICHHE Ha KPUTEPHHTE, CBBP3AaHHM ¢ HKOHOMHYECKOTO W
(UHAHCOBOTO CHCTOAHUE, TEXHHUCCKUTE CIIOCOOHOCTH B MPO(eCHOHATHATA KOMIIETEHTHOCT.
3a BCAKO TpeTo JInLe ce mpeactaes otenen EEJIOIL

327. B wacm II, paszden "I: Hugopmayus 3a nodusnvinumenty, <uiimo
Kanayumem UKOHOMUYECKUAM ONepamop HaAMd 0d u3noa3ea’, YYaCTHUKBT CJeaBa Jjia
OTIOBOPH KOH Ca IOJH3IIBIHUTEINTE, KOUTO IIE [TOJI3BA.

3a BCeKH MOM3IBIHHUTEN ce npexcraes oraeneH EEJOIT. Tloausmeiaurenute
TpsA0Ba [1a OTroBapsAT Ha CBOTBETHHTC KPHTEPHM 3a MOAOOP CHOOPA3HO BHAA M Jela OT
NOPBYKATa, KOUTO 111 H3II'BJIHSBAT, M 34 TAX Ja He ca HAIHIE OCHOBAHHSA 3a OTCTPAHABAHE OT
npouenypara.

3.2.8. B wacm NI, pasoen "A: Ocnosanus, cévpsanu ¢ naxazamenuu npucvou’
YYaCTHHKBT JIEKIapHpa HAIHYHETO Ha OOCTOATENCTBAaTa 3a OTCTPAHSBANE OT YYACTHE B
npouenypata mo 9. 54, an. 1, 7. 1 1 2 or 30I1 (ockxaane 3a npecThiuieHus o wi. 108a, wr.
159a-159r, un. 192a, un. 209-213, wn. 301-307, un. 321 w 1. 321a ot HK wix aHaJOrHYHy B
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Apyra IbpikaBa WICHKA WM TPETa CTPaHa), KaKTo H IPEANPUETHTE MEPKH 38 HANEKJHOCT 110
w1, 56 or 30I1, xoraro e OPHIIOKUMO., Te3M OCHOBAaHHMA CE OTHACIT 34 JIMnara, KouTo
MPE/ICTAB/IABAT YyHACTHUKA, WICHOBETE HA YIPABUTE/HU M HAJ30PHU OPTaHK U 3a APYTH JIHIA,
KOHTO MMaT NPaBOMOINMA Ja yIpPaKHABAT KOHTPOJ IIPH B3EMAHETO HA DEINEHUS OT Te3H
oprani. JInmara, 3ajgboKkeHu 1a AeKlapupar obcroATecTBata mo wi. 54, am. 1, 1. 1 u 2 ca
nocouctu B Wwi. 40, an. 2 or III30I1. Koraro usucksanusara mo um, 54, an. 1, 7. 1 u 2 ot 3011
CC OTHACAT 3a MOBCYC OT €HO JIUIE, BCUUKH JHIA TTOAIMCBAT el 1 et EEJIOIT. Koraro e
HaJHIe HeOOXOMMMOCT OT 3allUTa Ha THYHATE JIAHHU WX TIPH Pas/IHdie B obcTosATencTBara,
CBBP3aHH C IMYHOTO ChCTOAHMIE, HHPOPMALUATA OTHOCHO H3HCKBAHKATA 110 wi. 54, an. 1, T, 1
i 2 or 30II ce momenea B otnenern EEJIOIT 3a BCAKO JIMIE UM 34 HSKOHM OT nunara, B
crydaute, koraro ce nojasa mosede ot enuH EEJIOII, ofcrostencrsara, cBbp3anu ¢
KpUTepuuTe 3a 1ondop, ce cuappxar camo B EEJIOII, mommumcan OT JHIE, KOETO MOKE
CaMOCTOATEIHO JIa IIPEICTABIABA ChOTBETHHS CTOMAHCKH CYOEKT.

3.2.9. B wacm I, pasoen "B: Ocnosanus, cevpsanu ¢ niquanemo na danvyu u
coyuanHoocueypumenty 6Hocky" y9aCTHUKGT ACKIAPHpPa HAIHYHETO HAa 0GCTOATENCTBATA 34
OTCTpaHABaHE OT yd4acTHE B mpoueaypara o 4. 54, am. 1, . 3 or 30IL T.e. manu uma
3aAB/DKCHHS 38 MaHBLH H 33/IbJDKUTCIIHA OCHIYPHTEIHHE BHOCKH 110 CMUCHIA HA Wi. 162, aJ.
2, 7. 1 or JIOTIK, kaKkTo u npemIpHeTHTe MEPKH 3a HAACKIHOCT o i 56 ot 3011, xoraro e
IIPHIIOKUMO.

3.2.10. B wacm III, pasoen "B: Ocrosanus, cebp3anu ¢ HeCvCMosmentocn,
KOHQIUKM HG  unmepecu Ul HPOGEeCUONanno Hapyuienue” YIaCTHUKHT JleKnapupa
HATHYHETO Ha OOCTOATEIICTBATA 32 OTCTPAHSBAHE OT YYACTHE B IPONEAYpATa o Wi, 54, ai, L
T. 4, 5, 6 m 7 ot 30II. OcHoBanuara no wi. 54, T. 7 ot 3011 ce orHacaT 3a JTHLATa, KOUTO
TNPEICTABIABAT yYACTHUKA, WICHOBETE HA yIPABUTEIHH U HAJ30PHH OPTaHU U 3a JAPYTH JIHIA,
KOMTO UMAT IPABOMOIIMS [a YHPAXKHSIBAT KOHTPON TIPH B3EMaHETO HA PEIUCHHS OT Te3H
opranu. Jlunara, 3agbmKeHH Ja JeKIapupaT oBCTOSATENCTBATa 110 L. 54, an. 1, T. 7 ca
nocoueHu B wi. 40, an. 2 or IMIT30I1. Koraro usucksanmsara no i, 54, an. 1, 1. 7 ot 3011 ce
OTHACAT 34 IIOBEYE OT €/[HO JIUIIC, BCHYKH JMIa noamucsaT enud u cuil EEJIOIL. Koraro e
HaJIMIe HEOOXOIMMOCT OT 3aIMTa Ha JIMUHHTE JAHHH WM TIPH PA3]IMYHe B 0GCTOSTECTBATA,
CBBP3aHHM C IMYHOTO CHCTOSHHUE, HHPOPMALUATa OTHOCHO M3HCKBaHUsITa 110 wiI. 54, am. 1, T. 7
ot 3011 ce monssa B otaener EEJIOIT 3a Besko nuIe MM 3a HAKOW OT JikLara. B CIly4auTe,
koraro ce momasa noseuye or exuH EEJIOII, ofcrosrencrsara, cBbp3aHu ¢ KpUTEPUHTE 3a
noznoop, ce coabpikar camo B EEJIOI, mopmucas oT JIMIE, KOETO MOJKE CaMOCTOSTEIHO Ia
IPENCTAB/IABA CHOTBETHUS CTONMAHCKM CyOekT. [lox "koHbnuKT Ha wHTepecH" ciexsa ja ce
pasbupa onpesienenueto, ganeno B § 2, T. 21 or JIP na 3011, KOraTo BH3JIOKHUTENAT, HEFOBU
CIy)KMTEIId MM HAaeTH OT HEro JHIA WM3BbH HEroBaTa CTPYKTYpa, KOHTO YYacTBAT B
IIOIrOTOBKATa HJIH BbL3JIaraHeTo Ha oOLIecTBeHaTa MOPLYKA WM MOTAT A MOBJIMSAT HA
pesyJitata OT Hes, UMaT MHTEPEC, KOHTO MOXKe Jia BOAM A0 objara 1o ¢CMHCHIA Ha Wi 54 oT
3aKoHA 3a NIPOTHUBOJEHCTBHE HA KOPYILMATA U 34 OTHEMAaHe Ha HE3aKOHHO npua0OHTO
MMYIIECTBO U 32 KOHTO OM MOIJIO [Ia Ceé TIpHEME, Ue BIHsC Ha TsXHATA GE3NPUCTPACTHOCT U
HE3aBHCHMOCT BB BPB3Ka C BB3JIaraHeTo Ha 0OLICCTBEHATA TOPHUKA.

3211, B wacm I, pasoen '"I': Crheyupuunu HAUUOHanHu o0CHOGQHUS 3q
usKalo4gare " yUaCTHUKBT ACKIAPUPa HAJIMYHETO Ha:

3.2.11.1. O6crosrencrpara 3a OTCTPaHIBAHE OT YYacTHE B NPOLELYPATA 10 Uil
54, an. 1, 1. 1 u 2 or 3011 (ockxaame 3a pecThINIEHUS 110 91 172, wi. 194-208, un. 213a-
217, wn. 219-252 w un. 253-260 u g, 352-353e or HK wim aHaioruysm B Ipyra JbpiKaBa
WICHKA MM TpeTa cTpana). Tesu OCHOBaHHA Ce OTHACAT 3a JIMIATA, KOMTO IIPEICTABIABAT
YJaCTHHKA, WICHOBETE HA YIPABHTEIHH W HAA30PHH OPraHd U 3a APYIH JHILE, KOHTO HMaT
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IIPaBOMOLIHSL 1A YIPAXKHABAT KOHTPOJ MPH B3EMAHETO Ha PEIICHMs! OT Te3u oprany. Jlumara,
3aJ(bJDKCHH J1a IeKIapupar oOcToATeIcTBaTa 110 91, 54, . 1, T. 1 ¥ 2 ca 1OCOYEHH B Il 40,
ai. 2 or IIII30I1. Korato usucksanmaTa no wi. 54, am. 1, . 1 u 2 ot 3011 ce oTHACST 32
IIOBCYE OT €HO JIHIe, BCHYKH Jjuua nopuucsar eaud u cbil EEJIOIL. Koraro e mamuie
HEOOXOZMMOCT OT 3aIMTA Ha JIMYHUTE J@HHH WM [PH PasiHyde B 0OCTOSTE/CTBATA,
CBBP3aHHU C JIMYHOTO ChCTOSHUE, HH(OpPMAIMATa OTHOCHO H3UCKBAHHUITA 110 WI. 54, ai. 1, T. 1
1 2 or 30II ce nonsnsa B otnenen EEJOII 3a BCAKO JHMIE WIH 38 HAKOM OT nHIara. B
clydamTe, Korato ce mozaBa mnoeevde or emun EEJIOII, o6crosrencrsara, cBbp3anu ¢
KpuTepurTe 3a mopdop, ce cpappkar camo B EEJIOI, moammcan or nMie, KOETO MOXKE
CaMOCTOSTEITHO /I [1PE/ICTaB/IABA CHOTBETHHS CTOIIAHCKH CYOEKT.

3.2.11.2. CBbp3aHoCT ¢ APyr yYacTHHK B IPOLEAypaTa Mo CMHChHIA Ha § 2, T. 44
or JIP na 30I1, BB Bph3ka ¢ § 1, . 13 u 14 or JIP Ha 3axoHa 3a n1yGIMuHOTO TIpeiarade Ha
IIEHHH KHHXKA.

3.2.11.3. Tlpeuku 3a y4yactue B 0OIIECTBEHH IIOPBLUKH 110 WI. 3, T. § 0T 3akoHa 3a
HKOHOMHYCCKHTE ¥ (PHMHAHCOBHUTE OTHOIIEHHS C JIPYXKECTBATA, PErMCTPUPAHH B IOPHCUKIHH
¢ mpedepeHIHaner JaHBUYCH DPEKHM, CBBbP3aHHTE ¢ TAX JMIA M TEXHHTE NEHCTBHUTETHH
COOCTBEHHIIH, OCBEH aKO € HATHIE H3KIOYEHHETO 110 UL, 4 OT ChIIHS 3aKOMH.

3.2.11.4. ITlpennprerHre MepKH 3a HaieKAHOCT 1o 4, 56 ot 30II, korato e
NPHIIOKMMO WIIH HAIHYHETO HA M3KIIIOUEHHUS 10 Wi. 4 OT 3aKoHA 334 MKOHOMHYECKHTE W
(hMHAHCOBMTE OTHOIMIEHMS C APYXKECTBATA, PETUCTPUPAHH B IOPHCIHKITHH ¢ pedepeHIHaeH
JaHBYEH PEXUM, CBBP3AHUTE C TAX JIHUIA H TEXHUTE NEHCTBHTEIHH COOCTBEHUIIN,

3.2.12. YyacTHUIUTE ca IHKHE 14 YBEIOMST IIHCMEHO Bh3JI0KUTEIS B 3-JHEBEH
CPOK OT HACTLIBaHe Ha 00CTOATENCTBO 10 wi. 54, an. 1 ot 3011, jiekiapupaHo OT TSX B YacTH
II u IIl na EEJTOTI.

3.2.13. B wacm IV, pasden "A: I'oOnocm" y4acTHHKBT MOCOUBA JOKYMEHTA, C
KOHTO JIOKa3Ba ChOTBETCTBHETO cH 10 pasmen II1.1.1) or o6sABIeHHETO 32 OMOBECTABAHE HA
obiecTBeHaTa moppUKa: Jla ca THProBIH Ha PO ¢ MEAHIMHCKY U3IEITHS MM TPOH3BOLATEI
Ha MEIMUMHCKH H3JICJIUs, YCTaHOBEH Ha TepuTopuaTa Ha Penybnuka bnarapus.

3.2.14. B wacm 1V, 6yxea "B": Texnuvecku u npogecuonanuu cnocobnocmu'
YY4CTHHKBT [10COYBA JOKYMCHTa, C KOUTO JI0OKa3Ba ChOTBETCTBHETO CH 10 paszen I11.1.3) oT
OOSBIICHUETO 3a OMOBECTABAaHEe Ha oOIecTBeHara Hopbuka: CeprH(UKAT, YIOCTOBEPSBALL
BHEJIpeHa cucTeMa 3a yrnpasieHue Ha kadecTBoto EN ISO 9001 u/mmu EN ISO 13485/13488
W/HIIM eKBHBANECHTHA, ¢ oOXBar B 007acTTa Ha NPOM3BOJACTBOTO H/MIM THPrOBHSTA C
MEIUIMHCKY H3JIeNIHs

3.2.15. Yyactaunure mMorart ja u3nonssatr EEJIOIL, koiiTo Beue ¢ 6 U3I0N3BaH
OpH IPEAXOAHa Ipouenaypa 3a obliecTBeHA HOPLYKA, IIPH YCJIOBHE, Y€ NOTRBPIAT, Ue
CBABPXKAINATA CE B HEr0 HH(OPMAIHS BCE OIIE ¢ aKTyalHa, IPH YCI0BHATA Ha wi. 44, an. 2
or [IIT301L

3.3. Noxymenru 1o un 45, an 2 or ITII30I1 3a nokassame Ha NpeaIpHeTHTE
MEPKH 33 HaaekaHocT 1o wi. 56 ot 3011, xorato e npumoxumo.

3.4. llpu yyacTHHIM OOeAMHEHHS, KOHTO HE CA IOPUAMYCCKH JIHIA — KOMHE OT
NOKYMCHT, OT KOHTO J]a € BUJHO IIPaBHOTO OCHOBAHME 3a Ch3JaBaHE Ha 0OeMHEHHETO, KAKTO
M cleaHaTa MHGOPMalMsi BbB BPb3Ka C KOHKPETHaTa OOIIECTBEHA MOpPBYKA: MPABaTa M
3aIbJDKEHMATA HA YYaCTHHIHTE B OO€JMHEHHETO; pa3NpENeNeHHeT0 HA OTrOBOPHOCTTA
MEX/y WICHOBETE Ha OOCIUHEHHWETO; NEWHOCTHTE, KOWTO I W3IIBIHABA BCEKH WieH Ha
00eTMHEHHETO.

3.5. TexHHUYECKO NPEIUIOIKEHHE, ChIBPIKAILD:

3.5.1. Texuuvecko nMpeAIoKeHKe - 10 38 bIDKHTENeH 06pasen [Tpunosxenue Ne 1.
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B T03M noKyMeHT yUacTHHKBT:

- IlpaBu mnpejiojkeHHe 3a H3IBIHEHHE HA TOPBYKATA B CHOTBETCTBHE C
TEXHUYCCKUTE CHIECIM(OUKAIINN U H3UCKBAHUSTA HA BB3IOMKHTENLS

- Jlekinapupa chIriacHeTo CH ¢ Kiay3uTe Ha IpHITOKCHHS IIPOEKT Ha JIOTOBOP;

- Jleknapupa cpoka Ha BalIHAHOCT Ha oeprara;

- Jlexiapupa IpHEMaHETO Ha CPOKOBETE 33 M3LBIHEHHE HA J0I0OBOpA, ILIAIIAHE,
JOCTAaBKa U TOJIHOCT Ha JOCTABAHUTE MEAHIIMHCKY M3 /IEIIHS;

- [exnapupa npyrs o6CTOSTENCTBA, M3MCKBAHH OT BB3IOMKHTENS M [OCOYSHH B
obpasena Ha TOKyMeHTa.

3.5.2. JlokyMeHT 3a yIbIHOMOIIABAHE, KOTATO JIMIETO, KOETO IojaBa odeprara,
HE € 3aKOHHHUAT MPE/ICTABUTEN HA YYACTHHKA,

3.5.3. JlokasaTejcTBa 3a NPHTOJHOCT HA  [pEJUIAraHHTe nabopaTopHu
KOHCYMATHBH, PEaKTHBH H TECTOBE: MPOTOKOJ 34 M3MUTBAaHEe OT OpraH 3d OLEHSBAHE Ha
CbOTBETCTBHETO MM CEPTU(HKAT, W3JaJeH OT TaKbB OpPraH, IIPOCHEKT, KaTajor,
crieur(puKanus /UM JOKYMEHT 3a TEXHHYECKATa XapaKTCPHCTHKA HA W3ACIUSTA W Ipyr
pPaBHO3HAYEH MNOKYMCEHT, H3JaJeHH OT IIPOM3BOAMTENS, IOKA3BAlld CLOTBETCTBHETO Ha
MEHIUHCKATE U3JCIHS ¢ TEXHHYECKaTa crenuDUKaius Ha Bh3JI0KUTEI.

3.5.4. Koraro yyacTHEK Tojasa odepra 3a oBede 0T eHa 060co6eHa MO3ULus,
33 BCsAKA OT MO3HLHMMTE C€ IIPEJICTaBAT NOOTAEIHO KOMIUICKTYBAHM IOKYMEHTH II0 TOYKH
3.5.1 - 3.5.3. KoMIiekToBaHeTO MOYKE JId € B OTHEICH TUTHK, rarka, ko0 3a JIOKYMEHTH HIIN
OpraHM3Hupano I10 APYr HAYMH, 0 KOHTO Ja MOJKe Jla Ce YCTaHOBH 3a Kosi 060cobeHa o3HIHs
Ce OTHACST JOKYMEHTHTE.

3.6. IleHoBO TpennoNKeHHE, CHABPIKAIIO NPEUIOKEHUETO HA YIACTHHKA OTHOCHO
IeHaTa 3a IPHA00UBAHE — 110 3abIDKUTeICH obpaser [Tpunoxerne Ne 2,

3.6.1. B TO3M MOKYMEHT BCEKM YYACTHHK € ITBIKEH Ja MOCOYH oGocobenara
TIO3HIKSA, 38 KOATO IPEJICTaBs [IEHOBO IPEIOKEHHIE H J1a TIPHIIOKH IIOAMHCAHO CHOTBETHOTO
npunoxkenre Ne 1, Ne 2 u/mmu No 3,

B mprnoxernero Ne 1, Ne 2 u/mau Ne 3, 3a HOMEHKIATypaTa Mo KOSATO IPEACTaBs
odepra, BCEKH yIaCTHHK CJIe/Ba [a OIBIIHH ClIe/IHUTE KONOHH 1 PeoBe:

B rosiona 6 y4acTHHKEBT II0COYBA IPOU3BOIMTENS Ha [IPEANTAraHOTO H3IeIHe.

B kogona 7 yyacTHHKBT JI0COUBA BMECTHMOCTTA Ha MPE/UIAraHATA OAKOBKA B
MEPHH €AMHHIH (CBIIIACHO OCOYEHOTO B KOJTOHA 3 Hiti 3.1), KOraTo € IMpHIokKIMO.

B kosiona 8 y4yaCTHHKET I10COYBA IIpe[ylaraHaTa IeHa Ha ONAKoBKa B JieBa Oe3
AZC, xoraro e NpuIOKUMO, KaTo IeHATa HAa ONAKOBKA TPAOBA Ja € 3aKpBIIeHa 10 BTOPHS
3HAaK CIIeJ AeCeTHYHATa 3areTasl.

B xonona 9 yyacTHMKBT MOCOYBA IpejnaraHaTa €IMHHYHATA 1I€HA HA MepHa
emurmna B jeBa Oe3 JUJIC. Equnuunara nesa Ha MepHa eIMHHAIA B KoJoHa 9 ce ToIydasa,
KaTo LEHATa 3a ONAKOBKA HA BCAKO M3JIENIHE NOOTAETHO Ce Pa3/ieli Ha BMECTHMOCTTA (Opos
MEPHH CIMHHUIM) B e/iHa OnaKoBka (Koi. 8 : xoi. 7). Exunnynara mena Ha MepHa eIHHMIA
CJI€NIBA /14 € 3aKPBIVIEHA 10 YETBBPTUS 3HAK CjIe]] JeCeTHUHATA 3alleTasl.

Kostona 10 ce mombiiBa camo 0 OHe3H HOMEHKIJIATYDH, KOHTO ChIBPIKAT B cebe
cu moxHoMenknarypu: 1, 6, 7, 15, 16, 18, 23, 26, 33, 34, 54, 60, 63, 67, 68, 70, 72, 75u 77. B
KosoHa 10 yYacTHHKBT II0COYBA IIPOMU3BEACHHUETO MEXIY IPOTHO3HOTO KOIMYECTBO OT
KOJIOHA 4 M [[EHAaTa 32 MEPHA e/IMHMIIA, [IOCOYEHA OT YYaCTHHKA B KOJIoHa 9 (KO 4 X KoL, 93
ITo nomenxnatypa Ne 71 "OuseruTennu cerope' ce MOMEIBA KOJIOHA 9,

Ha penosere "O6mo mo Homenxiaarypa Ne......" y4aCTHHKBT IOCOYBA chopa ot
CTOMHOCTHTE HA BCEKH pell oT KojgoHa 10. COopsT ce 3aKpBINA JIO BTOPHS 3HAK ClIEN
JeceTHYHAaTa 3areTas.
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3.6.2. Haii-uuckata neHa mme Obje ONpefeNeHa Karo ce CpaBHSBAT
IIPE/UIOKCHHUATA Ha YYACTHUIUTE, IIOCOYEHH B KOJIOHA 9 Ha CHOTBETHOTO NpHioxkeHHe. [1o
nomenknarypu No Ne 1, 6, 7, 15, 16, 18, 23, 26, 33, 34, 54, 60, 63, 67, 68, 70, 72, 75 u 77
Halil-HHCKATA IIeHa I ce onpeznens Karo ¢0op oT CTOMHOCTHTE HA BCEKU pex ot xonoHa 10,
3aKpBIVICH 0 BTOPHs 3HAK CJIE] AECETHYHATA 3areTas, MOCOYEH Ha ChOTBeTHHS pea "OO01o
110 HoMeHknatypa Ne.....".

IlenoBoTo NMpeaIoKEeHHE MOJKE 1A HE C€ MOCTABA B OT/Ie/IeH 3aNe4aTan ILTHK,
Thi KATO BBIJOKUTENAT € MPEIBUINI Pa3IIeKIaHeTO Ha JOKYMEHTHTEe Ja ¢raHe o
penda na wi. 104, an. 2 or 3011

Bb3/107KUTENAT He M3MCKBA NPEICTABEHHTE 0T YIACTHHIMTE TOKYMEHTH /1A
ObaT mocTaBeHH B OTACMHH IUIMKOBE, NANKH H/MIM 1x000Be 3a JoKymMeHTH. B
clIydaHnTe, KOIraTo JOKYMEHTHTe TpsibBa Ja O0BHAAT KOMILIEKTOBAHM MO OTAEJHH
060co6enn MO3HIMH, YIACTHHKBT MOKe 1a IH KOMILIEKTOBA 110 HAYHH, KOWTO HAMepH
33 MOAXO0JsI.

4. Pasrne:kaane Ha odeprure:

4.1. Ilonyyenure odepTu ce 0TBApAT Ha MYOIAYHO 3aceNaHHe, Ha KOETO MOTAT Jia
NPUCHCTBAT yJaCTHULIUTE B IPOLEAYPATA HIIM TEXHH YI'BIHOMOIIEHH IPEICTABHTENH, KAKTO
W NIPEJICTABUTENN Ha CPE/CTBATA 3@ MACOBO OCBEJOMSBAHE.

4.2. BB3I0XKUTEIAT IPEBUKIA PA3IIKIAHETO Ha 0(EpTUTE [a e H3BBPIIH 110
pena Ha wi. 104, amx. 2 or 30II, mpr KoeTo OlEeHKATA HA TEXHHYECKHTE M ICHOBHTE
IPCATIOKCHAS Ha YYACTHHIMTE Ie Ce W3BBPIUM IIPEJH IIPOBEKIAHETO Ha IPeaBapUTETHHS
noadop.

4.3. [leHicTBuATa HA KOMHICHSATA 3a H3BBPIIBAHE HA NONGOp HA KAH/(MJATATE H
YYaCTHHIIUTE, pa3rileKIaHe H OleHKa Ha odeprure (koMucuaTa 1o wr. 103, ain. 1 ot 3011) ce
H3BLPIIBAT B CIEIHATA TOCISIOBATENHOCT:

4.3.1. xommcHATa OTBAapsl 10 pejla HA TAXHOTO MOCTHIIBAHE 3All€UATAHHTE
HETIPO3PAavHH OIaKOBKH U OIIOBECTSBA TSAXHOTO CBALPKAHHE, BKIFOUHTEIHO NPEII0KeHHUATA
Ha YYaCTHHIMTE 110 II0Ka3aTesld 3a OLIeHKA Ha odepTaTe,

4.3.2. TEXHMYECKOTO M IIEHOBOTO NPEIJIONKCHHE HA BCEKH OT YYACTHHIUTE CE
MOANKCBAT HaH-MAIKO OT TPHUMA 4YIEHOBE HA KOMHCHATA M C€ IIpejuiara M0 CIHH OT
IPHCHCTBALIMTE IPEICTABUTEIIH Ha APYTUTE YYACTHHIM A T'U MOAMHINE, ¢ KOETO MyOIuyHaTa
YacT OT 3aCeIaHUCTO IIPUKIIOYBA;

4.3.3. KOMHCHATA pasryIexkAad MPEJCTABEHATE O(PEPTH M OLEHSBA CHLIACHO
n30pannsi KpUTepUil 3a BL3JaraHe Te3H OT TSAX, KOWTO CHOTBETCTBAT HAa IPEABAPUTEIHO
00sIBEHUTE YCIOBHS,

4.3.4. xoMHCHATa Pa3rIIeXa JOKYMEHTHTE, CBBP3aHH C JIMYHOTO CHCTOSHHE H
KPHTePHUTE 38 0I00P, HA YYACTHUIIHTE B HU3XOAL] PE/I CIPSMO MONYYEHNTE OLICHKH,

4.3.5. KOrato YCTAHOBH JIMIIC4, HENBIHOTA WM HECHOTBETCTBHE Ha
MH(OPMANIUATA, BKIIOUMTETHO HEPSTOBHOCT HIIM (DaKTHIECKA TPEIKa, HITH HECHOTBETCTRHE C
H3HCKBAHUATA KbM JIHYHOTO CBHCTOSHME MM KPHTEPHHTE 32 MOAO0p, KOMHCHATA IHCMEHO
YBEIIOMSBA YYACTHHKA,

4.3.6. B cpoK 10 5 pabOTHH JIHH OT TOJy9aBAHETO HA YBEAOMICHHETO YIACTHHKST
Moxe ja npexcrasy HoB EEJIOIT w/umu ApyrH JOKYMEHTH, KOHTO ChABPXAT NPOMCHEHA
H/YMIM IOTBJIHEHA HH(OPMAITHS

4.3.77. XOMHCHATA pasryIexia AOKYMEHTHTE, CBBP3AHM C JIHYHOTO CHCTOSHHE H
KpUTEpUHTE 32 1oA0Op JI0 YCTAaHOBSIBAHE Ha CHLOTBETCTBHE ¢ M3MCKBAHMATA HA [BaMa
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YYaCTHHIIM, KOUTO KjlaCHpa Ha IIbPBO W BTOPO MICTO; OCTAHAINTE YUYACTHHUIH, YHUTO Oq)epTH
ca OLICHCHH, HE CC KJlacupar.

5. Cka04BaHe HA 10TOBOP 33 H3I'b/JIHEHHE HA 00IIECTBEHATA MOPHUKA.

5.1. Ilpu mopmycpaneTo Ha 10TroBOpa 3a 0OLIECTBEHA OPBUKA, U3IBIHUTENST €
JUIBKEH Ja NPEJCTaBH aKTYalHH NOKYMEHTH YIOCTOBEPSBAIIM JIMIICATA HA OCHOBAHHUS 34
OTCTPAaHABAHE OT NPOLENypara, KakTO M CBHOTBETCTBHETO C IOCTABCHHTE KPUTEPHH 3a
noabop:

- 3a obcrosTencreara 10 Wi 54, an. 1, 1. 1 ot 3011 - cBHAETENCTRO 38 CHINMOCT,

- 38 06CTOATENCTBOTO MO wWI. 54, am. 1, T. 3 ot 3011 - ynocToBepenne OT OpraHuTe
N0 TIPUXOAMTE M YJOCTOBEPEHHE OT OOIIMHATA IO CEHANMINETO Ha BLAJIOKHUTENS W Ha
KaHIM/aTa WK YYaCTHHKA;

- 3a 00CTOSTENCTBOTO MO Wi 54, an. 1, T. 6 - YIOCTOBEPEHUE OT OpraHuTe Ha
M3nbnuutenna arennusg "I 1aBHa HHCIIEKITHS 110 Tpyna',

- paspelieHue 3a ThProBUs Ha AP0 ¢ MEJUIIMHCKH H3Jeius, usmageno ot MAJI
WM JIPYT JDOKYMEHT, YIOCTOBEpPSBAILl IPABOTO HA YYaCTHHKA Jia THPIYBA C MEIMLHHCKH
M3JICIIHA, M3/1a7leH OT KOMIICTEHTEeH OpraH Ha CBOTBETHATa JIbpikaBa. PaspelneHue HiH
YZIOCTOBEPEHHE HE CH M3HCKBA OT IPOM3BOAUTEIIMTE HA MEIMIIMHCKY H3JIEIMsl, YCTAHOBEHH
Ha TepuTopusaTa Ha Pemmybmuka Brirapust;

- CepradHKaT 3a mpMiarade M IOMMBPIKAHE HA CHCTEMA 3a YNPABICHHE Ha
kagyecrsoro ISO 9001 B obnacTra Ha IPOM3BOACTBOTO W/UITH THPIOBUATA ¢ MEIHIHHCKH
W3JleNds HM/MIM CHCTeMa 3a ympaBlenwe Ha KauectBoTo ISO  13485/13488 w/wimm
€KBHBAJICHTHA,

5.2. He ce ckimrouBa JOTOBOP ¢ M3IBJIHUTEN, KOWTO HE W3IBIHH 3aIb/DKEHHETO,
IIOCOUEHO B IIPEAXOQHATA TOUKA.
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ITPOEKT
AJOTrOoOBOP

AV iy iianmams 2018 rox. B rp. To6puy, Ha ocHoBadue wi, 112 u o1, ot 3akona 3a
OOIIECTBEHUTE TTOPBYKH, C€ CKITFOUH HACTOSIIHAT J0TOBOP MEXY:

............................................................................................ » CBC CEHAIMIIE B
............................... H  aIpeC  HA  YIPABICHHE vveriirierisirerovensisessosnssressrsnsssonsereseesessessmesn.,
EUK...oooiovevoveeeeeeeeioen . NPeACTaBIIsIBaH O vt s s B s s s asink ss
....................................................... s B KBHECTBOTO MY  Huwewsisississ i mnmmmmmrromriess
ompezienen 3a u3nbaauTen ¢ Pemenne Ne ........... s s mmsssn 2018 ron. Ha BB3MOKUTETS,
CJACH TpOBENCHA IIpoLeaypa 3a Bb3jIarade Ha oOIIeCcTBEHA noppyka Tun "oTKpuTa
npomenypa" Ne 00083-2018-......... , ¢ npeamer "JlocTaBka Ha 1aGOPATOPHE KOHCYMATHBH,
PCaKTHBA M TecToBe 3a ormeneHud "KimHuMuna MukpoGHOIOTHs', "Tpancdysmonna
xemaronorua” u "Knunnuna natonorus”, Hapuyan [IPOJJABAY U

"MHOT'OITPO®HUJIHA BOJIHUITA 3A AKTUBHO JIEYEHUE-TOBPUY" AJ]
rp. HoGpud, cee cemanuine u aapec Ha ynpasnenue: rp. J[o6puy, yn. “Ilanaiior Xuros" 24,
ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EWK 124141302,
npejicraBiaBano oT JI-p Cserosap Baitues [lerpos — Msmbiuurenen Hupekrop Ha
Apy»xecTBOTO, Hapuuana KYIIYBAUY,

Crpanure ce criopasyMmsxa 3a CIeaHOTO:
[IPEIMET HA TOI'OBOPA U I{EHU

[IIPEIMET HA JIOTOBOPA U LIEHU

1.(1). IpomaBaysT nposasa Ha KylyBa4a Jab0OpaTopHy KOHCYMATHBH, PEAKTHBH U
TECTOBE (HAPHYAHU IO-JIONly MCIMLHMHCKH/TE M3IEIAA), 32 KOHTO € y4acTBal B OTKPHTA
IpOUCAypa 3a BH3IAraHe HA OOWIECTBEHA MOPBUKA  ..oeowevv'esssssssneensn unu
onucanu B IIpuioxenne keM orosopa

(2). Llenosure mpemioxkenus Ha IpoJaBada, HOCOYEHH B IPHIIOKEHHETO 10
TPEAXO/HATA AHHesl, Ca HepasieiHa YacT OT HACTOSLIMSA JIOTOBOP.

(3) TlporHO3HHTE KOJMYECTBA, MOCOUCHH B JOKYMEHTAUMATa 3a 0OIIecTREeHA
HOPBYKA HE HOPAKAAT 3abDKCHHE 38 KyIlyBaya Ja I'M 3aKYIIH B IIOCOUEHHUSI 06eM.

CPOKOBE M HAYMH HA ITJTAIIIAHE

2. CpoKbT Ha HACTOSIIUA JIOTOBOp ¢ 12 Mecena OT marara Ha IOJUTHCBAHETO MY,
JloroBopbT mpojbKaBa JEHCTBHETO M [0 CKIOYBANETO HA JOTOBOP C OPYT H3IBIHHUTE
CJIC] IIpOBEXKIaHe Ha 00IIEeCTBEeHA TOPhYIKA.

3. Ilocouenute B wn. | u3menus mie 6BAT JOCTABSHE OT IIpoJaBaya Ha KyIysaya B
CpOK 210 14 (deTupHHANeceT) KaleHAAPHH JIHH, CJie/l 3aSBIBAHETO UM OT KyllyBaya,

4. JlpipkuMaTa Ha IpofaBada cyMa 1o BCSKA OT/IETHA JOCTABKA e Ob/e rIaTeHa
OT KyIlyBaya 1o OaHKOBaTa CMeTKa Ha IpoaaBaya B Cpok 10 60 (LrecTaeceT) KATCHIAPHHE JIHKA
CJIEZ H3[aBAHETO HA (paKTypa OT mpojaBaya.

5. CpOKbBT Ha FOJHOCT HA JIOCTABEHUTE H3JIeIHs TpstOBa Ja € He Mo-KpaTwK oT 60
% (LIecT/IECeT IIPOIIEHTA) OT OBTIHS CPOK HA FOTHOCT KbM MOMEHTA Ha JOCTaBKaTa.

MACTO HA MBITBJIHEHUE U ITPEMUHABAHE HA COBCTBEHOCTTA
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0. 3a MSCTO Ha JIOCTABAHE HA M3JEJIUATA CE OIpPe/IeNs “MBAJI-Mo6pua" AJT, rp.
Hobpuy, yn. “ITanaitor Xutos" 24.

7. CoOCTBEHOCTTa BBPXY [JOCTABSHHTE W3AETHS ¥ PHCKBT OT IIBJIHOTO HIH
HACTHIHOTO MM IOTHBAHE IMPEMMHABA BbPXY KylyBada OT MOMEHTA HA IIPUEMAHETO UM Ha
MSACTOTO Ha HOCTABAHE C IPUEMO-IIPEABATEIIEH IPOTOKOJ MIIH JPYT PAaBHO3HAYEH JHOKYMEHT.

[TIPABA 1 3AIBIDKEHMS HA TIPOJJABAYA

Hien 8. (1) IlpoaBadsT e jUIbXKeH Ha CKIIOYM JOTOBOP 3a IMOAM3NLIHEHUE,
KOraTo ¢ 00ABHJI B 3asBJICHHETO CH 3a Y4acTHe ION3BAHETO Ha MOMU3IIBIHUTEL. B CpoK 10 3
AHU OT CKJIIOYBAHETO Ha JIOTOBOP 3a IOAM3IIBIHCHUE WM Ha JTONBJIHUTENHO CIOpPa3yMEeHHE
3a 3aMsiHa Ha IOCOYCH B 3asBICHHETO IO/IM3IIBJHMTE] H3MBIHHTEST H3NPAIA KOIHE Ha
AOTOBOPA HJIM Ha IOIBIHATEHOTO CIIOPa3yMEHHE Ha BB3IIOXKHTEIIS 3a€IHO C JOKA3aTEICTRa,
Y€ Ca H3N'bJIHEHH YCIOBHATA o Wi, 66, aim. 2 u 11 ot 3011,

(2) ToomsmbanuTeNMTE HSAMAT NPABO fa IIPEBB3IAraT €IHA WJIH II0BEUe OT
NEHHOCTHTE, KOMUTO ¢a BKIIOYEHH B PEAMETA Ha JIOTOBOPA 32 MOAH3IbIHEHHUE,

(3) HesaBucHMO OT BB3MOXKHOCTTA J1a CE H3NON3BAT  IIOM3IIBIHHTENH,
OTrOBOPHOCTTA 33 H3N'BIHEHHE Ha OTOBOPA 3a 00IIECTBEHA TOPHYKA € Ha IIPO/IaBaya.

(4) KynyBaubT HAMa [ja H3BBPUIBA JUPEKTHH PA3ILIAIIAHKS C OIM3IBIHHTEIHTE

Qren 9. [Ipoj1aBayvbT € DTBIKEH J1a JOCTABS MEIUITMHCKE H3/EIHS, KOHTO:

1. umar nanecena "CE" MapkupoBKka B CHOTBETCTBHE ¢ H3HCKBAHMATA Ha Wi, 15 oT
3aKoHa 3a MeMIUHCKHTE H3/eius (3MU);

2. mMar HameceH HJIeHTHHUKAIHOHEH HOMEp Ha HOTH(UIIHPaAHHUs opras 1o ui. 64,
an. 2 or 3MM, xoraro npouenypure, onpejeienn B Hapeabute 1o wi. 18 ot 3MMU, usnckgar
HAHACSHETO MY;

3. MMar HaHECEeHM HAMMEHOBAHHE H AIPEC HA YNPABICHHE Ha IIPOM3BOIMTENS
V/W/IK YIBITHOMOIICHHUS! IIPEICTABUTE H BHOCHTEIIA,

4. UMaT MHCTPYKIHA 3a yIIoTpeOa, ¢ H3KIIFOYeHHe Ha H3/IeHATA, 38 KOUTO TOBA He
€ npeasuaeHo B 3MU;

5. ca NPHAPYKEHH OT BATHIEH CepPTH(HKAT, YI0CTOBEPABALl] CHOTBETCTBHETO CHC
CBINCCTBCHUTE H3UCKBAHMSA, IPHIIOKHAMH 3a M3/IEJIMETO, H3/Ja/ICH OT HOTU(HIMpaI OpraH.

0. ca NPOU3BENCHH OT NPOM3BOIMTEIN, KOWTO IIPUIAra M MOMIBPXKA CHCTEMA 3a
ynpasiesue Ha KadecTBoro ISO 9001 m/wim cucrema 3a yupaBlleHHe Ha KaueCcTBOTO Ha
MeauIMHCKUTE u3aenusa [ISO 13485 u/unn exBuBanenTHA.

Ynen 10.(1) IIpogaBaust B cpoka Ha JOrOBopa TPAOEA Ja OTroBaps Ha CIEIHUTE
H3UCKBAHUS

1. la mMa paspelnenue WM yIOCTOBEPEHHE 33 THPIOBHS HA EIPO ¢ MEAHLIHHCKU
H3JIeNHA, U31aIeHO OT MsneiauTenaus qupexrop vHa MAJT o pena sa 3MU.

2. Jla mpunara u mongepika CHCTEMa 3a YIpaBieHHe Ha kauectsoTo 1SO 9001 B
00JIacTTa Ha TIPOM3BOJCTBOTO H/HMIH THPrOBUATA ¢ MEIHIIMHCKH M3ICIHS M/UIH CHCTEMA 34
ynpasiieHre Ha kKagectBoTo [SO 13485/13488 u/unn exBuBaieHTHA.

(2) IlponaBaybT € JuIbieH He3abaBHO Jla YBEJOMH KyllyBaya IIpH OTHEMaHe Ha
CBOTBCTHHTE PAspelICHHUs Wik 00€3CHIIBaHE Ha Y/I0CTOBEPEHHS.

Ynen 11. Beska ormenHa gocraBka TpiGBa oa e IIPHAPYIKEHA OT JIOKYMEHTH,
YIOCTOBEPSIBALIK IIPOU3BOJUTEILS, IAPTUIHNA HOMED, CEPHHHUS HOMED, CPOKA HAa TOAHOCT M
OT AHAIM3HU CepTH(HUKAaTH (OPUTHHAJIHH, 3aBEPEHO KONME WM ITyGIHYHO OIIOBECTEHH ),
JIOKYMEHTHPAIIX IIPOU3X0/1a, CHCTAaBa M TEKYITHS KOHTPOJI Ha KAUECTBOTO HA H3AC/IHATA,

Qien 12. [lpojaBausT € JIBKEH Na M3Jafe B CPOK (baxTypa 3a mocTaBeHuTe
METUIMHCKH H3IEITHsI,
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ITPABA U 3AIBJDKEHMS HA KYITYBAYA

Qnen 13.(1) KymysaybT MMa mpaBo /Ja NpoBepsBa KOJHYECTBOTO HA BCSKA
OTAC/IHA NOCTABKA, KATO IPH YCTAHOBABAHE HA HECHOTBETICIBHE € IIBKEH Jia YBEJOMH
IpojiaBada B CPOK OT 24 daca.

(2) Ilpu ycraHOBsiBaHE HA HECHOTBETCTBME B KAUSCTBOTO HA JOCTABEHHTE
MC/THIIHHCKH H3JCIIHA KYIyBaYbT € JUTBKEH J1a yBEIOMHU IIPOJaBaya B CPOK oT 24 yaca.

(3) HechoTBeTCTBHETO HA KOITMYECTBOTO H KAYECTBOTO C& YCTAHOBABA C HPOTOKOI,
ChCTaBeH OT KOMHCHS, ChCTABEHA OT JUIBKHOCTHHTE JIHIA Ha KYIyBaua.

(4) B cmyuaif, e mpojaBaysT B CPOK 0 24 yaca ciell YBEIOMSBAHETO 110 al. |
OCIIOpH MHCMCHO HECHOTBETCTBHETO Ha KAYECTBOTO, TOHM MOXKe Jla MCKa IpOBEpKaTa My OT
YIT'BJIHOMOILIEH OpraH WK 1a0opaTopus.

Yren 14. KynmypaubT € IIbiKeH [a 3allIaTH yrOBOpEHATa IIEHA B pasMepa, [0
HAa4YHHA ¥ B CPOKA, ONPE/IEIEHH B HACTOSIIHUS JIOTOBOD.

HEYCTOMKUN

Hnen 15.(1) Tlpu 3abaBa Ha jocraBKka OT CTpaHAa Ha NPOJABada ¢ MoBeue oT 24
(IBazeceT W YETHPH) yacd, KyNyBauybT MMa IIPABO 14 MOIyYH HEyCTOHKa B pasmep Ha 0.1
(HyJna 1sU10, €qHa Jieceta) Ha CTO OT CTOMHOCTTA Ha 3abaBeHaTa J0CTABKA 33 BCEKH 24 uaca
3abaBa.

(2) Ilpu ycraHoBsBaHe Ha HECHOTBETCTBHE B KOIHYECTBOTO, IIPO/IABAYBT €
ATBKEH [Ia IOCTaBU JIMIICBAIIOTO KOIHYECTBO NP C/Ie/BAIaTa JOCTAaBKA, a [IPH MOMCKBAHE
OT CTpaHa Ha KymyBawda B CPOK OT 24 wvaca. [Ipy HeH3NIBIHEHHE HA TOBA 3aJbIDKEHUE
KynyBaybT MMa IIPaBoO ja MOJy4d HEYyCTONKa B pasMep Ha 5 (11eT) Ha CTO OT CTOHHOCTTA Ha
JIHIICBALIOTO KOJIHYECTBO,

(3) llpu ycraHOBABAaHE HA HECHOTBETCTBHE B KAYECTBOTO, IPOLABAULT € JUIBIKEH
A& TOCTABH MEJMIUHCKH H3/I/IUA ¢ YTOBOPECHOTO KAYECTBO IIPH CJIGJBAIIATA JOCTABKA, & IPH
[IONCKBAaHE OT CTpaHa Ha KylyBaya B CpoK OT 24 daca. [Ipy HeM3OBLIHEHHe HA TOBa
3aIbDKEHAE KyIyBaYBT MMa IIPABO [Jia MOJIyYIH HEYCTOHKa B pasmep Ha 5 (meT) Ha CTo oT
CTOHMHOCTTA Ha HEKAYEeCTBEHATA JOCTABKA.

(4) B ciyuaunte 1o anuben 2 u 3, ako IpoJaBaubT HE DOCTABH IOTOBOPEHOTO,
KyIlyBa4ybT MMa IpaBO Ja 3aKyld HEOOXOAMMHTE My MEIMIHHCKH H3IEIHS OT JpYr
AOCTaBYHK, KATO pasnuKaTa MeX/ly LleHaTa 10 JIOTOBOPa U AEHCTBHUTEIHO 3aIIaTeHaTa [IeHa e
3a CMETKa Ha [poiaBaya.

Ynen 16.(1) Ilpu oTkas Ha npojaBada Ja JOCTABH 3aSBEHMTE MY MEIHIMHCKH
M3/ICIHA MM 1IPH 3a0aBa mosede oT 48 (ueTHpuieceT 1 oceM) yaca, KyIyBaybT HMa [Ipago aa
3aKyITH HeOOXOIUMHTE MY MEIHLIMHCKY U3/ OT PYT JOCTABYHK.

(2) B cyuanre no npeaxonHara anvHes pasMKaTa MexKIy LEHATA 110 JIOroBOpa M
JIEUCTBUTEIIHO 3aIJIaTeHaTa I[eHa e 3a CMeTKa Ha [IpoaBaya,

Ynen 17. KynyBausT uMMa mpaBo ga Mcka oOe3IIeTEHHE B IIbJICH pasMep Ha
BPEIMTE, KOUTO € IPETHPIIAI B pe3y/ITaT Ha 3a0aBeHaTa u/uiIy HeKauecTBEHATA J0CTaBKA.

Hnen 18. Ilpu 3abaBa Ha Iamane OT cTpaHa Ha KyIyBada, IOCASIHHAT JIhIIKH HA
IIpoJaBava HeYyCTOHKA, B pa3Mep Ha 3aKOHHATA JTHXBA.

Ynen 19. Heycroiikure, ofesIerenusta 1 NEHOBUTE PA3NIMKH 1[I0 Wi 16, al. 2
Morar fa Op1aT yabpiKaHH OT BCSKO OBIKMMO Ha IIpojaBaya IIiaiaHe.

[TPEKPATABAHE HA JTIOTTOBOPA
Unen 20. JloroBopET ce npekparsiBa;
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l. ¢ m3rHyaHe HA CPOK4, 33 KOHTO € CKIIIOYEH, OCBEH B XMIIOTE3aTd HA WICH 2,
U3peYeHue BTOPO;

2. OT M3NpaBHATA CTPaHA [IPH CHUCTEMHO HEM3IIBJIHEHHE HA 3abIKCHHITA IO
poroeopa. Ilox cHereMHO HeM3IBIHEHHE ce pa30Mpa TAKOBA, M3BLPIICHO ABA WM [IOBEYE
I'LTH B PaMKHTE Ha C/IMH KAIICHAAPCH MECeLl, WM II0BEYE OT TPH ITBTH B PAMKUTE Ha CPOKa Ha
JOTOBOpA,;

3. IpH CH3JIABAHETO Ha YCITOBHS 3@ JOCTABKA HA MEJULMHCKH W3/eHs Cilel
MPOBENKAAHETO HA LEHTPAIM3HPAHH EIEKTPOHHH THPrOBE,

4. UpH HEBB3MOXKHOCT Jia Ce OCHUIYpH (HHAHCHPAHE 3a HM3MLIHEHHETO Ha
MIOPBYKATA 110 IIPUYMHH, KOMTO KYIIYBAYBT HE € MOT'BJI J1a IIPEIBHII.

APYTU YCIIOBUAA

Hien 21. Crpanure 1o 0roBopa He MOTAT Ja 'O M3MEHSAT, OCBEH B CIIYUaHTE,
npeasuaeH B wi. 116 ot 3011

Ymen 22. Crpanute 1o JOTrOBOpa Iile peliaBaT BB3HUKHAIWTE [0 H3BIHEHUETO
CIIOPOBC IO B3aMMHO CBITIACHE, a aKO TOBA € HEBB3MOXKHO, No pena Ha I'TIK, mpex pomoso
KOMIIETCHTHHAT CbJ1 B I'p. J1o6pwuuy.

YUnen 23. 3a BCHUKH HEYPE/IEHH 110 HACTOALIHS J0rOBOP BHIIPOCH IIE C& IPHIarar
pasnopenbure uHa 3011, ITI130I1, 33/T u T3.

Yner 24.(1) 3a Banuauu ajpec 3a IpHEMaHe HA CHOOIICHHS, CBBP3AHH C
HaCTOAIMSA JIOrOBOP CE CMATAT a/IPECUTE, IOCOUSHH B HAYAJIOTO HA J0T0BOPA.

(2) Ilpu mpoMsHa Ha JAHHHTE 110 NPEAXOJHATA ATHMHEs, CHOTBETHATA cTpaHa €
IJIBXKHA J12 YBEIOMH APYraTa B TPHJIHEBEH CPOK OT IPOMSIHATA.,

IIpu cheTapsHe HA HACTOALMAT JIOTOBOP CE€ MPEACTABMXA OT M3IThIHHTEIs
CIIEJIHMTE JOKYMEHTH 3a IOKa3BaHe JIMIICaTa Ha OCHOBAHUA 3a OTCTPaHIBaHE:

- 3a oOcrosirencrBara mo wi. 54, an. 1, 1. 1 ot 3011 - cBUIeTeICTBO 32 CBJIMMOCT,

- 32 00CTOATENCTBOTO 110 Wi, 54, ajn. 1, T. 3 oT 3011 - ynocToBepenue or opranuTe
II0 NPUXOJUTE M YAOCTOBEPEHHE OT OOIIMHATA 10 CENAIHINETO HA BB3JIOKHUTEIS U Ha
KaH/(|/1aTa UITH YIaCTHHKA;

- 38 00CTOATENCTBOTO MO . 54, anm. 1, T. 6 - yIOCTOBEpeHHE OT OpPraHuTe Ha
WsnennuTenna arennus "I iaBHa HHCIEKIMSA 110 TpyAa";

- paspeuieHue 3a ThProBHA Ha €1p0 ¢ MEIMIHHCKH W3/enusa, u3nagero ot MAJI
WM JpYr AOKYMEHT, yJOCTOBEpSBAll IPAaBOTO HA YYAaCTHHKA ia ThPryBa C MeEIHIHHCKH
M3JIETHS, H3a1IeH OT KOMIIETCHTEH OpraH Ha ChOTBETHATA [ILPIKABa,;

- CepTH(UKAT 32 TpUIAraHe M NOAABPXKAHE HA CHUCTEMA 3a YNPABICHHE Ha
kagectBoro ISO 9001 B obnacTTa Ha HMPOM3BOACTBOTO HM/WMIKM THPIOBUSTA ¢ MEIHIIHHCKH
H3JCIMA W/MIM CHCTEMa 3a yNpaBieHHEe Ha KadecTBoTo ISO  13485/13488 wu/wm
eKBUBAJICHTHA;

Hacrosmmar QoroBop ce ChCTaBM B TPH €QHOOOpasHU eK3eMIUIApa, ¢IHH 3a
IIpoIaBaya ¥ JiBa 3a KyIIyBaua.

ITPOJTABAUY: KYIIYBAU:



