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CbADPIKAHMNE

HA JOKYMCHTAIMATA 33 Y44CTHE B NIPOLIEAYPa 3a Bh3JiaraHe
Ha o0mecTBeHa NopbhUKa, chraacHo @i 31, aa. 1 or 3011

1. Peienune 3a OTKpuBane Ha IIPOLELypa 3a Bb3JIaraHe Ha 00LIECTBEHA IOPBYIKA —
B OTZAEJEH Gail.

2. ObsBIIEHHE, C KOETO CE OIIOBECTABA OTKPUBAHETO HA IIPOLE/LYpaTa — B OTACNICH
daitn.

3. Texnuuecku crienu(puKaIye 10 OTASTHATE 060CO0EHN LIO3UIHH;

4. Yxa3aHud 3a IOATOTOBKA Ha odeprara,

5. IlpoexT Ha porosop.

6. OOpasiu Ha IOKYMEHTH — B OTJIC/ICH (haiii:

6.1. Ilpunoxernne Ne 1 - 3apsipkuTeneH obpaserir: [leHoBO IpeaoxeHue;

6.2. Ilpunoxenne Ne 2 — 3agbipkurterieH obpasel: TeXHIYECKO IPEAIOKEHHE;

6.3. IIpumoxenne Ne 3 — zapwipkutene obpazer: Jeknaparus mo wi. 59,am. 1, T.
3 or 3akoHa 3a MEPKUTE CpeIly U3MHpaHe Ha MapH.

6.4 Ilpunoxenue Ne 4 —, Crnuchbk Ha Ja0OpPaTOPHATE KOHCYMATHBM, PEAKTHBH U
TecToBe 3a oTAcneHue "Knunuuna naGoparopus™ no 060co6eHU MO3UIMUU - B OTAcHeH (ailn
MS Excel;

6.5. Enextponen EEJIOIT.
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TEXHUYECKHU CIHENNN®UKAIINNA

1. M3uckBaHus KbM J0CTABSHHUTE H3/1€JIHSA N0 BCHYKH 060c06e¢HH MO3MIINH;

1.1. [la ca mpousBeeHH OT IPOM3BOJAMTEIL, KOMTO MpUiiara u mojIbpika CHCTEMA
3a ymnpaBjieHAe Ha KadecTBOTO ISO 9001:2015 u/miu cuctema 3a ympaBiieHHE HA KAYECTBOTO
Ha MeauuHCKNATE n3aeaud ISO 13485:2016 /v eKBUBAJICHTHA.

1.2, [la C¢bOTBCTCTBAT HA4 M3MCKBaHMATA HA JIMpEKTHBA Ha EBponefckus
napnamenT ¥ Cwsera Ha EBpoma 98/79 EC 3a MeIUIMHCKHTE CpeIcTBa 3a JHACHOCTHKA
(IVD).

1.3. Jla oTtroBapsT Ha H3MCKBaHKUATA Ha 4. 82, an, 1 or 3MU, xaro umar;

- HaneceHa "CE" MapKupoBKa B CHOTBETCTBHE C M3KMCKBaHMsTa Ha Wi, 15 ot 3MU;

- HaleCeH MapTH/IEH/CepUeH HOMEp BEPXY ONAKOBKHTE, KOraTo ¢ MPUIIOKHAMO;

- HaHEeCEH MACHTU(GUKALMOHEH HOMEP Ha HOTHGUIIMPAHUsS oprad 1o wi. 63, ai. 4
ot 3MMH, Korato Imporeaypure, onpeieieHd B Hapeadurte mo wr 18 or 3MMU, m3uckpar
HAHACSHETO MYy

- HaHECeHW HAUMEHOBAHHE W aJpec Ha YIpABICHHE Ha IPOM3BOAMTENS WH/UIN
YI'BJIHOMOIUEHHS TIPEICTABUTEN U BHOCHTEJIS,

- MHCTPYKIUA 3a ynorpeba, ¢ M3KIIOYCHHE Ha WM3JICNHATa, 38 KOWTO TOBA HE €
NPEABUJICHO B 3aKOHA. B ciywanTe, KoraTo MHCTPYKIMUTE 3a yrorpeba ca Ha Uy 3K,
ChUUTE TPsAOBA Ja Ce UMaT IIPEBOL Ha OBIrapCKu €3HK,

1.4. Jla ©MaT cpoK Ha FOJHOCT KbM MOMEHTa Ha JOCTaBKATa He [O-Malbk oT 60 %
(ImecTaeceT MpoIeHTa) OT OOIIUA CPOK Ha TOJHOCT.

1.5. YuacTHuIMTE Ja IPEXOCTaBAT GUPMCH KaTajlor, MPOAYKTOB JIUCT MM APYT
OTHOCHUM JIOKYMEHT ¢ M34epIaTeliHa MHGOPMalUs 3a XapaKTEPHCTHKUTE Ha IPEATIaraHuTe
HIPOIYKTH.

1.6. UsmbinuTenurte no JioroBopa IPH BCSKa JOCTABKA CJEABA I IPEJCTABST
AOKa3aTeNiCTBA 34 NPUTOJHOCT Ha MpEUIaraHuTe MNPOAYKTH: JNAHHU 3a IPOM3BOJMTEN,
IIAPTHJICH HOMEp, CEpPUEH HOMEp, CPOK Ha IOJHOCT M aHalM3HH CEPTH(MKATH 34 BCSIKA
naptuia (OPUTHHAIHK, 3aBEPEHO KOIME WM INyOIMYHO OLOBECTEHHM), JOKYMEHTHPAILH
HPOU3X0/a, ChCTABA M TEKYIIUSA KOHTPOJI HA KAYECTBOTO HA TE3M HPOIYKTH.

2. NsuckBanug mo obocobena mosmmus Ne 1: JocraBka ma jgaGopaTopnu
KOHCYMATHBH, PEAKTHBHU U TECTOBE, NIPETHAZHAYEHM 32 XeMAaTOJIOTHA:

2.1. KoMmiekcHa JJOCTaBKa OT €IHH IIPOM3BOUTEIN 38 BCHUKA HOMEHKIATYPH.

2.2. IlpennaraHnTe MEAWIMHCKH H3JCAUs TpsAOBa Oa OBJAT CHBMECTHMH C
MEIMIMHCKATA araparypa 3a KosTo IIIe ¢e U3I0JI3BaT.

2.3. JlokasarencTsa oT hrpMaTa IPOU3BOJMTENT Ha allapaTUTe 38 CbBMECTUMOCT Ha
PEaKTUBHUTE ChC CHCTEMHUTE,

2.4, YuacTHAIM, peAnaraiy nyONuKaTH Ha OPUIMHANHN PEAKTHBH (ChC CHIMUS
WM CXOJICH CBCTaB), IPOM3BENCHH OT (UpMa, pasnuyuHa oT (GupMara - IPOU3BOAUTEN HA
arnapaturte, ClieJiBa Ja MPEACTaBAT IMMCMEHO paspelleHre oT dupmara - IPOU3BOJAMTEN Ha
amapaTta 3a ynotpeba Ha TE3W PEakTHBU B amapara U ceprudukar 3a MPOCICAUMOCT HO
JIepUHUTHBEH METO.
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3. MsuckBanusg no obocobena mosunua Ne 2: JlocraBka Ha jaGopaTopHu
KOHCYMATHBH, PCAKTHBH H TE€CTOBE, MPEAHA3HAYEHN 3a XeMOKOoAry/Jaluus - 3a amapar
START MAX:

3.1. KoMIutekcHa I0CTaBKa OT €IH IPOM3BOAKTEN 38 BCHIKU HOMEHKJIATYPH.

3.2. PeaktMBHTE gHa ca C J0OKa3aHa OT IPOHU3BOJMTENS CBBMECTHMOCT ¢
anapatute (IporpaMH ¢ BAIMAMPAHH aHAIUTUYHY IIPOLELYPH).

3.3. JlokasarencTBa OT (pUpMaTa - [IPOM3BOJAUTEN Ha amapara, 4e peakTUBHUTE M
KOHCYMAaTHBHUTE Ca BAIMAMPAHH 3a padoTa ¢ anapar Start Max.

4. M3uckBannst no odocodena mosumust Ne 3: JlocraBka Ha aaGoparopuu
KOHCYMATHBH, PEAKTHBH U TECTOBE, MPEIHA3ZHAYEHH 32 MPEIHA3ZHAYEHHU 32 KIMHHYHA
XHMHS H HMYHOJIOTHSL:

4.1. KoMIekcHa 10cTaBKa OT €AMH IIPOU3BOIUTEN 32 BCHUKHA HOMCHKJIATYPH.

4.2, PeaktuBuTe nAa ca OapkogUpaHM U C JloKazaHa OT TMPOU3BOLUTELS
CBBMECTHMOCT C anapaTuTe (IporpaMy ¢ BATUIUPAHU aHATIUTUYHH HPOIELYPH ).

4.3, B cny4ail, ue nponykrure ca npousBenenu B CAILl, yuacTHuiuTe cneasa ga
upezncrassaT cepruduxaru ot FDA.

S. Msuckpanusi mo obocobena mosuuus N 4: JlocraBka Ha jgaGoparopun
KOHCYMATHBH, PEAKTHBH H TeCTOBE, IPCIHAZHAYECHN 32 IVIIVKOAHAJN3ATOPH - 32 anapar
BIOSEN C_ LINE - EKF:

5.1. KoMnuiekcHa JtocTaBka OT €AWH IIPOU3BOJIUTEIL 38 BCHUKH HOMEHKIIATYPH.

6. Msuckpanua nmo oGocobena mosuuua Ne S: JlocraBka Ha saGopaTopHu
KOHCYMATHBH, PEAKTHBM H TECTOBE, NPEIHA3HAYEHHN 3a NPEJHAZHAYEHH 32 KPbBHO-
ra3os anajaus - 32 anapat RAPIDPOINT 500 - Siemens:

6.1. KomnurekcHa focTaBKa OT eIMH IPOU3BOJUTEI 33 BCHYKH HOMEHKJIATYPH,

6.2. [loxaszarencrBa OT MpPOU3BOAUTENI Ha amapara, 4Ye peakTUBUTE U
KOHCYMaTHBHTE ca BaJIMAUpaHy 3a pabora ¢ anapara.

7. M3uckBanus no o6ocodena mozunust Ne 7: locTaBka Ha TeCTOBE 32 YpUHEH
anajusarop - 3a anapat DIRUI H-300
7.1. KommrexcHa focTaBKa OT ¢IUH IPOM3BOAUTEN 38 BCUYKH HOMCHKIIATYPH.

YKA3AHHA 3A IIOATOTOBKA HA OOEPTATA

1. IMoaroroBka Ha odepTara:

1.1. Ilpu noaroroBkata Ha O(EpPTUTC YYACTHHUIIUTE Ca UIHKHH Ja CIa3BaT
U3MCKBaHUATA HA Bb3noxuTens. Odeprara cienpa fa OTroBaps Ha H3UCKBAHMATA, IIOCOYCHHU
B DEIIEHHMETO, OOABJIICHHETO M MOKYMEHTAallUATa 3a Y4acTHe B IIpoleAypaTa u Ja Oble
opopMeHa IO TNPHIOXKEHHTE KbM JOKYMEHTal[UsTa OOpasid, KOraro TOBd CE H3HMCKBA.
OTroBopHOCTTa 3a IpPAaBUIHOTO BB3IpPHEMaHEe Ha JOKYMEHTAIMATA 3a4 YYacTHE C€ HOCH
€IMHCTBEHO OT YYaCTHHUIIUTE.

1.2. Odeprute ce M3roTBAT Ha OBIATapcKyu €3MK. JJOKYMEHTH, KOHTO Ca Ha Yy
€3UK Ce IIPEeCTaBsIT U B MMPEBO/ Ha OBITAPCKH.

1.3. Jlo u3TM4aHeTO Ha CpOKA 3a MOAaBaHe Ha OGhEepTHTE, BCCKU YYACTHHK MOKE
Jla IPOMEHHU, Jia JOTIBIHYU WIX Jia OTTerH odepTara cu.
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1.4, TlpeactaBanero Ha ogepra 3aLb/DKaBa YYacTHHKA Oa INPHEME HAIbJIHO
BCHYKH U3HCKBAHMS U YCJIOBHS, [IOCOYECHHU B PEIICHUETO, OOABICHUETO U JOKYMEHTALUATA 33
y4yacTue B [Ipoleaypara.

1.5. Beexu yuacTHUK B IpoLEAypaTa KMa IpaBo Aa MPeJICTaBh caMo eiHa odepTa.

1.6. Jlune, koero ydactBa B OOEAMHEHHME WM € A0 ChIVIacHe Ja Obje
[OJU3IBIHUTEN Ha IPYT Y4aCTHHUK, HE MOXKE JIa I0laBa CaMOCTOsATENHA odepTa.

1.7. B nponeaypa 3a Bb3iarane Ha oOllecTBeHa MOPhYKA €1HO (PU3MUSCKO KU
IOPHIAMYCCKO JIMIE MOXKE /Ia Y4acTBa caMo B €HO 0O€/IMHEHHE,

1.8. Cebp3anu muua He Morar Ja ObIaT CaMOCTOSTEIHM YYACTHHIIM B €IHA U
cea npouenypa. [lox "cBbp3anu nuna" cieBa fa ce UMa IPEIBHJ] ONPEIECIICHUETO 10 § 2,
T. 45 ot JIP na 30I1.

1.9. VuactHumuTe Morar ja ce I1030BaT Ha KamlallUTeTa HAa TPETH JIKIa,
HE3aBHCHMO OT IIpaBHATa BPB3Ka MEXAY TAX, [I0 OTHOIIEHUE Ha KPUTCPHUHUTE, CBBP3EHH C
MKOHOMHYECKOTO U  (PUHAHCOBOTO  CBCTOSIHUE, TEXHWYECKHTE  CIOOCOOHOCTH |
npodecuoHamHaTa KOMIETCHTHOCT. 3a TpeTUTe una ce mpmiara wi. 65 ot 30I1.

1.10. VyactHumure mocousar B odeprara CH MOMU3MBIHUTEIATE K Jeja OT
nopbyKaTa, KOHTO INE€ MM BB3JIOXKAT, ako BB3HAMEPSBAT Ja U3NOJ3BAT TaKuBa. 3a
MOAU3IBJIHUTENUTE ce Ipuiara un. 66 ot 30I1.

HezaBHcMMO OT  BB3MOXKHOCTTA 3a U3MOJ3BAHE HA  IOAU3IIBIHUTEIA
OTTOBOPHOCTTA 33 U3II'BJIHEHUE Ha JOrOBOpa 3a 00IIeCTBEHA MOPBYUKA € Ha HU3IIbJIHUTEN.

Bo3noxurenar  HAMa  Ja  U3BBpUIBA  AMPEKTHH  pasiUlallladus ¢
MOJAUBIIBIIHUTEIIUTE.

1.11. YuacTHunuTe Morar ga mocoyBaT B odeprure cu HHPOpMALHs, KOSITO
cMATaT 3a KOH(UIEHIMaJHA BBB BpBb3KAa C HAIMYAETO HA THProBcka Tadpa. Korarto
YYaCTHHUIUTE Ca C€ IMO30BAIM HAa KOHQUAECHIMATHOCT, CHOTBETHATA WHOOPMAIUA HE Ce
PasKpHBa OT BB3JIOKUTEINA. Y YaCTHUIUTE HE MOTAT Jia ce€ [1030BaBaT HA KOH(HICHIIMAIHOCT
10 OTHOIICHHE Ha IPEJJIOKEHUSITA OT OQEepTUTE UM, KOUTO MO/IJICHKAT HA OLICHKA.

1.12. Benukn HOKyMeHTI/I €€ NPEACTABAT B OPUTHHAI WJIM KOIUS, 3aBEPCHH OT
yuacTHHKA ¢ "BspHo ¢ opuruHata", JleknaparuuTe 1 GaHKOBATE apaHLus, KOTaTo TaKUBa Ce
U3UCKBAT, C€ NIPEJACTABAT CaMO B OPUTHHAIL.

1.13. Jlumara Mmorar Ja [OMCKAT IHCMEHO OT BB3JIOKUTENS Pa3sICHEHUS TI0
pELICHHETO, OOSABIEHAETO ¥ JIOKYMEHTAIUATA 32 OOIIECTBEHATa TOphuka 40 10 JHE Ipemu
M3THYAHE Ha Cpoka 3a mojydyaBaHe Ha o(epTUTE, a KOTATO CPOKBT € ChKpaTeH MpH
HEOOXOQMMOCT OT CHELIHO Bh3/Iarate - 10 7 AHH. BB3IOKHTENIT IPejocTaBs PassCHCHUATA B
- ,eJ.HeBEHOCpUK OT IOJy4aBaHE Ha MUCKAHETO, HO HE IO0-KBCHO OT 6 JIHM IPEeaH CpoKa 3a
nony4dasade Ha oeprH, a KOraro CpoKbT € ChbKpareH MOpajid HEOOXOMHUMOCT OT CIENIHO
BB3JIaraHe - /10 4 JHU [Pejd TO3M Cpok. B passdcHeHMATa HE ce 110COYBA JHIETO, HAIPABUIIO
3aNMUTBAHCTO. BB3NOKHTENAT He TIPeNocTaBs Pa3sCHEHUs, aK0 HCKAHETO ¢ MOCTBIMIO Clief
Cpoxa mo u3pedyeHue nmbpBo. PazsgcHenusaTa ce HpeoCTaBAT upe3 MyOJIMKyBaHe Ha rpoduna
Ha KyllyBa'a.

i DZ IMoxasane na odeprara;

" 2.1. JIOKyMeHTHTE, CBBP3aHH C yYacTHETO B IIPOIEAyPaTa, ¢e MPEICTABAT OT
YYaCTHUKA, WA OT YII'BJIHOMOIIEGH OT HEro MpejiCTaBUTEN - JIUYHO WIIM 4Ype3 MOIICHCKA KN
Apyra KypHepcKa ycilIyra ¢ HpelnopbdyaHa IpaTka ¢ oOpaTHa paslucKa, Ha ajpeca Ha
BB3NOKATENA: Tp. Jobpuu 9300, yn. "Ilanaitor Xutos" 24.

w
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2.2, JTOKyMEeHTHTE C€ IPEACTABAT B 3alleyaTaHa HEelmpo3payHa OMaKOBKa, BLPXY
KOATO C€ II0COYBAT: HAMMEHOBAHMETO Ha YYACTHHKA, BKIIIOYUTEJHO YYaCTHHUIIUTE B
00eIMHEHHETO, KOTATO € IPHIIOKHMO; aJ(pec 38 KOPECTIOHACHIMS, TIEe(OH U 110 BL3MOIKHOCT
- (hakC ¥ €JICKTPOHEH aIpec; HAMMEHOBAHHETO HA IIOphUKaTa W 000COOEHHTE MO3HUIMH, 33
KOWUTO NOJIAaBaT JOKYMEHTHTE.

2.3. 3a nomy4eHUTE O(EPTH IIPU BB3JIOKUTENS CE BOJH PETHUCTHP, B KOMTO ce
orOess3Bar: mojareyl Ha odepraTa; HOMED, JarTa M 4Yac Ha IOJTydYaBaHe; NPHUMHHTE 33
BpPBLIAHE Ha oepTaTa, KOraro € NPHI0KIMO,

2.4. TIpu nonyuaBane Ha odepTaTa BbPXY OMNAKOBKATa ce OTOE/A3BAT NOPEIHUAT
HOMED, JaTaTa ¥ YachT Ha [I0JIyYaBaHETO, 3a KOETO HA IPUHOCUTENS CE U3/1aBa JOKYMEHT,

2.5. He ce mpuemat odeprtr, KOUTO ca MPEACTAaBEHU CJIC/ U3THYAHE Ha KpaWHHs
CpPOK 32 MOJTyYaBaHe WJIK Ca B He3alleuaTana ONaKOBKa WK B OIIAKOBKA C HAPYIICHA ISUTOCT.

2.6. Koraro xbM MOMEHTa Ha W3THYaHE Ha KpalHus CPOK 3a IOJyJaBaHe Ha
ogepTH npe] MIACTOTO, OLIPEAEICHO 3a TAXHOTO IOJIaBaHe, BCE OIIE MMa YaKallld JIALA, Te Ce
BKIIOYBAT B CIHCBK, KOHTO c€ MOANHMCBAa OT IIPEACTABUTEN HA BB3JIOKUTEIS H OT
npucheTBamuTe auna. OdepTuTe Ha JMIATa OT CIHMCHKA CE 3aBEXIAT B PETHCTHPA Ha
Bb3IOXKHTENA. He ce nomycka mpueMane Ha odepTH OT JIMIA, KOUTO HE Ca BKIIOYEHH B
CIIMCBKA.

2.7. B cmy4amte, xorato odeprara ce H3npamia Mo IOLIATA WIX C KypHEPCKA
ciayx0a, YJacTHHKBT CleJ[Ba Jia OCHIYPH HEHHOTO CBOEGBPEMEHHO TPHCTHUTAHE IIpeau
U3THYAHE HA CPOKA 34 oJjaBaHe Ha odepTu. PuckbT oT 3abaBa win 3ary6Bane Ha odeprara e
3a yqacmz_nxa.

3. Cpabpikanue HA 33M€YATAHATA HEMPO3PAYHA OMAKOBKA M YKA3aHUH 32
oML 1134ue Ha AOKYMEHTHTE B Hes:
X 1 Onwuc Ha IpeACcTaBeHUTE JOKYMEHTH.

. 2 Cranpapren obpasen 3a €AWHHUS €BPONEHCKH DOKYMEHT 3a OOIIECTBEHH
HO]‘H:‘II(H (El I*ILO]'[) 3a Y4YacTHHKA, a KOTaTo € MPUJIOXKHMO - 32 BCEKH OT yYACTHHUIIUTE B
0BCMHEHHNETO, KOSTO HE ¢ IOPUIMUECKO JIALC, 3d BCEKH IOAM3IIBIHATEN M 32 BCSKO JIHIE,
YMUATO PECYPCH 1Ie ObAAT aHTAXKUPAHU B U3IIBIIHEHUETO HA TIOPHUYKATA.

_ Ha ocnoBanpe wn. 67, an. 4 or 30I1 EjMHHMAT €BpONEHCKH JOKyMEHT 3a
obmecteny nopbuku (EEJIOIT) ce mpeoctaBs B €IEKTPOHEH BH/ 10 00pasell, yTBLPAEH C
aKT H; ]:BponcncxaTa KOMUCHSI.

ity EJIeKTpOHHHﬂT EEJIOI1 e wact oT noKyMeHTalusATa 3a OOINECTBCHA MOPHUKA,
HOH’E;JIBa“ eEElIOH BBB (popMmar *.xml, upes uHMOpPMAIHOHHATA CHUCTEMA 34 eEEI[OH Ha
ampec https://ec.europa.eu/tools/espd. B mrpopManmonsaTa ciucTeMa yJaCTHALMTE 3aPEKIAT
IPeOCTABEHHS OT BB3JIOXKHTENS (Baill BBB (popMaT *.xml, nomeIBaT HEOOXOAUMUTE JAHHH U
ro U3TEraAT U 3anasear BuB popmar *.pdf u *.xml.

. Bh3noxurenar usucksa yuyacTHuimre na npepoctasst EEJIOIT B enexrponen
(bOpMaT KOWTO HE I103BOJIsABA PEJIAKTUPAHETO Ha HETOBOTO chibpxkanue (*.pdf). JlokyMeHTLT
TpsibBa @ ObAe moAnmucaH ¢ KBAJAM(UUHPAH €JEKTPOHEH IOANHC OT JIMIETO0, KOETO €
33JBIDKEHO na noanuine EEJIOI. EnexTpoHHO mOANIUCAHUST JOKYMEHT, 3aIIACAH HA ONITHYCH
HQCHTeJI (CD, DVD, ¢nam nameT) ce ocTaps B OIIakOBKaTa ¢ odeprara.

G HpeJIOCTaBeHI/IﬂT oT yuyacTHHka (aiin, cpaepxan; EEJIOIT me Tpsabpa ga e
3apaseH ¢ BHPYCH, []a HE CHABPXKA MAaKpOCH MM H3MBIHHM IPOTPaMeH Ko, JJOKyMEHTBT
CJefIBa /12 CHABPIKA IIPAB (HEKpHIITHPaH) TEKCT.

i

KT



"MHOT'OIIPO®UAHA BOAHULIA 3A AKTUBHO AEYEHUE - IOBPUY" AL

JOBPUY 9300 4 yn."Manaiior Xutos" 24 & 058/600488 (axc 058/600414 & e-mail: oblb@bergon. net

He ce npuemar 3a pegoBHO moaajeHH MO CMUCHJAA HA Wi, 67, aa. 4 or 30I1
NOANMCAHH Ha pbKa U ckanupanu EEJTOIL.

Tloapo6uo 3a eEEJIOII yyacTHMIIMTE MOTAT Jia Ce 3al03HasAT 0T MeTOUUECKUTE
yKa3aHMsl Ha €JCKTpoHHAaTa cTpaHuia Ha AOIL,

IIpn noaroroskara Ha EEJIOII ciieaBa na ce uMa npeaBuj CJIEIHOTO!

3.2.1. Upes EEJOIl ywacTHWKBT peKiIapupa JHAIICATA HA OCHOBAaHMATA 34
OTCTPaHABAHE U CHOTBETCTBHEC ¢ KPUTECPHHTE 3a oA00p. B Hero ce mpemocTaBs ChOTBETHATA
uHQOpMAIKsl, H3UCKBAHA OT BB3JIOXKUTEINS, H CE [IPEJCTABAT JAHHH OTHOCHO MyOIMYHHTE
PETHCTPH, B KOHTO C€ ChAbpika HHGpopMamus 3a JeKIapUpaHuTe 0OCTOSTENCTBA WIH 34
KOMIIETEHTHUS OpraH, KOHTO CBIVIACHO 3aKOHOJATENICTBOTO Ha CHOTBETHATA JILPIKABA €
JUTBKEH 11a TIPE0CTaBst HHGOpMAIUs 3a Te3H 00CTOSTEICTBA CIYXEeOHO Ha BB3JI0KHTEN.

"~ 3.2.2. B wacm II, pasden "A: Hughopmayus 3a uxonomuueckus onepamop”,

pazgena "Hoewmughuxkayua' y4HaCTHHKBT CIIe[BA Jla OTFOBOPH B CBLOTBETCTBHE C
PETHUCTPALUATA CH B TBPTOBCKHS PETHCTHP WIM APYT PETUCTHP CHOOPA3HO HAMOHAIHOTO CH
3aKOHO/IATENICTBO.

ot .3.2.3. B uacm II, pasoen "A: Hupopmayus sa uxonomuueckus onepamop’,
Y4aCTHHKBT CJeBa 14 OTTOBOPY JIAlH ydYacTBa B IUpONEAYpaTa, 3acQHO C ApYIH
HKOHOMHYECKH OIIEPATOPH.

" 324. B yacm II bykea "A: Hugpopmawyus 3a uxonomuueckus onepamop”,
YYACTHHMKBT CJIe/(Ba [1a IOCOYH 110 KOU 000co0eH! O3UIUH ITpe/icTaBs odepra.

32.5. B wacm 1I, paszden "b. Hnpopmayus 3a npedcmasumenume Ha
UKOHOMYH4eCKUsL  onepamop”, y4aCTHUKBT Cle€JBa Ja OTrOBOPH B CBOTBEICTBHE C
PETHCTPANUATa CH B THPTOBCKHS PETUCTBD WIH JAPYT PETUCTBP ChOOPA3HO HALHOHATHOTO CH
3aKOHOJATE/ICTBO.

"~ 32.6. B wacm Il paa@eﬂ "B: Hugopmayus OmHOCHO U3NON36AHEMO HA
f\anabtumema Ha Opyeu cybexmu', yJacTHMKBT cJie/lBa Ja OTIOBOPH [aild INE W3IIOJI3BA
KanmaluTeTa Ha TPeTH JHLA 10 OTHOLICHHE Ha KPUTEPUHTE, CBBP3aHU ¢ UKOHOMHUYECKOTO H
rbuuaﬂcosom CBCTOSHUE, TEXHUYECKHTE CIOCOOHOCTH M IpOodecHoHaNTHATa KOMIIETEHTHOCT.
3a BEAKO TPeTo JIMIe ce mpeacTass oraeser EEJIOLN.

g 3.2.7. B wacm Il pasden "I': Hugpopmayus 3a noOusnwiHumeny, yuimo
Kanauumem yxonomu%cxwzm onepamop HaAMA 04 u3noa36a", YYaCTHHKLT Cle/Ba Jia
OTLOBOPH KOH C2 IOU3ITBIIHATEIIUTE, KOUTO IIE MOJI3BA.

3a BCEKH NoAM3NbIHUTEN ce mpexactaBs otaened EEJIOTL. IMomusnminutenure
Tp516Ba Ja 0TrOBap;1T Ha CBOTBCTHHTE KPHUTEPHUHU 3a 1OJA00p ChOOpPa3HO BHMIA M JeJla OT
noquKaTa KOMTO INE U3IBIHABAT, U 3a TIX Jla HE ca HAJIMIe OCHOBAHUS 38 OTCTPAHIBAHE OT
npouenypaTa

3.2.8. B wacm IIl, pazoen "A: Ocnosanus, c6bp3amu ¢ HAKA3AMENHYU RPUCHOU"
yqaumﬂxm JeKJIapupa HaJM4yueTo Ha oOCTOATENCTBAaTa 3a OTCTpaHSBAaHE OT Y4YaCTHE B
pouenypara 1o wi. 54, an. 1, 1. 1 u 2 ot 3011 (ocwxaane 3a npecrbiuieHns 1o wi. 108a, u.
159a-159r, wi, 172, un. 192a, wn. 209-213, wi. 253-2536, wr. 301-307, wr. 321 u un. 321a u
a1, 352-353¢ or HK wnu anajgoruyny B apyra IbpikaBa WICHKA MM TPETa CTpaHa), KakTo U
Hpe,Z[HpI/IeTI/ITe MepKH 3a HazexaHocr mo wi. 56 or 30II, koraro e mpunoxumo. Tesn
QCHOBaHI/I}I Ce OTHACAT 3a JMLATa, KOUTO IIPEJCTABISIBAT YYACTHHKA, 4YIEHOBETE Ha
YIPABUTEHY U HA/[30PHK OPTaHwy U 32 APYTH M@, KOUTO UMAT IIPABOMOIIKS J[a YIIPAXKHSIBAT
KOHTPOJ MPH B3EMAHETO Ha PEIICHHU: OT TE3H OPTaHH. JInnata, 3ab/DKEHN 14 JeKIapupar
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M3HUCKBaHUSTA 110 UL 54, ait. 1, T. 1 1 2 oT 3011 ce OTHACAT 3a IIOBeYEe OT €4HO JIALE, BCHYKT
mana noamucsar eguH u cbly EEJIOIL. Korato e Hammie HeoOXOMMMOCT OT 3alllMTa Ha
JIMYHUTE TAHHM WIM HpY pasiMdie B OGCTOATENCTBATA, CBBbP3aHU C JINYHOTO CBHCTOSHUE,
HpOPMAIMITa OTHOCHO M3MCKBaHMsTa M0 Wi, 54, ai. 1, . 1 u 2 or 30II ce moIbIRa B
otneneH EEJIOII 3a Besako yimile WIM 3a HSKOU OT Junara. B ciyuamre, Koraro ce momasa
nopeue ot eauH EEJIOIL, obcrosrencTeara, CBbp3aHu ¢ KPHTEPHUTE 3a TTOAO0P, CE ChIBPIKAT
camo B EEJIOII, moamucan oT jmIe, KOETO MOXE CAMOCTOSTENHO Ja IpeNcTaBisiBa
CHOTBETHHMS CTONAHCKHU Cy0eKT,

3.2.9. B vacm I, pazoen "B: Ocnoganus, c6bp3anHu ¢ niauanemo Ha Oanvyu u
COYUANHO-0CULYPUMENIHY 6HOCKU" YIaCTHUKBT JIEKIaprpa HaJH4IueTO Ha 00CTOATEICTBATA 34
OTCTpaHgBaHE OT y4acTHe B Iporeaypara no wi. 54, an. 1, t. 3 or 30Il, T.e. naau uma
33Ib/DKEHHS 33 JaHBIM M 3abJDKUTEIIHA OCUTYPUTEIIHN BHOCKH 110 CMHCHIA Ha WI. 162, ai
2, 1. 1 ot JIOIIK, kaKTo u mpeAnpueTiHTe MEPKH 3a HaJEXKIHOCT 110 Wil 56 ot 301, korato ¢
MIPUIIOKUMO.

3.2.10. B wacm III, pazoen "B: Ocnosanus, cevp3anu ¢ HeCLCMOIMENHOCH,
KOHGIUKM Ha  unmepecu uiu npopecuonanio Hapywenue” YUaCTHAKBT JICKJIApHpa
HAIMYUCTO Ha OOCTOATENCTBATA 33 OTCTPAaHABAHE OT y4acTHE B MPOIEypara 110 Wi, 54, ai. 1,
Ty 4 5, 6 u 7 ot 30I1. OcHoBanusTa 1o wi. 54, 1. 7 ot 30I1 ce oTHACAT 3a NHULATA, KOUTO
Hpe,I[CTaBJ'I}I aT y4aCTHHUKA, YWICHOBETC Ha YIIPABUTEIIHU M HAJ[30DHU OPTaHH U 3a JPYTH JIHLA,
KQUTO l;IMclT' TPaBOMOLLKA /i@ YIPAKHABAT KOHTPON TIPH B3IEMAHETO HA DCLICHUS OT TE3H
Opl‘aHld Jlnnara, 3agemkenn na gexiapupart obcrostencTBara mo wi. 54, an. 1, T. 7 ca
nocoquH B 4jl. 40, ai. 2 ot HIT30I1. Korato usuckpanusta mo wi. 54, an. 1, 1. 7 ot 3011 ce
OTHaCﬂT 3a TI0BeYe OT €IHO JIMIE, BCHYKHU JIMIA IOANUCBAT CIUH U ChIIl EEI[OH Korato ¢
Ham/me H606X0,I[I/IMOCT OT 3alllUTa Ha JIMYHATE JaHHWU WU IPH pa3jinyre B 00CTOATENCTRATA,
CBBP3aHHU C JITYHOTO ChCTOAHNE, HHPOPMALMATA OTHOCHO H3UCKBAHUSATA 10 Wi, 54, ain. 1, T. 7
ot 3011 ce momsisa B otyenen EEJIOTT 3a Besko NMIE MWK 3a HIKOH OT JIMNATA. B Cllydaure,
korato ce nogasa mosede or eaun EEJIOI, obcrodrencrata, cBbp3anu ¢ KPUTEPHHTE 34
mojioop, ce euaspkat camo B EEJIOII, moamucan ot nmile, KOETO MOXKE CAMOCTOSITEIHO 1a
NpeAcTaBlisiBa CbOTBETHHS cTomaHcky cybext. Ilox "konduukT Ha nHTepecu" cienBa ga ce
pasbupa onmpenenennero, ajneno B § 2, 1. 21 ot JIP na 3011, KoraTo Bb3I0KHTENSNT, HETOBU
CIY’KUTENM HJIM HAeTH OT HEro JIMIa W3BbH HErosata CTPYKTYpa, KOMTO ydacTBAaT B
NOArOTOBKATA MJIM BB3JIAraHero Ha OO0lecTBeHaTa IOpPhYKA WIIM MOIAT Ja IOBIMSIAT HAa
pe3ynirarta OT Hes, HMaT MHTEpec, KOMTO MOXKe Jia BOJIM JI0 oGiara o cMUChJIa Ha Wi, 54 oT
3akoHa 3a IIPOTHBONEHCTBHE HAa KODYNIMATA M 33 OTHEMAHE Ha HE3aKOHHO HPHAOGHTO
I/IMyHIeCTBO H 34 KOWTO 01 MOITIO Jia ce IpUEME, Ye BIIMAE Ha TAXHATA OE3MPUCTPACTHOCT U
HE33BUCHMOCT BEB BPB3Ka ¢ BB3JIaraHeTo Ha 00IECTBEHATA IIOPHYKA,

_ 3 2.11. B wacm III, pazoen "I Cneyugpuunu HAYUOHAIHU OCHOBAHUS 3Q
wmmqeane " yYaCTHUKBT JEKIapupa HATHIHETO Ha!

3.2.11.1. OGcrosTencTBaTa 3a OTCTPaHABAHE OT YYacTWe B NPOLEAypaTa 10 Uil
54, an. 1, T. 1 or 30I1 (ocexnane 3a npectbiuienust mo wi. 194-208, un. 213a-217, w1, 219-
252 w un. 254a-255a w un. 256-260 ot HK uin ananoruynu B gpyra abpikasa WieHKa WIH
Tpera cTpaHa). Tesw OCHOBAaHMS C€ OTHACAT 3a JIMIATA, KOWTO NPEACTABIABAT yYAaCTHHKA,
4ICHOBETE Ha YNIPABUTEIHU U HAJ30PHA OPTaHHM U 3a JPYIH JMIA, KOUTO UMAT IPABOMOLIHS
Ja ynpaXHsIBaT KOHTPOJI IIPH B3€MAHETO Ha PELICHUS OT Te3u opranu. JIunara, 3abDKeHN 1a
Aexmapupat ofcrostenctsara mo wi, 54, an. 1, T. 1 u 2 ca mocouenn B wi. 40, an. 2 or
[TIT30I1. Koraro m3uckBaHuaTa 10 Wi 54, am. 1, . 1 u 2 or 3011 ce OTHACST 3a IOBEYE OT
€JIHO JIULE, BCHYKH JIMNA TOJIIHCBAT CIMH U CBII EEJOII Koraro e nanuie HEOOXOIAMOCT
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OT 33I0UTd Ha JIMYHUTE NaHHW WK TIPW Pa3sIuyue B 00CTOATENCTBATA, CBBP3aHH ¢ JHIHOTO
ChCTOAHME, MHPOPMALMATA OTHOCHO M3MCKBAHMATA 1O 4. 54, am. 1, T. 1 u 2 ot 3011 ce
nonbisa B oTaeneH EEJIOII 3a Besko nuIe Uiy 3a HAKOM OT NUIara. B ciydanTe, KOrato ce
nozasa nosede ot efuH EEJIOIL, obcrositencrsata, cebp3ann ¢ KpUTEPHUTE 3a TOAOOD, ce
C’bII’bp)KaT caMo B EEJIOLI, moamnucan ot jmie, KOETO MOXKE CaMOCTOSTEIHO J1a IPE/ICTABIIABA
CT:OTBGTHI/ISI CTOIIAHCKU CYOEKT.
3 3 2.11.2. O6crosTencreara 3a OTCTpaHsBaHE OT y4acTHE B IpoleaypaTa o ujl.

54, a1, 1. 6 or 301l (YCTAaHOBEHO C BIA3JIO B CHIld HAKA3ATENIHO MOCTAHOBIEHWE HITH
CBICOHO PelcHHe, HapyuieHue Ha Wi 61, an. 1, wn. 62, an. 1 win 3, wn. 63, an. 1 unm 2, ui.
118, aim. 128, 9. 228, an. 3, wi. 245 u un. 301 - 305 ot Konekca ma tpyaa wim wi. 13, an. 1
oT 3aKOHa 3a TPyAOBaTa MUTPAIMs U TPYAOBaTa MOOWIHOCT WM AHAJIOTMYHM 3a]bJDKEHUS,
YCTAaHOBCHM C’aKT Ha KOMICTEHTEH OpraH, CBIVIACHO 3aKOHOJATEJICTBOTO HA AbpKaBara, B
KOSITO KaHIUAATHT UM YYaCTHUKHT € YCTAHOBEH).

3.2.11.3. CBbpaa”oCT ¢ Ipyr yYacTHHK B IIPOIIEAypaTa Imo CMUCHIA Ha § 2, T. 44
ot JIP na 3011, BeB Bpe3ka c § 1, T. 13 u 14 ot /IP Ha 3akona 3a mybauuHOTO npeiarage Ha
IIEHHH KHIKA.

3.2.11.4. Tlpeuku 3a ydacTue B OOIIECTBEHH HOPHUKHU 110 WI. 3, T. 8 OT 3aKkoHa 3a
MKOHOMMYECKHUTE W QMHAHCOBUTE OTHOIICHUS C APYKECTBATa, PETUCTPUPAHH B IOPUCIHKITHI
c nnpecbepém.ma.neﬂ JlaHbYEH PEXKUM, CBBP3aHHMTE C TIX JIUIA U TEXHUTE NEHCTBUTEIHU
cOOCTBEHHUIIM, OCBEH AKO € HAJIMIE M3KIIFOYEHHETO 110 WI. 4 OT CHIIHS 3aKOH.

] 3.2.11.5. Ilpeanpuernre MepkH 3a HajaexaHocT mo wi. 56 ot 3O0II, korarto e
npmm}m\ao WM HAJTAYHETO Ha M3KJUOYCHHS No Wi. 4 oT 3akoHa 32 UKOHOMHYECKUTE U
(PHHAHCOBUTE OTHOLIIEHUS C JPY)KECTBATa, PEIUCTPUPAHH B IOPUCANKIME ¢ IpedepeHimaieH
JaHBHCH P JKUM, CBBP3aHUTE C TAX JIUIA K TEXHHUTE JHCTBUTCIHI COOCTBEHHIN,

2" 11.6. ObcTosTencTBaTa 3a OTCTpAHsBaHE OT POIEAypara, MPOU3THYAINN OT
fm 69"‘ ajl. 1 oT 3akoHa 3a MPOTHUBOJCHCTBHE Ha KOPYNLHATA U 338 OTHEMAaHE Ha HE3aKOHHO
npngo6nT0T0 VMYIIECTBO, OTHACALUM CC 1O JIMIE, 3aeMal0 BACIIA NyONMYHA JUTBIKHOCT,
KQETO B nocne;[HaTa €/IHA I'OZIMHA OT HU3IIBJIHEHUETO Ha IIPaBOMONIMATA UK 38 bJDKEHUATA CH
1o - cny>1<6a € YYacTBalO B IPOBEXKIAHETO HA IPOLIENYpH 3a OOLIECTBEHM MOPBYKH MU
IPEJCTaB/IABA YYaCTHAK B HACTOSAIIATA POy pa.

3.2.12. YuacTHULIUTE ca JUIBKHH J1a YBEJIOMST IIHCMEHO BH3JI0KHTENI B 3~/ (HEBEH
CPOK OT HACTBIBAHE Ha 00CTOATENCTBO 1Mo Wwi. 54, ain. 1 ot 3011, nekapupaHo OT TAX B 4acTH
II u III Ha EEJIOH
'2”13 B uacm 1V, pazoen "A: I'oonocm' ydacTHHKBT MOCOYBA JOKYMEHTA, C
KOI/ITO I[OKaSBa CHOTBETCTBUETO cu 110 paszgen [II.1.1) ot o0sBiIeHUETO 3a OmOBECTIBAHE HA
o6u1eCTBeHaTa nopbuka: Paspelrenue 3a THProBUs Ha €Op0 ¢ MEIHIUMHCKH U3IENHS,
u3ganeHo or MAJL umm apyr JJIOKYMEHT, yIOCTOBEpsIBALI MPABOTO Ja ThPryBa ¢ MEAUIHHCKH
M3JIETHSL, I/I3)I8.}II€H OT KOMIIETEHTEH OpraH Ha CBOTBETHara Jbp)KaBa. Paspemnenue wuim
YI{OLTOBCPCHHC HE CH M3UCKBA OT NPOW3BOJMTEIMTE HAa MEIULIUHCKH W3JICIIHS, YCTAHOBEHH
Ha TepuTopusaTa Ha PenyOmuxa bwirapus, karo ToBa 06CTOATENCTBO Ce IIOCOYBA HA CHITOTO
MiICTO B EEL[OH
, -3.2.14. B uwacm IV, 6ykea "B": Texnuuecxu u npoghecuonantu cnocobrocmu"
yT-IaCTHI/IK’I:-T IOCOYBA JIOKYMEHTA, ¢ KOWTO JJ0Ka3Ba CbOTBETCTBHETO cH 1o paszen I11.1.3) or
OOsBJICHHETO 3a OMOBECTABAHE Ha OoOmleCTBeHaTa mopbuka: CepTUdHUKAT, ymOCTOBEpBAI
BHEApEHa CHCTeMa 3a ympasiienue Ha kadecTBoro EN ISO 9001:2015 w/wim EN ISO
13485:20_16’ W/l €KBUBAJIEHTHA, ¢ 00XBaT B o0jacTTa Ha NOPOU3BOIACTBOTO H/HIH
THPTOBHSTA C MEIUIHHCKA U3/1€MTHS
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'3.2.15. Yyactauure mMorat na msnoissar EEJIOIL, koiiTo Bede e Guil M3M0I3BaH
IpH TNIPEAXOJHa Npoueaypa 3a OOLICCTBEHA IOPbYKA, LIPH YCIOBHE, Y€ MOTBLPIAT, Ue
CBIIbpXKaIara ce B Hero HHGOpMAaLHs BCe OLIe € aKkTyasHa, IPU yCJIOBHATA Ha wi. 44, ai, 2
ot [ITI30II.

-3.3. Hoxymentu 1o ui. 45, an. 2 or IIII30II 3a fnoxassare wa TpennmpueTHTe
MEPKH 3a HAJICKAHOCT 1Mo WI. 56 oT 3011, KoraTo ¢ MPHIoKUMO.

-~ 3.4, IIpu yvacTHMIM OOCIVHEHUS, KOATO HE Ca IOPHIMYECKH JIUNA — KOIIME OT
AOKYMEHT; OT KOHTO Jia € BUJIHO IIPABHOTO OCHOBAHHUE 3a Cb3/jaBaHe Ha 00CIUHEHHIETO, KAKTO
M CIIEIHE a HH(OpMalKsA BBB BPh3Ka ¢ KOHKpETHATa OOIMICCTBEHA [IOPBYKA: NPaBaTa U
SaII'I:JDKeHI/I}ITa Ha YYaCTHHUIMTE B OOCAMHEHMETO; Pa3IpE]EIICHHETO HA OTTOBOPHOCTTA
MEXILY. WICHOBETe Ha OOEIMHEHHETO; JEHHOCTHTE, KOWTO IE H3IIBJHSBA BCEKM WIEH HA
O6e}1HHeHHeTO

3.5. LleHOBO IpemIONKEHUE, ChBPIKAIIO MPEUIOKEHUETO Ha YYACTHUKA OTHOCHO
ueHaTa r[o 3ajibJDKITeNeH 06pasen Ipunoxenne Ne 1,

3.5.1. B TO3M JOKYMCHT BCEKH YYaCTHUK € JUIBKEH Jia nocodd obocobeHara
MO3UIHA, 3a. KOUTO IPEACTaBs LIEHOBO IIPEUIOKEHHNE U J1a TIPUJIOKH IIOMBIHEHA U [TOAIIUCAHA
C’BOTBCTHaTa gact (00ocobena mosunus) or Chucbka Ha J1a0OPATOPHUTE KOHCYMATHBH,
peaKTHBH W, TeCTOBe 3a oTAeneHye "Kinurudna naGoparopus'- [punoxenne Neo 4.

i l ChOTBEeTHATA YacT (060coOena no3us) oT CHuChbKa BCEKH YYACTHHK CIICIBA /1A
HOH’bJ‘IHI/I clie/[HITe KOJOHH U PEOBE:

2 B konona 5 ywacmnuxem nocousa KamanodiCHus HOMep HQ U30EAUemMo, KOemo
npe()ﬂaza KO2amo moea e NPULOHCUMO.

' . B Konona 6 yuacmuuxvm nocovea npouseooumens na npeoNazanomo uzoejiue.

B KoJioHa 7 VHACIMHUKBIM ROCOYEU GMECHUMOCMING HA nper);zazmrama ONAKO6KA
2QUHUYY  (Cv2acHo Meprama eOunuyd, nocouyena 6 Kkonoua 3.1), xozamo e
MO,

B konona 8 yuacmuukvm nocouea npednazanama yena Ha onakoskd 8 ie6a bes
/[,ZZ( KO2AMO € NPUNOJNCUMO, KAMO YeHAma Ha ORAKOBKA Mpabea 0d e 3aKpbenena 00 6mopus
HAK, CJleO decemuynama 3anemas.
¥ B KONOHA 9 yuacmnukvm noco46q npeodiaeanama eOUHUYHAMA yenda Ha MepHa
e@uuut;a 6 nega bes JJ/IC. Eounuunama yena na mepua edunuya é koaona 9 ce nonyuasd,
Kamo yenqma 3d_ONAaKo8KA HA 6CAKO u30enue NOOMOENHO ce pazdeni HA 6MeCHUMOCMMG
(6pos meépru eOuHuuu) 6 edHa onaxoexa (xkon. 8 . kon. 7). EOunuunama yena na mepua
eOuHUYa cnedea QA e 3aKpvaiena 00 YemebPmUs 3HAK Cled OecemuuHama 3anemas.

‘Ha pedoeeme "Ob6w coop konona 9" ywacmumuxem nocousa cbopa om
cmounocmume Ha 6ceku ped om KonoHa 9 (Yewume HA 6CUYKU HOMEHKAAMYPU NO
o60co6euama no3u14wz) Cbopvm ce 3axpvenst 00 8mopust 3HAK Ced decemuyunama 3anemas,

npu 102K

6 TeXHquCKO IPEIIOKEHHUE, ChIILPIKAIIO:
6 1?1 Texnnuecko npeaoxenne - 0o 3anpDKUTENEH obpasen 1lpunoxenue Ne 2
OT ot)pa'_mmc 'ﬂOKyMeHTH KBM JIOKyMEHTAI[UATA 38 YYaCcTHeE.

B To31 1OKyMEHT y4acTHHUKBT:

- Ilocousa 3a ko 060cobeHa no3uIms npejcrass odepra.

_ = Jleknapupa, 4e € HalpaBuil LAIOCTHO MPEIUTOKEHNE 38 BCHYKHA HOMEHKIATYPH

0T 000c0beHaTa MTO3UIKS.

- llpaBu mnpemroxkeHue 3a W3MBIHEHWE HA T[OPHYKATA B CHOTBETCTBHE C
TEXHUYECKUTE CepUKai H U3UCKBAHUSITA HA BH3JIOIKHTEIS:
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-+ Jlexapupa ChIIACHETO CH C KJIay3UTE HA NPUIQKEHHUS IPOEKT Ha JOTOBOP;
JleKnapypa cpoka Ha BaJIMJHOCT Ha odeprara;

Jlexnapupa npueManeTo Ha CPOKOBETE 3a: M3IIBJIHCHUE HA JIOTOBOPA, MIAIIAHE,
HOCTABKA ¥ FOHOCT Ha OCTARSHUTE MEAUIIMHCKY M3J(EIIHSL,

- Jlexapupa pyr 0GCTOSITCICTBA, W3HCKBAHH OT BB3TONHUTENS H IIOCOYCHU B
06paseua HAa JIOKyMEHTA.

3.6.2. JIokyMeHT 3a yIBJIHOMOIIaBaHe, KOIaTo JIMLIETO, KOETO mojiana odeprara,
HE e 3aKOHHHAT IPEJCTABUTEN Ha YYaCTHHKA,

3.6.3. @upMeH KaTajor, NPOJYKTOB JIUCT MM JPYyr OTHOCHM JIOKYMEHT C
U34epIaTeana HHPOpPMAaLKs 32 XapaKTePHCTHKHTE Ha IIPEIaTaHHUTe HpO,Z[yKTPI

3.6.4. Camo 3a yvacTHHOUTEe N0 o6GocoGena mosumus Ne 1: JlocraBka Ha
na6opaTopH14 KOHCYMATHBH, PEAKTHBH U TECTOBE, IIPCHASHAUCHH 38 XEMATOJIOTUA:

- JloxazaTesncTBa OT GupMaTa - IIPOU3BOJUTEN HA AAPATHTE 33 CHBMECTHMOCT HA
peaKTHBHTe cbC cucTeMuTe.

' - YUacTHUIM, Ipe/sIaraly JyOnuKaTH Ha OPUTHHATHNA PEAKTUBM (ChC CHIMS HITH
CXOJIeH CDhCTaB), MPOM3BENCHM OT (HUpMa, pasindHa OT (upMaTa - NPOM3BOJMTEN Ha
amapaTuTe,. ¢llelBa Jia IPeJCTaBAT HCMEHO paspellleHne OT GupMara - IIPOM3BOAUTEN Ha
amaparta 3a yinotpe6a Ha Te3M peakTHBM B amapara u cepTu(HUKAT 3a MPOCIASIUMOCT JI0
AepUHATHBEH METOJT.

i 3.6.5. Camo 3a yuacTHHmUTe mo obocoOena mosumms Ne 2: JlocraBka Ha
na60paTopHH KOHCYMATHBH, PeakTHBA ¥ TECTOBE, MPE/IHA3HAUCHH 33 XEeMOKOAryJIalys - 3a
anapaT START MAX:

i ILOKyMeHT 3a JIOKazaHa OT IPOM3BOAUTEII CBBMECTHMOCT Ha PEAKTHBHUTE C
anapaTHTe (nporpaMH C BAIMAMPAHM aHATMTHYHY MPOIICAYPH ).

- Jokasarenctsa or (upmara - IPOU3BOIUTEN Ha amapara, 49€ PeakTHBUTC U
KOHcy‘vxamBme ca Baimupanu 3a pabota c arapat Start Max.

3.6.6. Camo 3a yuacTHuumre mo ofGocobena mnosmmusa Ne 3: JlocraBka Ha
JlaﬁopaTopun KOHCYMaTHBH, PEAKTHBH W TECTOBE, IpeIHA3HAYCHH 3a NpeAHa3HadeHH 3a
KIHHUYHA XMMUSI M UMYHOJIOTHS:

- PeaxTuBuTE J1a ca GapKoIMpPaHH H C JOKA3aHA OT [IPOM3BOIUTENS CHBMECTHMOCT
c.anaparuTe (11porpamMy ¢ BIMAUPAHA AaHATUTHYHHA [IPOLEIYPH).

- B cnyuait, ye npoayktute ca npoussesenu B CAlll, yuacTHuumTe creasa na
upc;u, raBaT ceprudukatu ot FDA.

4 3.6.7. Camo 3a ywacTHHIUTe IO obocobena mosmmms Ne 5: JlocraBka Ha
na, oparopHH KOHcyMaTHBH PCAKTUBH M TECTOBE, IIPEAHA3HAYCHM 3a IPeAHAa3HAYEHU 3a
KpT;BHO‘I‘aSOB aHanus - 3a amapar RAPIDPOINT 500 — Siemens:

. - JlokasaTencTea OT MPOM3BOJHUTEINS HA aNlapara, 4e PeakTHBUTE U KOHCYMaTHBHTE
ca BaJ'II/II[I/IpaHI/I 3a pabora c amapara.

: 3.6.8. Camo 3a yyactHunute 1o obocobeta moszunus Ne 7: JIocTaBKa Ha TECTOBE 3a
ypI/IHeH aHaTH3aTop - 3a amapar DIRUI H-300:

- YUacTHHIMTE B IIPOLIEypaTa, IpeIaraliy PeakTHBH, KOUTO HE ¢a IPOU3BE/ICHH
oT npomg\éz[menﬂ Ha MEJMIIMHCKATa amaparypa, 3a KOATO IIe Ce H3ION3BaT, cliejiBa Ja
TPeJICTABAT NOKA3aTeNCTBA 33 CHBMECTAMOCT (paspemeHue OT (pupMara-IpOU3BOAUTEI Ha
anapara 3a paspelicHa ymotpeba Ha Te3W pEaKTHBH B amapara W cepTHQUKAT 3a
MPOCISNMOCT 10 ACQUHHTHBEH METO/I, WM EKBUBATCHTHH).
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3.7.Kpurepuu 3a Bp3narane

Odeprute Ha y‘iaCTHHHI/ITe OTrOBapsIIX Ha M3UCKBAHMATA Ha Bn3noxkurens e
6I>I[aT OLCHABAHM 110 KPHTICpUH "Hall-HWCKa neHa“.llpennoxeHaTa OT yvacTHHKA [EHA e
01(0[1anenHa qucnpaﬁa, KpaPIHa H HC [IOVICIKH Ha IIPOMAHA 34 IEJINs CPOK Ha JleficTBHE HA
JOroBOpa 3a 0OIIECTBCHA TOPBYKA, KATO B HEsl ¢ BKIFOUBAT BCHYKY Pa3XONM HAa YUaCTHHUKA,
CBBP3aHU C M3MBIHECHAE HA NOPHYKATA.BB3N0KUTENAT He € 3aMbKeH NPH H3IBIHCHUE HA
JlOToBOpa )la peanusupa oOsABEHATa NPOTHO3HA CTOMHOCT HA IIOPBYKATA, KaTo
JEeHCTBHTENHATa CTOMHOCT Ce OLpesiels OT KOHKPETHUTE HOTPEOHOCTH HA BBAJIOKUTENS 34
L[C/Hs CPOK Ha JIEUCTBYE Ha JOTOBOpA.

.+ 4. /Apyru ykazanus:

4 1" KoraTo YYaCTHHK II0/jaBa odepTa 3a IoBeue OT efHa 060cobeHa IO3UIHsL, 3a
TIPHIIO’KEHA KBM HETO IOITBJIHEHA W HOAMHICANA ChOTBETHATA YaCT (o6ocobena HO3I/II_[I/I}I) oT
Cruceka Ha 1abopaTopHUTE KOHCYMATHBH, PEAKTHBM M TECTOBe 3a oTAeneHue "KnmHmuna
J1a60paTopHﬁ - [Ipunoxenue Ne 4 ,

4.2.. Koraro yuacTHuK mozmasa odepra 3a oBede oT eana 060cobeHa MO3UIMs, 3a
BCSKA OTTIO3MIIMUTE Ce npejcTaBs oTae)HO TexHuuecko npemuioxenue mo Ipunoxenue Ne 2

O KOMIUTEKTYBaHH OKYMEHTH 110 TOUKH 3.6.3 - 3.6.8.
4.3! Beexn ydacTHUK MOXe Ja IpejcTaBu oepTa M0 eHa, MOBeYe OT ¢IHa Wi
[0 BCH4kH 000¢00eHH TTO3HIIHH.

4.5, Haii-HuckaTa 1eHa 1o Beska o0ocobena mosuus e Onie omnpeneseHa KaTo
ce cpaBHsBa cOOPHT OT CTOWHOCTHTE Ha BCEKH peJl OT KOJOHA 9 (ICHUTE HA BCHUKH
HOMEHKIIATYpH 1o obocobenara nosuius), mocoyeH Ha pesa "OG6m cop B KooHa 9"

4.6. Beexn ydacTHHK € JUTRIKEH Jla HANPABM LICHOBO HPEMUIONKECHHC 33 BCHYUKH
HOMCHKJIaTypI/I or o6ocobenara nozunus. IIpeanoxeHus camo 3a OTAEIHA HOMEHKNATYPH He
ce jomyckar. '

4 7. He ca npencTaBsT ¥ HAMa Ja ce pasriIekJaT MpPeUIoxKeHus o 060cobeHn
no3nu1/m NB 8 u Ne 9. Ha ocnopanme wr. 21, an. 6 o1 30I1 BB3IOKHATEIST IIe BBH3JIOKH
00HIeCTBEHATA TOPHUKA HO Te3H 060COGEHH TO3MIUH TI0 pena Ha ui. 20, an. 4 ot 3011,

Ilc}lmsmo MpeJIoKeHne MOKe 1a He e IOCTaBs B OTE/IeH 3anevaran IINK,
T’bI/I» KaTO anpmnTenﬂT € NPeABUIMII PA3r/ICKIAHETO HA JOKYMEHTHUTE Ja CTaHE 110
16 Ha w1 104 a.ﬂ. 2 oT 3011.

_Bm_JlomuTe.nnT HE H3HCKBA MPEICTABEHUTE OT yYACTHHLHTE NOKYMEHTH 1A
ObaaT NMOCTABEHH B OTACJIHH ILIMKOBE, NANKKA H/WIA JK0GoBe 3a OKyMeHTH. B
ciIyvamTe, KOraTto AOKYMEHTHTe TpsilBa Ja OBJAT KOMILIEKTOBAHH 110 OTIEJHM
000Cc00€eHH MO3UIIH, YYACTHHKBT MOJKE /Ia I'H KOMILIEKTOBA 110 HAYHMH, KONHTO HaMepH
32 IO/IX OIS,

. 5. Pasraiesxaane na oeprure:

5.1. Tlomyyenure odepru ce 0TBAPAT Ha MyOIMIHO 3acehaHUe, HA KOETO MOTAT 1A
HpI/ICBCTBaT YYaCTHHIATE B MPOLEAYPATa HIIH TEXHH YIBJIHOMOIIEHH IPEACTABUTENH, KAKTO
1 NIPEICTABATENH Ha CPEJICTBATA 32 MACOBO OCBE/IOMSIBAHE,
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5.2. BB3JIOXKUTENAT PEABMIKIA PA3TIICHKIAHETO Ha OEPTHTE Ja Ce M3BLPIIN O
pena Ha wi 104, an. 2 or 3O0Il, npu KOETO OLEHKATA HA TEXHMYCCKUTE W ICHOBHUTE
NPEUIOKCHIA Ha yYaCTHHIMTE LIE C€ M3BBPIIM IPENH NPOBEKAAHETO Ha MPEABAPUTCIHUSI
noaoop.

5.3. JledcTBUATa Ha KOMHCHATA 3a U3BBPIIBAHC Ha 10J100p Ha KaHUIATUTE W
YHacTHWIIMTE, Pa3rIekaaHe ¥ OLEeHKa Ha odepTuTe (KoMucHsTa 1o 1. 103, an. 1 ot 30I1) ce
H3BBPIIBAT B CJIE/IHATA TOCIEHOBATEIHOCT:

5.3.1. xomucHATa OTBaps IO pela Ha TIXHOTO IOCTBIBAHE 3allcuaTaHuTe
HEIPO3PauHU OMAKOBKH M OIIOBECTABA TAXHOTO ChABPXKAHUE, BKIIOYUTENHO MPELTOKEHUITA
Ha YYACTHHIMTE 10 1I0KA3aTelIs 3a OIICHKa Ha OQEepPTHUTE;

5.3.2. TEXHHYECKOTO M LEHOBOTO MPE/UIOKCHME HA BCEKM OT YUACTHUINTE Ce
IOJMMCBAT | HAW-MAJIKO OT TPMMa YICHOBE Ha KOMECHATA W Ce Ipejiara 10 CIHH OT
LIPACHCTBAIMUTE NIPEACTABUTEIIN HA JIPYTHTE YYACTHHUIM J1a T IOAMHMIIE, ¢ KOETO MyOanyHara
9acT 0T 3ace[aHIeTO MPUKIII0YBA,

5.3.3. KoMmucHATa pasMIeKAa HpEJCTABCHUTE O(PEPTH U OLCHSBA CBHITIACHO
M30paHus KPUTEPHH 32 BB3/AaraHe TE3H OT TiX, KOUTO ChOTBETCTBAT HA IIPEIBAPUTCIIHO
OOSIBEHHTE YCIIOBHS;

5.3.4. xomucHusTa pasriexga JOKYMEHTHTE, CBbP3aHM C JIMYHOTO CHhCTOSHHE H
KPUTEPUUTE 38 MOAOOD, Ha YUACTHHIUTE B HU3XOAIL PET CIIPSAMO TIOJYYEHHTE OICHKH,

5.3.5. Xorato YyCTaHOBH JIMUCA, HEBIHOTA MM HECHhOTBETCTBHE HA
MH(OpMaNUATa, BKIIOYATEIHO HEPSIOBHOCT WK (PAKTHYECKA TPEIIKa, HIIH HEChOTBETCTBHE C
U3UCKBAHMATA KBM JIMYHOTO CBCTOSHME WIM KPUTEPUHUTE 3a IOAGOp, KOMHUCHSATA ITHCMEHO
YBEIOMSIBA YYACTHUKA;

5.3.6. B CpOK J10 5 pabOTHH [HM OT MOTY4aBaHETO HA YBEIOMIEHHUETO YUACTHHKET
moxe nma npeacrasn HoB EEJIOII wm/mmu npyrum QOKyMeHTH, KOUTO CBABDXKAT MPOMCHEHA
W/MI7 JIOUBIHCHA HHQOPMALIHS: :

.. 5.3.7. KOMHUCHATA Pa3sIICKAA JIOKYMEHTHTE, CBBP3aHH ¢ JIMYHOTO ChCTOSHUE W
KPUTEPUUTE 3a MOJOOD JIO0 YCTAaHOBSBAHE HA CHOTBETCTBHMC C HM3MCKBAHHATA HA JBAMA
yquTHHgH, KOMTO KJIacHpa Ha IIBPBO M BTOPO MSICTO; OCTAHAJIMTE yJaCTHULIHU, YHHTO odepTu
ca OIIEHEHH, He ce KIIacHpar.

6. CxiriouBane Ha I0OTOBOP 32 U3IbJIHEHHE HA 061 ECTBEHATA MOPHYKA.

6.1. Ilpy noAnMcBaHETO Ha AOTOBOpA 34 OOILIECTBEHA MOPHUKA, U3IIBIHUTEIAT €
JUTEXKEH J1a TIPEJICTABH:

6.1.1. AKTyaHH JOKYMEHTH YIOCTOBEpPABAIM JIMIICATa HA OCHOBAHHA 32
OTCTpaHsABaHE OT MNpOIEAypara, KaKTO M CBOTBETCTBHETO C IIOCTABCHHTE KPHTCPUM 3a
oabop: :

- 32 obcrosiTencreara mo wi. 54, an. 1, T. 1 ot 3011 - cBHJIETENCTBO 32 CHANMOCT;

- 3a 00cTOSTENCTBOTO 1O WI. 54, an. 1, T. 3 o1 3011 - ynocroBepenye OT opramuTe
II0 NPUXOJUTEC M YAOCTOBEPEHHE OT OOIMUHATA IO CEAAIMINETO HA BHIJOXKHUTENS W Ha
KamjmjiaTa Win yqacTHHKa;

- 3a 00CTOSATENCTBOTO MO W1 54, an. 1, T. 6 - yHOCTOBEpEHHE OT OpraHuTe Ha
MsnbanuTenna areanus "1 naBHa HHCIEKIUS 110 Tpyxa';

- CepTUdUKAT 3a TpWIaraHe M MOJUIbPXAHE HA CHCTEMa 3a yNPABICHHE Ha
kagectBoTo EN ISO 9001:2015 w/um EN ISO 13485:2016 u/mnm exBuBajieHTHA, ¢ 06XBAT B
00J1aCcTTa Ha IIPOU3BOACTBOTO H/HITH ThProBUATA ¢ METUIIMHCKH H3CITHS,
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0.1.2. lexnapauus mo wi.59 ain. 1 1. 3 oT 3aKoHa 3a MEPKUTE Cpelly H3NKMpaHe Ha
1apy - 1o 3aispkuTencH obpasen Ipuinoxenue Ne 3.

6.2. He ce cxiro4Ba JOTOBOP C H3MTBIHMUTEI, KOWTO HE H3ITHJIHH 3aIBJDKEHUCTO,
IIOCOYEHO B Touka 6.1.1 1 6.1.2.

6. SAINATA HA JINYUHU JAHHHN

Bn3noxurenar me o6paboTea Bamure nuyHN aHHM Ha ocHOBanue 4.6 1.1 6. ,.5
»1 ,B* or O0Imus peryiaMeHT 3a 3anyra Ha JTHYHUTE JIAaHHH, THLProBCKUs 3aKOH, 3aKoHA 3a
OOIIECTBEHUTE MOPBYKH M 3aKOHA 3a 3aJBDKEHHATa U JIOTOBOPUTE C Ied chOMpaHe Ha
LIpEJIOrOBOPHA  MHGOpMAIUs, CKJIIOYBAaHEe HA JOIOBOPU M TAXHOTO H3MBIHCHHE.
Bp3ioxurenst 3amuTaBa Bammre NTaHHW, KaTo Npuara BCHYKH MOAXOMANIM TEXHUUECKH U
OpraHU3aIlMOHHU CPEJICTBA, ¢ KOWTO DPasmojara, 3a Jla He JIONycKa Hepaspelied A0CThIL,
HEpa3pelIeHo WK 3J0HAMEPEHO IIOJI3BaHE, 3aryba WM MPeKISBPEMEHHO 3alli4yaBaHe Ha
MH(pOpMaIKs, IIpM  ClAa3BaHe Ha H3UCKBAHMSITA Ha MECTHOTO U EBPOIEHCKOTO
3aKOHOJIATEJICTRO.,

Kaxsu nannu ce oOpaboTsar:

-NaHHW 33 uAeHTH(HUKanUs Ha y4acTHMKA W/MIM CTpaHa IO JOTOBOP — TPUTE
mvena, EI'H, JIHY, noctosnen ajpec Ha HpeJcTaBiIsBalllys yYacTHHKA WM CTpaHara IO
norosopa, EMK, MOJI Ha yyacTHHKa HJIH cTpaHa 1o J0roBOpa

- JJaHHM , CTaHajJ¥ M3BCCTHU IPEJIH CKIIOYBAHEC W CBBP3aHU BIIOCIEACTBHE C
U3IIBJIHCHUETO HA JOrOBOpPA, KAaTO HAIpUMEpP JaHHU 3a Juia, paboTeumy BLB Bamara
opraHuzanus

JlnunnTe NaHHM Ha IPEACTABISBAIIKTE YYACTHHIUTE, M3IBIHUTENNTEC WM HA
YI'BITHOMOINEHHTE OT TAX JIMLA MOXE Ja OBAAT IPENOCTaBSHU HA TPETH JIMIA O€3 TIXHO
3HaHHC M paspellicHHe BbB BpPB3KAa C HalM 3aKOHOBH 3aIbIDKEHHs — Ha M3,
H3OK ,HAILP3U,HOU,ANDU, cbaeOHH U ClIe/ICTBEHH OpratHy U Jp.

YyacTHUKA W/MIM M3IBIHUTENS HUMA TIPaBO HA JOCTBI, KOPUIMpaHe H3TPUBAHE
orpaHanBaHe Ha o6paboTBameTO, Ha BB3paKEHHE cperly o6paboTBaHETO, IIPaBO Ha
IIPEHOCUMOCT Ha JIMIHUTE JIAHHHU , KAKTO U IIPaBOTO Ha JKayiba /10 HaJ30pCH Oprau.

[Ipencrassuero Ha nMMYHM JanHM e JoOpoBoiHO. B ciyuaif na oTkasz ma Onaar
npepocrasenn Ha ,,MBAJL — Jlo6puu“ AJl msma ga Obje B CBCTOSHUE Aa W3ITBJIHH
3aKOHOBHTE CH 3aJbJDKCHHs II0 pasriekJaHe, OlLEHKa, Kiacupane Ha odeprara Bu, u
€BEHTYaJIHO CKJIIOYBAHE Ha JOTOBOP 3a U3ITBJIHEHHUE,

34 BCWYKM HEypeJICHH BBIIPOCH B HACTOSINATA JIOKYMEHTAIMA 34 y4acTHe Ie ce
npunarat pasmnopexdute Ha 30II, THISOII u mpyru nedcrBaimy HOPMATHBHH aKTOBE,
CBBP3aHMU C IpeJMeTa Ha o0IIecTBEHATA ITOPHYKA.
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HOPOEKT
HOT OBOP

JHHEC....cvvn, 2019 rox. B rp. JoOpuy, Ha ocHoBauMe 4. 112 u ci1. oT 3aKkoHAa 3a
OOIIECTBEHNUTE TIOPBYKH, CE CKIIFOYH HACTOSIIUST JIOTOBOP MEXKITY:

"MHOT'OITPOPUITHA BOJIHULA 3A AKTHBHO JIEHEHUE-JIOBPUY" Al
rp. Hobpu4, ¢be ceanmmie u aapec Ha ympasieHne: rp. JoOpud, yi, “Ilanaior Xutos" 24,
Ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EWK 124141302,
npencrasiasBaHo oT A-p Cperosap baitues IlerpoB  — Vsnbamwmrenen Jupexrop Ha
IpyXeCTBOTO,Hapu4yaHo 3a KparkocT ,,B'b3JIOXKUTEIL” ot enna ctpana

e a e e ee e st e beenbeebeenaeseenennes CBC CEJIAJIMING B
O P e AU U aApeC  HA  YHPABICHHE. ..eeoeiireerienenrirnienireaneeresreesseseeesseosessnesoneas
20 T S , IpeCTaRIIBAH Ot iititiites it srt e st e bt s rreeneas
...... feerrrrene i seneeseenesry B KAIECTBOTO MY Heliuvivvveviiuveceresreseresnesianesneeeneas
", Hapu4aHo 3a KpaTkocT 1o xony ,,I3ITbJIHUTEJI”.

Ha ocHoBanue Pemcnme Ne .............. ,CJIENl IIPOBELIEHA IIPOLIE/Iypa 3a Bh3Iaraue Ha
96mccr3cn‘a; noppuka tun "otkpura" Ne 00083-2019-......... , ¢ nupeamer: JlocraBka Ha
nabOpaTOpPHH KOHCYMATHBH, PEAKTHBY U TECTOBE 3a oTxcicHue "KimHndna naboparopust’Ha
»MBAJI - [To6pua™ AJl ce CKIIIoYr HaCTOSUIHS JOTOBOP 34 CIEAHOTO:

IPEAMET HA TOI'OBOPA Y IIEHU

Haen 1.(1). Usenautensat nporasa Ha B3noxurens naGopaTopHu KOHCYMATHBH,
PEaKTHBH M -.TECTOBE (HAPHYAHM I0-J0NY MEAULMHCKH/TE U3LEINUS), 32 KOUTO ¢ yJacTBAl B
OTKPHTa [IPOLEypa 3a Bh3Jarane Ha o6IIeCTBEHA TOPBUKa:

.................................... g onucand B [IputoxkeHue kpM Jorosopa

(2). Lenopure npennoxenus Ha W3IIBIHATENS, [IOCOYEHH B MPHIONKEHHETO IO
ri'péjlxoz[HaTa aJlHes, ¢a Hepas/iesiHa 9acT OT HACTOSAIIUS IOTOBOP.

(3) IIporHo3HuTE KOJNMYECTBA, MOCOYEHH B JOKYMEHTAIUATA 3a OOLIECTBEHA
ﬁbp_pqxqagn;\ HQPaXAT 3a1b/DKEHNE 38 BB3I0XuTeN ia TH 3aKyIM B OCOYEHHS 06eM.

CPOKOBE U1 HAUMH HA TUIAIIIAHE

Ynen 2. CpoKbT Ha HACTOSIIAS JIOTOBOP € 12 Mecella OT JaraTta Ha [OJIIUCBAHETO
My. JIoroBOpBT NpOABIDKaBa ASHCTBUETO CH 10 CKJIFOYBAHETO Ha JOTOBOP € APYT U3MBIHATE
CJIe]i IIPOBEXKAaHE Ha 0OIIECTBEHA MTOPHYKA.

Unen 3. Ilocouenure B um. 1 usgenud e 6bIAT AOCTABAHU OT M3IBiIHHTENS Ha
Br3noxurens B cpok 1o 14 (detmprHajneceT) KaJeHAAPHM JHM, Clel 3asABSBAHETO UM OT
Bp3noxuress.

Yyren 4. JIpmmxuMaTa Ha V3meiHUTENS cyMa M0 BCSKA OT/EIHA JIOCTABKA e Obje
IutaTeHa 0T Baioxurens mo 6ankosaTa cMeTKa Ha VsmbiHuTeNns B cpok no 60 (urectaecer)
KaJIEHIApHIL THU CIe H3/]aBaHeTo Ha dakTypa oT M3nbaHuTes.

P T Y
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Hien 5. CpoKbT Ha rOAHOCT HA JOCTABEHUTE M3NENUs TPSOBA Jla € He MO-KpaThK
0T 60 % (mIeCTaECET NPOLEHTa) OT 00K CPOK Ha TOIHOCT KbM MOMEHTA Ha JIOCTABKATA.

- 'MJICTO HA U3IThJIHEHUE Y [IPEMUHABAHE HA COBCTBEHOCTTA

Unen 6. 3a MACTO Ha TOCTaBsIHE Ha M3JenusITa ce onpeaens “MBAJI-Hobpuya" AJl,
rp. Ho6puy, yir. “Tlanaitior Xurtos" 24.

Hien 7. CoGCTBEHOCTTA BBPXY JOCTABIHATE U3JCITHS H PUCKHT OT IBJIHOTO HIH
YaCTUYHOTO UM IIOTHUBAHC IPEMHHABA BHEPXY BB3NOXKUTENs OT MOMEHTA HA TIPHEMAHETO MM
Ha MSCTOTO Ha JOCTaBSHE C IPUEMO-NIPEAABATENEH IIPOTOKON WM JIPYT pPaBHO3ZHAYEH
JOKYMEHT.

HPABA W 3ABJDKEHW A HA U3ITBJIHUTEITA

Unen 8. (1) MSubaHUTENAT € JUIBXKEH Ia CKIIOYH JOTOBOP 34 NOAM3IIBIHEHUE,
Koraro € o0sBHII B 0epTaTa CH 3a yUaCTHE ITOJI3BAHETO Ha MOJU3IBIHKTENL B cpok 0 3 auu
OT CKJIIOUB3HETO HA JIOTOBOP 3a MOAM3NBIHCHHE WM Ha JONBIHUTEIHO CIIOpasyMeHHe 3a
3aMsJHA Ha II0COYEH B 3asBJICHHETO NMOAUINBIHUTEN V3MBIHUTENAT H3Mpama Komde Ha
AIOTOBOPA W{IM. Ha NOI'BIHUTEIHOTO CIIOPAa3yMEHHE Ha Bb3JIOIKUTENS 3a€/IHO C IOKA3aTENICTBa,
e ca I/ISHT:J'[HCHI/I YCIIOBUATA 110 4. 66, an. 2 1 11 ot 3011
' (2) Jlomu3nbnHUTENNTE HSAMAT [PaBO Jia IPEBR3JATAT €JHA WM II0BEYE OT
OCTHTE, KOWTO Ca BKITIOUEHHU B IIpeIMEeTa Ha JOTOBOpA 3a MOAK3ITBJIHEHHE,
©(3) HesaBucmMO 0T BB3MOXHOCTTA Jld Ce H3MON3BAT ITOAU3IBIHATENH,
OTFOBOpHOCTTa 33 M3IIBJIHCHUE Ha JOroBOpa 3a 0OLIecTBeHa NOPBHYKA € Ha MpoJlaBaya.

(4')_:, Besnoxurenar HiMa fAa  U3BBpPIIBA JUPEKTHM  paslUlalllaHud ¢
HOILI/ISH’BJ’IHI/ITGJ’II/ITC
Uiten 9 . M30biHUTENAT € THKEH Jia JIOCTaBS MEAUIUHCKA H3EIIHS, KOUTO'

1. umar nanecena "CE" MapkupoBKa B CLOTBETCTBHE C M3UCKBAHMATA HA WI. 15 OT
3akoHa 3a MeUIUHCKATE u3aenus (3MU);

2. ©MaT HaHeceH MACHTH(GHKANINOHEH HOMEP Ha HOTH()UIUPAHKS OPraH 110 4. 64,
aj. 2 o1 3MI/I KOTaToO IPOLEAYPHUTE, ONpe/ieieHy B Hapeaoute no 4. 18 or 3MU, nzucksar
HAHACSHETO My,

3. UMaT HAHECEHH HAMMCHOBAHHE M aJpec Ha yNpaBJIEHUE Ha MPOU3BOIAMTEIIS
W/AIH YI'BJIHOMOIIECHHS TPEACTABUTES U BHOCHTEIS,

4. IMaT MHCTPYKLHUS 3a ynorpeba, ¢ U3KIIOUEHHE HA M3/EIMATA, 334 KOUTO TOBA He
e npejasuaeHo B 3MU;

.., 5. A IPUAPYXKEHH OT BAJUAEH CEPTUMUKAT, y0CTOBEPSIBAI CHOTBETCTBHETO ChC
C’leCCTBeHHTe M3MCKBaHUSL, TIPHIOKUMH 34 U3AEIUETO, H3/aJICH OT HOTU(HUITMpPAIL OPTaH.
.ca. IPOM3BE/ICHH OT LPOM3BOMHTEN, KOHTO IIpHiara W MOJUIbPiKa CHCTEMA 3a
ynpaBJIeHH Ha kadectBoTo ISO 9001:2015 n/miu cucteMa 3a yIpaBieHHE Ha KAYECTBOTO HA
Mmemununckute memus [SO 13485:2016 wu/unu eKBHBAICHTHA.

Hien 10.(1) M3npaauTesaT B cpoka Ha JOroBopa TpsOBa a 0TroBaps Ha CJICHUTE
WU3UCKBaHUS:

1. JTa uma paspelreHne Wi YIOCTOBEPEHHE 3a TBPIOBUS Ha PO ¢ MEANUIUHCKH
U3ACHHsA, U3JaJIcHO OT M3anbinutenaus gupektop Ha MAJI o pena wa 3SMU.

neH 1
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2. Ja mpunara um IOIJbpKa CHCTEMa 3a YyIpPABIGHHE HA KavyecTBOTO SO
9001:2015 B obacTTa Ha IPOU3BOACTBOTO /WM THPTOBHATA C MEAUIIMHCKA H3ICIHS 1/ v
CHCTEMa 3a ylpaBiieHne Ha kauecTBoTo ISO 13485:2016 w/miin eKBUBAJIICHTHA,

(2) VI3irbHATENAT € MTBKEH He3a0aBHO Jid YBEAOMH Bh3IoxuTes IIPH OTHEMAHE
Ha ChOTBETHUTE paspelieHus Ui 00e3CHIIBaHe Ha yIOCTOBEPEHHS.

Uner 11. Beska ornenna joctaska TpsaGBa Ja € LpUApYXKeHa OT JOKYMCHTH,
YAOCTOBEPSBAIIY [TPOU3BOJUTEIS, IAPTUIHUSA HOMEP, CEPUMHHS HOMEDP, CPOKA HA TOTHOCT W
OT aHANM3HH CepTHGUKATH (OPHTHHAJIHH, 33BEPEHO KOIMC MM IYGIMYHO OMOBECTEHH),
JOKYMEHTHPAIIH ITPOM3XO0JIa, CHCTABA I TEKyLIUs KOHTPOJI Ha KAYE€CTBOTO Ha U3/ICIIUATA.

. Uien 12. VIBUBMHHTENAT ¢ [IIbXKEH 1@ U3JAJC B CPOK (aKTypa 3a JIOCTABEHUTE
MG,Z[I/II_[I/IHCKI/I I/I3L[€J'II/I)I

[IPABA 11 3AJTBJDKEHIS HA BB3JIOKUTEILA

Unen 13.(1) Bp3noxuTensT uma mpaBo Jia MPOBEPSBAa KOJMUYECTBOTO HA BCAKA
OTAENHA JQCTaBKA, KaTo NPU YCTAHOBSBAHE HA HECBOTBETCTBHEC € JUTHKEH [a YBEIOMHU
WsnenauTeis B cpok ot 24 yaca.

(2), Ilpu ycradoBsiBame Ha HECHOTBCTCTBHE B KAYECTBOTO HA JIOCTABCHUTC
MEJUIIMHCKY M3JeIus BB3IoXUTeNIT € AThkeH da yBenoMmu M3mbiHATENS B CpoK oT 24
Jaca. :

3) Hg,c HOTBETCTBUETO Ha KOJHYCCTBOTO H KQUYECTBOTO CE€ YCTAHOBSBA C IIPOTOKOI,
C’BCT&BQH 0T KOMUCHS, ChCTaBEHA OT MIBXKHOCTHHTE JIUIA Ha Bh3jioxuTens.

e (4) B ciyyait, ue M3IBIHUTEIST B CPOK 110 24 yaca ciiefi yBEAOMSIBAHETO 10 ajl. |
ocnopn ITACMECHO HECBOTBETCTBHETO Ha Ka4eCTBOTO, TOH MOXe la MCKa MPOBEPKATA My OT
yanOMomeH oprad Wi nabopaTopusi,

LIJIeH 14. BB3I0XKHTENAT € JIBKEH JIa 3aIlUIaTH YTOBOPEHATA 1IeHa B pa3Mepa, 110

qneH 15.(1) Ilpu 3a6aBa Ha JocTaBKa OT cTpana Ha V3UbIHUTENS ¢ oBeue oT 24
(,Z[Ba,I[eCGT U, YCTHPH) Yaca, BB3oxuTeNaT MMa 1IpaBo [a IOJly4H HeycTokKa B pasmep Ha 0.1
(Hyna 1sU10, €Ha JeceTa) Ha CTO OT CTOMHOCTTA Ha 3abaBeHaTa JOCTABKA 34 Beekd 24 yaca
3abasa.

(2) Ilpu ycraHOBsBaHE Ha HECHOTBETCTBHE B KOJHYECTBOTO, MBIILIHHMTEISAT €
ZUTBKEH )&, DOCTABY JIUIICBAIIIOTO KOJIMYECTBO IIPH CIIEABAINATA JIOCTABKA, a IPY IIOUCKBAHE
0T CTpaHa Ha Bb3moxkuTeNs B Cpok oT 24 yaca. [IpM HEHM3IBIHEHHE HA TOBA 3aIbDKEHHUC
Bh3nosxutesnsT nMa npaso j1a Moyl HeycTolKa B pasMep Ha 5 (IIeT) Ha CTO OT CTOWHOCTTA
Ha JINIICBALIOTO KOTHYECTBO.

(3) llpu ycranopsBaHE Ha HECBOTBETCTBME B KAYCGCTBOTO, M3NLIHUTENAT e
JUIBKCH 118, IQCTABM MEJMUMHCKA H3IENMA C YrOBOPCHOTO KAavecTBO IIPH Clie/BAllaTa
JOCTABKA, a Tpy TMOMCKBAHE OT CTpaHa Ha BwanoxuTens B cpok oT 24 waca, [Ipn
HEHBIBIHEHNE HA TOBA 3aIBIDKCHUE BB3NOKHMTENIT MMa IPABO fa IOJIy4d HEycToMKa B
pasMep Ha 5 (HET) Ha CTO OT CTOMHOCTTA Ha HEKAYECTBEHATA I0CTABKA.

: (4) B ciyuaure o anvnen 2 u 3, ako VBIBIHATENAT HE 1OCTABH JIOTOBOPEHOTO,

B’BBJIO)KI/ITCII}I HMa [IpaBO Jia 3aKyMH HEOOXONMMHTE My MENMUMHCKH M3JENUs OT JApyr
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JI0CTaBYMK, KaTo pas3jinKata MeKIy LeHaTa 110 JOroBOpa U JICHCTBUTENHO 3aIIaTeHATA LICHA €
3a cMeTKa Ha M3ireanuTens .

Hnen 16.(1) Ilpu orkas Ha UsnbiaHuTeNs Ja JOCTABH 3asBCHATE MY MEIMITMHCKH
u3jienus Win npu 3abaBa nosede oT 48 (YeTupuieceT W oceM) yaca, BB3IOXHTENST HMa
11PaBo Jia 3aKylny HCOOXOIMMATE My MCANLIMHCKA U3EIUS OT JAPYT HOCTABYHK,

(2) B ciryqante 1o mpeaxo/iHaTa ajlMHes pasiMKaTa MLy [eHaTa II0 JOroBopa i
JCUCTBUTEIHO 3alUlaTeHaTa eHa € 3a cMeTKa Ha V3nbiannrens.

Uner 17. Bbanoxurenar nma IpaBo Jia Hcka o0C3IICTCHAE B IIBJIEH pasMep Ha
BpEJITE, KOUTO € IIPETHPIISAN B pe3yITar Ha 3a0aBeHara u/uiik HeKauecTBeHaTa JIOCTaBKa.

Ynen 18. Ilpu 3a0aBa Ha IuiammaHe OT CTpaHa Ha Bb3JOKUTENS, MOCICIHHUST
JBJDKY Ha M3ITBIIHUTENS HEYCTOlKA, B pa3Mep Ha 3aKOHHATA JIMXBA.

Hien 19. Heycrolikute, obe3iiereHnsTa U 1IEHOBATE Pa3IUKA 1o 4. 16, ajn. 2
Morar J1a ObJaT yobp)KaH! OT BCAKO IB/DKMMO Ha V3IBIHUTENS [LUTalaHe.,

ITPEKPATSIBAHE HA 1IOTOBOPA

Ynen 20. JIoroBopbT ce mpexparasa:

1. ¢ m3THUaHe Ha CpOKa, 32 KOMTO € CKJIIOYEH, OCBEH B XUIIOTE3aTa Ha 4IEH 2,
M3PCUCHHE BTOPO;

2. OT W3IpaBHATa CTpaHa MPH CHCTEMHO HEM3IIBIHEHHE HA 3aJ(BDKCHHATA 110
)IOFOBOpa Iox cucreMHoO HEH3NBIHEHHE ce¢ pa3bupa TAKOBA, U3BLPIIEHO [OBA WM MOBEYE
BTH B PAMKHUTE Ha €/IUH KJICHIAPCH MECEIL, WK IIOBEYE OT TPU II'BbTH B paMKHTE HA CPOKA Ha
JIOTOBOPA;

3. UpH CB3JIABAHETO HA YCIIOBHS 32 JOCTABKA HA MEIUIIMHCKU H3JICNHS ClIEH
HPOBEX/IAHETO Ha NCHTPAIM3HPAHH CIEKTPOHHU THPIOBE,

: 4. 1Upd HEBB3MOXKHOCT Jla C€ OCHIYpH (HHAHCHPAHE 32 M3OBIHEHWETO Ha
NOpEYKaTa 110 PUYUHHA, KOUTO BB3II0KUTEINSAT HE € MOI'bJI Ja IPEABYIH.

APYTY YCIIOBUA

nen 21. Crpanute mo JIoroBopa HE MOrar Ia 'O U3MEHST, OCBEH B CIYHAHTE,
npexsuieHy B ui. 116 ot 3011,

Hien 22, Crpanute 1m0 JOroBopa Ie peluaBaT Bb3HUKHATIUTE [0 W3MHIHEHUETO
CHOPOBE IO B3aUMHO CBIVIACHE, a aKO TOBA € HEBB3MOXKHO, 10 pena Ha ['TIK, npea pososo
KOMIICTEHTHUAT ¢BJ B Ip. Jlo6pu.

Unen 23. 3a BCUYKH HEYPENEHH 110 HACTOSLIHS J0TOBOP BBIPOCH IIE CE IPHJIATAT
pa3n0pezt6HTe Ha 30I1, [T130I1, 33/1u T3.

Hren 24.(1) 3a Banuamu algpecu 3a IpuUeMaHe Ha CHOOINEHHS, CBLP3AHH C
HACTOAIIMS JIOTOBOP Ce CMsITAT aJpECUTE, II0COYECHH B HAYaI0TO HA JIOTOBOPA.

(2) Ilpn npomsia Ha JAHHATE 1O MPEJXOIHATA AlWHES, ChOTBETHATA CTPAHA ©
JUTH)KHA 14 YBEIOMM JpYraTa B TPHHEBEH CPOK OT IIPOMSHATA.

llpy cheraBane Ha HACTOANMAT JOTOBOP CE IPEJACTABHXA OT H3IIBIHUTES
CTIE/IHMTE NOKYMEHTH 33 NOKA3BaHE JIUIICATA Ha OCHOBAHMS 33 OTCTPAHSIBAHE OT IPOLeNypara,
KaKTO U CHOTBETCTBHETO C [IOCTABCHUTE KPUTEPHH 32 MOAGOD:

- 32 obcTosaTencrsara mo ui. 54, an. 1, 1. 1 ot 3011 - cBHIeTENCTRO 32 CBAUMOCT;
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- < 38 00CTOATENCTBOTO 1O WiL. 54, anm. 1, T. 3 ot 3011 - yocToBepenne ot oprasute
o Hpnxoz(me ‘M YAOCTOBEPCHHE OT OOINMHATA 110 CENAJMIIETO HA BBAIOKUTEII U Ha
Kaﬂﬂnna'ra M y9acTHUKa;

© - 3a 0BCTOATENCTBOTO 1O Wi, 54, am 1, T. 6 - YIOCTOBEPEHUE OT OpraHUTE Ha
I/IsanmeJIHa arecHuums "I aBHa MHCIEKIHS 110 Tpyaa";

.- cepruduKaT 3a MpWiIaraHe M HOMIbDXKAHE HA CHCTEMa 3a YIpaBICHHE Ha
1<aquTB0T0 IS0 9001:2015 B 06racTTa Ha IPOU3BOCTBOTO /UM THPIOBUSATA ¢ MEHIIHHCKY
I/IS,ZIGJ'II/I}I I/I/I/IJ'II/I CHCTeMa 3a ynpaBjeHHe Ha Kadectsoro ISO 13485:2016 w/wim
CKBHBAJICHTHE,

- Hexnapamus 1o wi.59 an. 1 1. 3 ot 3akoHa 3a MepKUTE Cpelly H3IHPAHE Ha napu

HacToAmusT NOroBop Ce ChCTAaBA B TPH €AHOOOpAasHH EK3EMILISIpa, eOWH 3a
VsnsnauTteds u asa 3a Bnanoxureis.

BB3JIOKUTEJ: W3ITBJIHUTEJI:
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