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CbADLBPXKAHMHNE

HA JOKYMCHTALHATA 32 YYACTHE B NPOIEIypPa 3a Bh3Jarane
Ha ofmecTBeHa HopbIKa, chriaacuo wi. 31, aa. 1 or 3011

1. Pemienne 3a oTkpuBamne Ha IIpolie/lypa 3a Bbh3jaraHe Ha oOLIeCTBEHa MOPhUKa —
B oTaedeH daiin.

2. O0sBnenye, ¢ KOETO Ce OIOBECTABA OTKPUBAHETO HA MPOLEAYPATa — B OT/IEICH
(aii.

3. Texnuuecku crerurkaimu;

4. Yxazauus 3a n0JIro0ToOBKa Ha odepTaTa.

5. Ipoexr na porosop.

6. Ilpunokenne No 1 "Cnucebk Ha naGopaToOpHUTE KOHCYMATHBH, PEAKTHBH M
TecToBe 3a oraenenue "KnuHuunHa Mmukpobmuosorus”; [lpuinoxkenne No 2 "Chnmebk Ha
nabopartopHUTE KOHCYMAaTHBH, pPEakTHBM M TecroBe 3a oraenchue "Tpancysuonna
xemaroiorus" u Ilpunoxenwe Ne 3 "Crucbk Ha 1a00paTOPHUTE KOHCYMATUBH, PEAKTHUBH H
TecToBe 3a orAcnenue "KinunuyHa naronorus” - B otaeneH daiin gpopmar excel;

5. O6pa3yu Ha JOKYMEHTH — B OTACICH (haiii:

5.1. Tlpunoxenue Ne 4 - mpumepen obpasen: Jlexsapaliis 3a JTUICa Ha CBLP3aHOCT
C JIPYI' YYaCTHUK B choTBeTcTBHE ¢ wi. 101, an. 11 ot 30IT;

5.2. Ilpunoxxenue Ne 5 — 3ajpiokuTener obpasen: Jexmapanus mo 4. 6, aln. 2 ot
3aKona 3a MEPKHTE CpElly M3IHpaHe Ha napu ceriaacHo [lpunoxenne No 2 kem w11, ai. 2
ot [MTT3MHMAIT;

5.3. llpunoxenne Ne 6 — mpumepen obpazen: [lexmapamus mo g 66, an. 1,
u3p.sTopo 01 3011 3a moeruTe OT NOAMBIBLIHUTENS 33/ TBJDKEHIS

5.4, Ilpunosxenne Ne 7 - sapbipkutencs oOpazerr: TeXHHUECKO IpeaIoKeHue;

5.5. Ilpunoxenne Ne 8 — sagwmxuresien ofpasem: llenoso npeuioxkeHue,
CDLABPIKAIIO TPEAJIOIKEHUETO Ha yYaCTHUKA OTHOCHO LieHaTa 3a Mpuio0HBaHe,

6. Cranpapred oOpaseln] Ha EIUHHES CBPOICHCKH JOKYMEHT 3a OOLIECTBEHH
nopeuky (EEJIOIT) — B oTnenen daiin.
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TEXHUYECKHN CHEHUDOUKAIIAA

1. M3pexkBanus KbM JOCTABSHHTE H3/IEJIUS [0 BCHYKH 000C00eHH MO3HIIHI;

1.1. /la ca npouseenens OT NPOM3BOAMTEN, KOHTO NMpHJara U MOIbpiKka cHcTeMa
3a ynpapicHue Ha kavecTBOTO ISO 9001 w/minu cuctema 3a yrpaBleHMe Ha KaYeCTBOTO HA
MeruuuHckuTe uaneims [SO 13485 u/wiin ekBuBaIcHTHA.

1.2, Jla cworBercTBAT HA H3MCKBaHUATA Ha JlupexTuBa Ha Esponeickus
napiaament u Coeera Ha Epoma 98/79 EC 3a memmuusckuTe cpefcTBa 3a AHATHOCTHKA
(IVD).

1.3. Jla otropapsT Ha H3uCcKBaHusTa Ha 4. 82, an. 1 ot 3MU, kato umar:

- Hanecena "CE" MapKkHpoBKa B COTBETCTBHE ¢ H3UCKBAHMATA Ha 91, 15 oT 3MMU;

- HAHECEH TIAPTHICH/CEPUEH HOMED BhPXY OIMAaKOBKHTE, KOTATO € TIPUI0KIMO),

- HAHECCH MIOCHTH()HKALIMOHEH HOMED HA HOTH(HLUHPAHUS OPrad 1o 4. 63, ai. 4
or 3MH, xoraTo mpouenypute, onpeneicHn B Hapeabure mo wi. 18 ot 3MM, m3mcksar
HAHACAHETO MY,

- HAHECCHH HaMMCHOBANWE M aJ[peCc Ha YIPABJICHHE HA NPOM3BOIAMTENS M/MIIK
YI'BITHOMOLLEHHUS TPE/ICTABUTEN U BHOCHTEJIS,

- HHCTPYKIMA 3a ynorpeba, ¢ M3KIIOUEHHE Ha W3JIEJIMSTa, 34 KOMTO TOBA HE ¢
MPEBH/ICHO B 3aKOHA. B CiydyauTe, Korato MHCTPYKIHMHTE 3a ymoTpeba ca Ha uykKi e3MK,
chimTe TpAOBA fa ce UMaT MPeBojL Ha ObJIrapcKu e3uK.

1.4. Jla ©MaT CpoK Ha IOJIHOCT KbM MOMEHTA Ha JOCTABKATA HE [10-MalbK oT 60 %
(L1ecTaeceT MPoIeHTa) OT 00IIMsl CPOK Ha I'OAHOCT.

2. M3uckBanHsl KbM OTJ€JIHHTE HOMEHKIATYPH 10 06ocobena mozunms No 2:
Jlocraska Ha 1a060pPaTOPHM KOHCYMATHBH, pPEAKTHBH H TECTOBE 332 OTACJCHHE
"TpaHcdy3uonna xemarosorus'':

2.1. Tlo nomenxnarypu Ne 44 "[TbpBH KOMIUIEKT MOHOKIIOHANHY TecTone 1 No 45
"BTropu KOMIJIEKT MOHOKJIOHATHH TeCTOBE": '

MomnoxnonanauTe TecToBe 110 HOMeHKIaTypa Ne 44 ('bpBH KOMILIEKT) H T€3H OT
nomenknarypa Ne 45 (BTOpH KOMIUIEKT) TpAOBa Jla ca OT pasjIiuHy IIPOH3BOAMTENH, 3aI0TO
IBbPBHUSIT KOMILIEKT ILE CE H3IOI3Ba KATO OCHOBEH, & BTOPHUAT KATO KOHTPOJIEH.

B ciydai, ue y4acTHHIMTE, KIACHPAHH Ha IIBPBO MSCTO IO JBETC HOMEHKIIATYPH
ca HAIPaBHJIH [TPe/UIOKEHHE 3a JIOCTABKA OT €IMH M ChI MPOM3BOJMTEN, TI0 HOMEHKJIATYpa
No 45 3a msnwiauuren e ObJe ONpeselicH YYaCTHHKBT, KJIACHPAH Ha BTOPO, TPETO HIIH
CJIE/IBALIO MACTO, KOWTO € HAIPaBUII IPEUIOKEHHUE 3a J0CTABKA OT IIPOU3BOJIUTEN, Pa3HueH
OT TO3H 110 HOMeHKIaTypa Ne 44,

2.2, ITo nomenxiatypu Ne 46 "Komruiekr ot tectoBe eputpouuta u Ne 47 "Tect
epurporuty O (I+1I+11D)- 3a korTpon va Coombs":

Tecrosete o nomenxmarypu Ne 46 u 47 Tpsba a ca ChbBMECTHMMU, IIPOM3BEICHH
OT eIMH [IPOM3BO/IHTEIL.

B ciiyydait, ve yqacTHHMLIMTE, KIACHPAHH Ha IIBPBO MSICTO O ABETE HOMEHKIATYPH
ca HANpPaBUIIK TIPEJUIOKEHUE 38 HOCTABKA OT PA3JIMYHU [IPOU3BOUTENIH, 110 HOMEHKIaTypa No
47 3a M3nbaHMTEN IIe ObJE ONPENEeNeH YYAaCTHHUKBT, KIACHPAH Ha BTOPO, TPETO WIH
CJIEJ(BAIIO MSCTO, KOWTO € HAIPABHJ IPE/UIOMKEHHUE 33 JIOCTABKA OT CBIIUS [POMU3BOJMTE]L,
KOHTO € 1o HoMeHKJ1aTypa Ne 46,
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3. U3uckBaHHSI KbM OTAeTHUTE HOMEHKJIATYPH 10 00ocobena mosumus Ne 3:
Hocrapka mHa J1a00pATOPHH KOHCYMATHBH, PeAKTHBH M TECTOBE 3a OT/IEJCHHE
"KimHu4HA naTonorus'':

3.1. ITo nomenxknatypa Ne 71 "Ornperurentu cetose":

Ipennaranure u3gemus 10 HomeHkaatypa No 71 TpsaOBa 1a ce IOCTABIT B eaHA
WIIH [IOBEUEC OIMAKOBKM, 4MiTO 001 ofeM He mpepuinasa ¢ nogede oT 25 % obema Ha
NPeANoYNTanara olnaKkoBKa, mocoyeHa B koyiona 3.2 Ha [lpunoxenwe Ne 3 "Choucenk Ha
1abopaTOpHUTE KOHCYMATHBH, PEakTHBHM M TeCTOBE 3a orienenue "Kimuuuma nartomorns’.
Hanpumep: Ilo moxmomenxnarypa 71.1 npeanountanara onakoska e 250 M. JIomycTumo ¢

MPEIUIOKCHUE 3a JOCTaBKa Ha 2 omakoBKH 1o 150 mut., kouro umar o6 obem 300 M., T.e.
noj jornycrumure 312.5 mi.
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VKA3AHUSI 3A TIOJATOTOBKA HA ODPEPTATA

1. Ilogrororka Ha ogeprara:

' 1.1. IIpy moaroroBkara Ha O(EPTHUTE YUACTHHIMTE Ca JUIBKHH Ja Ccrnassar
M3UCKBAHMATA HA BB3IOKHUTENs, Odeprara ciueusa fa OTroBaps Ha H3MCKBaHUATA, 110COYCHH
B pElICHUETO, OOSBICHMETO H JOKyMEHTALlMsATa 3a ydacTHe B Ipolejlypara v ja Obje
oopmeHa 0 IMPUIOKEHATE KbM JIOKyMEHTAlMsATa 00paslM, KOraTo TOBa Ce M3HMCKBA.
OTroBopHOCTTA 34 TPABHIHOTO BL3IpPHEMaHe Ha JOKyMEHTAlMATA 34 YHACTHE C€ HOCH
¢/IMHCTBEHO OT YYACTHHUIIUTE.

1.2. Odeprure ce M3roTBAT Ha OBJIrapckn €3uK. JIOKYMEHTH, KOHTO Ca Ha 9y
€3HK CE IPEJACTABAT M B TIPEBOJI Ha OBITapCKH.

1.3. Jlo u3THYAHETO HA CPOKA 3a [10JIaBaHe Ha O(hepTHTE, BCEKH YHACTHUK MOXKE J1a
MPOMEHH, J1a JOI'BIHM HJIK J1a OTTErId odeprara CH.

1.4, IlpeactaBsHeTo Ha odepra 3a/b/KaBa y4acTHHKA Ad IPHEME HabJIHO
BCHUKM M3UCKBAHHWA M YCIIOBHSA, TIOCOYUEHH B PENICHHUETO, OOABICHUETO M JIOKYMEHTAILIMATA 3a
yUacTHe B IIPOLIE/yparTa.

1.5. Beekn yuacTHHK B IIPOICAypaTa HMa IIPaBo Jia IPEICTaBH caMo ejiHa ojepra.

1.6. Jlume, koero ydvacTBa B OOCIMHEHME HJIM € JAI0O ChIvlacHe Ja Obje
[OAM3IIBIHATEN Ha APYT YUACTHHK, HE MOYKE JIa TT0flaBa caMOCTOsATeNHa odepra.

1.7. B npouenypa 3a Bb3jarade Ha o0LIeCTBeHa MOpBUKA €IHO (PU3UUECKO MM
FOPHIMYECKO JIHIIE MOMKE J[a yIacTBa CAMO B €[IHO 00e/IMHEHHUE.

1.8. Crbp3anu Juia He Morar aa 6LJaT caMOCTOATEIHA YYACTHHIIM B €/IHA ¥ ChIlla
npouenypa. [lox "cepp3anu juia" cie/iBa Jia ¢ UMa IPeiByU)| ONpeaesieHueTo no § 2, 1. 45
ot JIP ma 3011

1.9. VYuacTHHIMTE MOTaT Jla Ce€ II030BaT Ha KalauMTeTa Ha TPeTH JIKIa,
HE3aBUCHMO OT IIpaBHATA BPB3KAa MENIY TIX, 10 OTHOLIEHME Ha KPUTEPUUTE, CBHP3aHU C
UKOHOMHMYECKOTO M (DUHAHCOBOTO  CHCTOSHHE,  TEXHMYECKHTE  CIOCOOHOCTH M
npoecHoHaaHaTa KOMIETeHTHOCT. 3a TPETHTE JIhLa ce npuiara 4i. 65 ot 3011

1.10. Yuactuuuure nocousar B odeprata CH MNOAU3NBIHUTENNTE H Jena OT
[ophuUKaTa, KOWTO Ie HM BB3JIOXKAT, aKo Bh3HAMEPABAT [a M3ION3BAT TakuBa. 3a
IOAM3IIBJIHUTENINTE ¢ ITpuiara 1. 66 ot 3011

HesaBucuMO  OT  BL3MOKHOCTTA 33  H3I0J3BaHE HA  IIOAM3IBIHHTEIN
OTrOBOPHOCTTA 38 M3IIbJIHEHHE Ha J0T0BOPA 3a OOIIECTREHA ITIOPHYKA € HA U3IIBIHHTEIIS.

Bb3JI0KHTENAT HAMA Ja H3BBPIIBA JIMPEKTHH Pa3IlIallaHus C [OH3IbJIHHTENIHTE,

1.11. YyacTHHOHTE MOrar ja nocouBar B O(EpTHTE CH HHpOpPMAalMs, KOATO
cMATAT 3a KOH(H/EHIHAJHA BBB BPH3KA € HAJIMYMETO Ha Thproscka Takna. Korato
yHAaCTHHIIUTE C4 CE [030BAIM Ha KOH(GMICHIMATIHOCT, ChOTBETHATA MH(OpManus He ce
PA3KpUBA OT BB3JIOIKUTEN s, YYaCTHUIIUTE HEe MOTaT 1a CE 11030BaBal Ha KOHQMIEHIHATHOCT
I10 OTHOLIEHHE Ha MPEITOKCHUATA OT 0PEePTUTE UM, KOMTO MOUICHKAT Ha OLCHKA.

1.12. Bewdke JOKYMEHTH C€ IPEJICTaBAT B OPUTHHAT MJIM KOIMs, 3aBEPEHH OT
yaacTHuKa ¢ "BspHo ¢ opurnnana”. JexnapanunTe 1 OaHKOBUTE rapanilis, KOraTto TakiBa ce
W3HUCKBAT, CE MPEACTABSIT CAMO B OpHIHHAIL.

1.13. Jlumara morar jAa IIOHCKAT IMHUCMEHO OT BB3JIOKHTENS Pa3sICHCHHSA I10
PENICHUETO, 0OSBIEHUETO H JOKYMEHTAlHATA 3a ofliecTenara mopbuka g0 10 aHu mnpeau
H3THYaHe Ha CPOKa 3a MojlydaBaHe Ha O(epTuTe, a KOraTto CPOKBT € ChKpaTeH IpH
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HCOGXO,[[I/IMOCT OT CIICIIHO Bb3JiaraHe - o g/ JHH. Broamoxurenar [IpeaocTaBs pa3sACHCHHUATA B
4-IIHEBEH CPOK OT MOJYYaBaHE HA MCKAHETO, HO HE TO-KLCHO OT 6 [AHM TIpeiy CPoKa 3a
oJlyqaBane Ha oQepTH, a KOTaTo CPOKBT € ChKPAaTeH Nopagu HeoOXOAUMOCT OT CIIENIHO
BL3JIAraHe - J10 4 JIHU IIPEIM TO3H CPOK. B passicHeHusTa He ce [10COUBa JHIETO, HAPABHIIO
3AIUTBAHETO. BB3IOKUTENSIT HE [IPELOCTABS PassiCHEHMs, aK0 UCKAHETO € MOCTBITHIIO CIIE/
CpOKa 110 M3PEUEHHE IIBPBO. PasACHEHMsATA ce NPe/IoCTaBAT Upe3 MyOIHKyBare Ha npoduia
Ha KyIlyBava.

2. [TopaBane Ha ofeprara:

2.1. Jlokymenrure, CBbP3aHH C YYaCTHETO B HPOLEyparta, ce MPEiACTABIT OT
Y4acTHHKA, WIH OT YI'BJIHOMOIICH OT HEro IPEJCTABUTEN - JIMYHO WM Ype3 MOIEHCKA HIIH
Apyra Kypuepcka yciayra ¢ IpernoppuyaHa NpaTka ¢ oOpaTHa pa3slucKa, Ha ajpeca Ha
Bh3j1oKuTeNs: Ip. Jobpua 9300, yi. "Tlanaiior Xuros" 24.

2.2 JlokyMeHTHTE Ce NpeJCTaBAT B 3alleyaTaHa HEelPO3pauHa OMAaKOBKA, BBPXY
KOATO €€ II0COYBAT: HAMMEHOBAHMETO Ha YYaCTHHKA, BKIIOUHTEIHO YYAaCTHHUIIUTE B
OOEAMHEHHETO, KOTATO € IPUIIOIKUMO; AJ[PEC 38 KOPECTIOHAEHIUS, Teae(hOH U [0 BE3MOIKHOCT
- (hakc u eNneKTPOHEH ajpec; HAMMEHOBAHMETO HA IIOPBUKATA, & KOraTo ¢ TPHIOKHMO — U
000cobenuTe MO3ULINHY, 32 KOUTO O/1aBaT JOKYMEHTHUTE.

2.3. 3a nonyvenure oQepTH MPH BB3TOIKUTENs CE BOJM PETHCTHP, B KOHTO ce
orOens3Bat: nojares Ha odeprara;  HOMep, Jara M “ac Ha IT0JydaBaHe; NPHIMHUTE 34
BpbIane Ha oepraTa, KOraTo € IMPHI0IKHMO,

2.4. llpu nomy4asane Ha odeprara BLPXY OIAKOBKAaTa ce OTOEIA3BAT MOPE/HUIT
HOMED, JlaTaTa i 4achbT Ha [I0JIyYaBaHETO, 3a KOETO Ha IIPUHOCHTEIS CE U3IaBa JOKYMEHT,

2.5. He ce npuemar o(epTH, KOUTO Ca MPEICTABEHH CIIEN M3THYAHE Ha KpaiHms
CPOK 3a I10JlyYaBaHe WK Ca B He3areyarana OlaKoBKa HIIM B OIIAKOBKA C HAPYIIEHA LAI0CT.

2.6. Koraro KbM MOMEHTa Ha M3THYaHE Ha KpalHHs CPOK 3a MOJIydyaBaHE Ha
oepTy mpesl MACTOTO, ONPEAEICHO 3a TAXHOTO MO/ABaHe, BCE OLIE MMA YaKalllH JIHIE, T ce
BKJIIOYBAT B CIMCBK, KOHTO c¢e moaumucBa OT MPEACTABHTEN Ha BBL3IOKHTENS W OT
npucherBaluTe snia. OdepTure Ha JMUaTa OT CHMCBKA CE 3aBEXKAAT B PErHCTHPA Ha
BB3I0XKUTENd. He ce momycka mpueMane Ha O(GEpPTH OT JIMIA, KOUTO HE ca BKIIOYEHH B
CIIMCBKA.

2.7. B ciyvante, xorato odeprara ce H3Ipallid IO [OLIATA MM ¢ KypHepcKa
ciyx0a, YYaCTHHKBT CIE[Ba Jla OCHIYPH HEHHOTO CBOCBPEMEHHO MPHCTHIAHE IPeH
M3THYaHe Ha CPOKa 3a mojasane Ha oepTu. PucksT ot 3a6iaBa uiu 3arybsane Ha odeprara e
38 YYacTHHKA.

3. Chappikanue Ha 3amevyaTaHaTa Hempo3paYyHa ONAKOBKA M YKA3AHHS 3a
HONMbJABAHE HA JOKYMEHTHTE B HEsI:

3.1. Onuc Ha npe/ICTaBeHUTE JJOKYMEHTH.

3.2. Crangapren obpaseln 3a eIWHHHS CBPONCHCKH JOKYMEHT 3a OOIIECTBEHH
noppukn (EEJOII) 3a ydgacTHHKa, a KOrato ¢ IPHIOXKHMO - 34 BCEKM OT YYACTHHIIUTE B
00eIMHEHHETO, KOETO HE € IOPHIMICCKO JIHIE, 33 BCEKH [1OJIM3IIBIHUTEN U 3a BCAKO JIHILE,
YMHTO PECYPCH 1IE OBIAT aHTKHPAHH B M3ITIBIIHEHUETO HA OPBUKATA,

[Ipu noarotorkara na EEJIOTI crienpa na ce MMa IPEeIBU/L CIEHOTO:

3.2.1. Ype3 EEJOIl yyacTHUKBT Jekiapdpa JHUICATa Ha OCHOBAHMITA 34
OTCTpaHsBaHE W ChOTBECTCTBHE C KPHTCPHHTE 34 HOI[60p. B Hero ce IIpcaocTasd CbOTBETHATA
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uH(bOpPMAIAS, U3UCKBAHA OT BB3JIOKUTENA, M CC IPEACTABIT JaHHH OTHOCHO MyQIHMYHMTE
PErucTpy, B KOUTO CE€ CBABbpIKA HHPOpPMaIMs 3a ACKIapUpaHuTe O0CTOATENCTBA WM 34
KOMIICTCHTHHS. OpraH, KOHTO ChINIACHO 3aKOHOJATENCTBOTO HA CHOTBETHATA IhLpiKaBa €
JUTBIKEH Jia IIPES0oCTaBs HH(pOpMAaIis 3a Te3:d 00CTOATENCTBA CITYKEOHO Ha BH3JI0KUTE.

32.2. B uacm II, 6ykea "A: Hugopmayus 3a uronomudeckus onepamop” B
paspena "Hoewmugpuxkayus” y4aCTHMKBT CNEABA [a OTTOBOPH B CHOTBETCTBHE C
PEruCTPalATa CH B TLPTOBCKHA PETUCTHP MM JPYT PErHCTBP CHOOPA3HO HAMOHATIHOTO CH
3aKOHOJATENICTBO.

3.2.3. B wacm 1l 6yxea "A: Hugopmayus sa uxonomuueckus onepamop”, B
pasuena "Popma na ydacmue” na EEJJOIl yuacTHUKBT clie/iBa J1a OTTOBOPH Jlaild y9acTRa B
1pole/lypaTa KaTo 4acT OT 00eTuHeHHE

324, B waem I, oyxea "B Hugopmayus 3a npedcmasumenume Ha
UKOHOMUYeCKUs onepamop’, YYaCTHHKBT ClieIBa Jila OTTOBOPH B CBOTBETCTBHE C
PErHCTPAIMATA CH B ThPTOBCKUA PETHCTBLD MIIM APYD PErHCTHP ChOOPA3HO HAIMOHAIHOTO CH
3aKOHO/IATEIICTRO.

32.5. B waem I, 6ykea "B. Hugopmayus omHOCHO u3non36aHEMO Hu
kanayumema na opyeu cybexmu", y9acTHHKBT CIeABa Ia OTIOBOPH JIajiM IIe H3I0JI3BA
KaramuTeTa Ha TPETH JIMLA 10 OTHOUIEHHE Ha KPUTCPUUTE, CBHP3aHM ¢ MKOHOMHYECKOTO W
(pMHAHCOBOTO CHCTOSIHHE, TEXHUUCCKUTE CIIOCOOHOCTH M NMPOo(eCHOHATHATA KOMITETEHTHOCT,
3a BesKO TpeTo JMie ce npeactass otaeines EEJIOTT.

32.6. B wacm I, o6yxea "I': Hupopmayus 30 noOusnvinumeny, yuiimo
Kanayumen UKOHOMUYECKUAM ONepamop HAMA 0d u3noiaséa’, y9acTHHKBT CleiBa ja
OTrOBOPH KOH Ca ITOAM3IILIHHTEINTE, KOUTO MIe TO3Ba U JieNla OT MOPhYUKaTa, KOUTO 1Ie UM
BB3JIOJKH. 3a BCEKM NOMM3MIBIHWTEN ce npencrass otaenen EEJIOIl. HesaBucumo ot
noneiBanero Ha EEJIOIl, noAM3NLAHHTENHTE IpeJCTABAT IONLIHEHA W II0JIIHCAHA
Jexnapanua no wi. 66, an. 1, wi3p.sropo or 3011 3a noeTure OT NOAU3IIBIHATENSN
3abJDKEHMA, 110 TpUMepHU obpasen | lpunoxenne Ne 3.

3.2.7. B wacm III, 6ykea "A: Ocnosanus, cGbp3aumu ¢ HAKA3GMeLHU NpUcHOu”
YYaCTHHKELT JICKJIapUpa HAIH4YMETO Ha 0OCTOSTENCTBATA 3a OTCTPAHABAHE OT YYacTHE B
npouexypara 1mo 4i. 54, ai. 1, 1. 1 1 2 ot 3011 (ocwxmane 3a mpecthiuierns mo wi. 108a, .
159a-159r, gn. 192a, win. 209-213, un. 301-307, 9. 321 u wi. 321a or HK wim ananoruuxu B
Apyra IbpiKapa YICHKA MM TPETa CTPaHa), KaKTO M IIPEAIPHETHTE MEPKH 3a HA/EKIHOCT 110
wi. 56 or 30Il, xoraro e npunoxumo. Te3w ocHOBAHMS Ceé OTHACAT 3a JHIATA, KOHTO
NPE/ICTABIISIBAT yJACTHUKA, YIECHOBETE Ha YIPABUTEIHN M HA/30PHU OPTAHH ¥ 33 JPYIH M4,
KOHTO MMAT IPaBOMOINMA Ja YIIPaKHABAT KOHTPOJ IIPH B3€MAHETO Ha pElIeHHs OT Te3H
opranu. JIMnaTa, 3abJDKCHH Jla Aekyiapupar obcToaTencTBata 1mo wi. 54, an. 1, 7. 1 u 2 ca
rocouenu B wi. 40, an. 2 ot TITI30I1. Koraro usuckpanusTa 110 ui. 54, an. 1, 1. 1 u 2 ot 3011
CE OTHACAT 3a [I0BEYE OT eAHO ML, BCHUKH JiHla moanucsar ejnd 1 ¢l EEJIOIT. Korato e
HaJHLEe He0OXOAUMOCT OT 3alllKTa Ha JJMYHUTE JIAHHW WK IIPU Pas3IHuue B 00CTOATEICTBATA,
CBBP3aHH ¢ JIMYHOTO CLCTOAHKE, MH(OPMALMATA OTHOCHO M3UCKBAHUATA 1Mo wi. 54, an. 1, 1. 1
u 2 ot 30II ce monenea B oraenedn EEJIOIT 3a BCAKO JMIlEe MM 3a HSIKOH OT JiMnara. B
ClydamTe, KoraTo ce nopasa noseue or eaumd EEJIOIL, ofctosrercreara, cBbp3aHH ¢
KpuTepHHuTE 3a 1mojadop, ce chiappxar camo B EEJIOII, mommucan oT mwile, KOETO MOKE
CaMOCTOATENHO JIa [IPEJCTARIISIBA CHOTBETHUS CTOMAHCKE CYyOCKT.

3.2.8. B uacm I, 6yxea "b: OcHnosanus, c6vp3ani ¢ NAGWANEMO HA OaHbYU U
coyuanHoocueypumenruy 6HOCKU" YIaCTHUKBT JeKJIapupa HATHIMETO Ha 00CTOATeNCcTBaTa 3a
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OTCTpaHsBaHe OT yd4acTve B npoueaypara no wi. 54, am 1, 1. 3 or 30II, kakto u
OPEAPHCTHTE MEPKHU 38 HAaJEHIHOCT 110 WI. 56 oT 3011, KoraTo € npuIoKUMO.

32.9. B wacm I, 6ykea "B: Ocnosanus, cGup3anu ¢ HeCLCMOAMEIHOCH,
KOHQIUKM WA uHmepecu  uiu  ApOPecuoHanno  napyuienue” y4acTHUKBT —IeKIapupa
HAIMIHETO HA 00CTOATENICTBATA 3a OTCTPaHABaHE OT ydacTHe B [poueaypara mo i, 54, am. 1,
T. 4,5, 6 u 7 or 30II. OcHoBanuaTa 1o wi. 54, 1. 7 ot 3011 ce oTHACAT 34 JMIATA, KOUTO
NPEACTAB/LIBAT YUACTHHKA, YWIEHOBETE HA YIPABUTENHH M HaJ30PHH OPTay W 3a APYrH JIKIA,
KOHUTO MMaT MPaBOMOIIHS Jia YIPAKHIBAT KOHTPOJ LIPH B3EMaHETO HA PEINEHUS OT Te3H
opranu. Jlunara, 3anblokeHH Jla AeKnapupar obcrosrencrsata mo wi. 54, an 1, T. 7 ca
nocoverd B un. 40, an. 2 ot I1I130I1. Koraro uzmcksanusta mo wi. 54, an. 1, v. 7 ot 30IT ce
OTHACAT 3a IIOBEYE OT €AHO JIHIE, BCHYKHM JiMua noxuucsar eaun u coiry EEJIOIL. Korato e
HAIHIE HeOOXOAUMOCT OT 3allMTa Ha JIMYHUTE JAHHE M IPU pasjindne B 06CTOATEICTRATE,
CBBP3aHHU C JIMYHOTO ChCTOAHME, HH(YOPMAIUATA OTHOCHO M3HCKBAHUATA 110 91, 54, ai. 1, T. 7
ot 3011 ce monbisa B otesen EEJ]OIT 3a Besiko Jiniie Ml 3a HSIKOM OT JiMnata. B ciyuanTe,
korato ce nozara noeeve ot eaun EEJIOL, oberosrencrarta, cBbp3anu ¢ KpUTEpHHTE 34
noxbop, ce ceabpxkar camo B EEJIOIL, mojmucan oT NIHUE, KOSTO MOXKE CAMOCTOATCIHO Ja
IIPEJICTABIISIBA CHOTBETHHSI CTOIAHCKH CYOEKT.

3.2.10. B wacm 11, 6yxea "I": [{pyeu ocrosanus 3a uskiiousane, Koumo moxce od
Ovoam npedsudeny 6 HAYUOHANHOMO 3aKOHOOAMENCMBO HA  GLIAA2AWUA  OP2an Ui
BBINOJICUMENA HA ObPIACASamA YienKa' YIACTHHKET JeKapupa HaJnIueTo Ha:

3.2.10.1. ObcrogrencTpara 3a OTCTpaHsABaHe OT YUaCTHE B IPOLEypaTa o Wi, 54,
ai. 1, 7. 1 u 2 o1 3011 (ockxaane 3a mpectbluleHus mo um. 172, ain. 194-208, w1, 213a-217,
wi. 219-252 w wi. 253-260 u un. 352-353¢ ot HK iy ananoruvsy B 1pyra abpikana dieHKa
WK Tpeta ctpana). Te3n 0oCHOBaHMSA Ce OTHACAT 3a JIHIATa, KOUTO MPEICTABIISIBAT yIacTHHKA,
YICHOBETEe Ha YIPABUTCIIHY M HAJ30PHH OPraHH M 3a JPYTH JIHIA, KOUTO HMAT IIPaBOMOIIHs
Jla YIPakHSBAT KOHTPOJI [IPH B3EMAHETO HA PELICHUS OT Te3u opranu. JIMuaTa, 3a1bIDKeHN j1a
nexnapupar oberosrencTsara o wi. 54, am. 1, 7. 1 v 2 ca mocodenu B wi. 40, an. 2 or
[III30I11. Koraro musuckBanugara mo wr. 54, ain. 1, 7. 1 u 2 ot 30I1 ce oTHACST 3a MOBEYE OT
€/[HO JIMIe, BCHYKH nula noanucear euH 1 ¢viy EEJIOI]. Koraro e ganuie HeoOX0MMOCT
OT 3allUTa Ha JHYHUTE JaHHM WIIH IIPH pasjidude B oOcTosiTeNcTBaTa, CBhP3aHy ¢ JIMYHOTO
ChCTOSAHME, HH(pOPMALIUATA OTHOCHO M3MCKBaHusita 1o wi. 54, am. 1, . 1 u 2 or 30I1 ce
norreiBa B otaened EEJIOII 3a Besxo nune miy 3a Hskou 0T nmunara. B cirydauTe, xoraro ce
noxasa moseye ot exun EEJIOIL, obcrosrencTnaTa, CBbpP3aHK ¢ KPUTEPUHUTE 3a MOAGOD, ce
ceabpakat camo B EEJ[OIL, moamucan ot Jjimie, K0€To MOKE CaMOCTOSATENHO J1a IIPeACTaBIIgBa
COTBETHHS CTOIIAHCKH CYyOeKT.

3.2.10.2. Ilpeuxn 3a ygacTHe B ODLIECTBEHM MOPBUKH 10 WI. 3, T. § OT 3aKkoHa 3a
HKOHOMHYECKUTE U (DMHAHCOBHTE OTHOILEHHS C JPYIKECTBATA, PETUCTPUPAHH B IOPHCAMKIIMH
¢ npedepeHnuanel AaHbYCH PEKHM, CBBP3aHHTE ¢ TAX JIHIA H TCXHHUTE JEHCTBHTCIHH
cOOCTBEHHIIH.

3.2.10.3. Ilpexnpuerure Mepku 3a HaAeXKIHOCT 1o wi. 56 ot 30I1, korato e
MPUIOKHMO MM HaJMYHETO Ha HM3KIIOYEHHS 10 4. 4 OT 3aKkoHa 3a HKOHOMMUECKUTE U
(puHancoBUTE OTHOIIEHHS ¢ IPYKECTRBATA, PETHCTPHPAHN B FOPUCIMKINY ¢ TpedepeH uaeH
IAHDBYCH PEKHM, CBBP3AHUTE C TAX JIHMIA M TEXHUTE NEHCTBUTEIHU COOCTBEHHUIH;

3.2.11. YuacTHHIMTE Ca JIBKHHE 12 YBEIOMAT IUCMCHO BB3IOMKHTENS B 3-THEBEH
CPOK OT HacTLIBane Ha obcrosaTencTso no wi, 54, an, 1 or 3011, gexmapupano oT TX B YaCTH
IT u III ma EEJIOIT.
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3.2.12. B wacm 1V 6yxea "a: Obwo yrasanue 3a ecuuku kpumepuu 3a noobop" ce
nocouysa MH(POPMALMA 33 CHOTBEICTBUETO HA YYacTHHKA C KPHUTEPHHTE 3a MOI0OP.
BB3I0KHTENST JIOMYCKa BHE3MOKHOCTTAa HH(POPMALUATA 38 CHOTBETCTBHE C KPHTEPHHUTE 3a
nonbop ga ce mpenoctasy upes nombaBade B EEJIOIT enuncteeno na wacr IV, Gyksa "o
O06110 yKa3zaHue 3a BCHUKH KPUTEPHH 3a moaoop".

3.2.13. YuactHunmre morat jia uznoizgar EEJIOL, koiTo Beue e Oui usnosnspau
IOpd MPEAXOAHA HpoLEeAypa 3a OOLIECTBEHA I[0PbYKA, IIPH YCIOBHE, Y€ IOTBLPJAT, 4e
CLALPIKAIATA Ce B Hero HHQOpMaLKs BCE OIIIE € akTyasHa,

3.3. Joxymentr no wi 45, an. 2 or IITI30I1 3a nokaseaHe Ha HpeulpUeTHTE
MEPKH 33 HAJIEXKIHOCT 10 4. 56 oT 3011, KoTaTo ¢ NpriIoKuMO,

3.4. Ilpu yuacTHuUM OO€JIMHEHHS, KOUTO HE Ca FOPHIMYCCKH JIMLA — KONHE OT
JOKYMEHT, OT KOHTO J1a € BUJIHO [IPABHOTO OCHOBAHME 3@ CH3JaBaHE HA 00EIMHEHHETO, KAKTO
v ciejanara uagopmanns BB BPB3KAa € KOHKpETHAaTa OOIIECTBEHA MOpPhUKA: IpaBaTa W
38bJDKEHUATa HA YY4aCTHULHTE B OOCOMHEHHETO; paslpelie/ieHHeT0 Ha OTTOBOPHOCTTA
MEXNC/IYy UIEHOBETE Ha 00eMUMHEHMETO; ACHHOCTHTE, KOMTO I H3IIbJIHIBA BCEKH WICH HA
obeiMHEHHETO.,

3.5. Jexnmapamus 3a JIMica Ha CBbP3aHOCT C JPYI' YYACTHUK B CLOTBETCTBHE C YII.
101, am. 11 ot 30Il — mo npumepen obpasen Ilpunoxerne Ne 4 oT g0KyMeHTAMATA 3a
ydacTHe.

YYaCTHHULHKTE €a JUILXKHH JIa YBEJIOMAT MECMEHO BB3JIOKHUTEIS B 3-IHEBEH CPOK
OT HAaCTBIIBAHE HA JIEK/IapHPaHOTO 00CTOATENICTRO,

3.6. Hexnapaius 1o wi. 6, ain. 2 0T 3aKoHa 3a MEPKHUTE CPeIly H3IHpaHe Ha apy —
110 3aab/DKuTeNeH obpaszen [[punoxkenne No 5.

3.7. Hexnapamus mo wn. 66, an. 1, wsp.sropo or 30Il 3a moerure or
[IOJM3IBIHKATENS 3aIBIDKEHN — 10 npuMeper obpazen [lpuinoxenne Ne 6 wind B ceobojHa
dopMa ¢ HEOOXOIMMOTO CHIBPXKAHHE, B CIyYaHTe, KOTATO YUACTHHKBT IPEIBHMKIA
I10JI3BAHETO Ha MOAU3IBIHUTE]L.

3.8. Texmuuecko NpeUIoKeHHe - 110 3abiikuTenen obpaser [Ipunokenune Ne 7
KbM JOKYMCHTAIMATA 3a yUacTHE.

B T031 10KYMEHT Y4acTHUKBT:

- IlpaBu npemnodkeHHe 3a H3NBIHCHHE HA I[OPBYKATA B CLOTBETCTBHE C
TEeXHUUCCKUTE CIICIIM(DMKAIIME X H3UCKBAHUSTA HA Bh3JIOKHTENS:

- Jlexnapupa chINacHeTO CH C KIIay3uTe Ha IPHI0KSHHS IIPOEKT Ha I0T0BOP;

- Hexnapupa cpoxa Ha BalHIHOCT Ha odeprara;

- Jlexmapupa nmpueManeTo Ha CPOKOBETE 3a: M3I'BIHEHUE Ha JOTOBOPA, IJallaHe,
NOCTABKa U TOAHOCT HA JIOCTABIHUTE MEJIHIMHCKH H3/IeIHs;

- Hdexuapupa apyru o0CTOSTENCTBA, U3UCKBAHM OT BB3JIOKHTEIIA U [IOCOYEHH B
oOpazera Ha JIOKyMEHTa.

3.9. loxyMeHT 3a yI'bIHOMOIIABaHEe, KOTaTo JIHMIETO, KOeTO Moj@aea odeprara, He
€ 3AKOHHMSIT PEJICTABUTEN Ha YUACTHHKA.

3.10. JokasaTeicTBa 3a [PUIOJHOCT Ha HpejjiaraHudrte JlaGopaTopHH
KOHCYMAaTHBH, PEakKTUBHM H TECTOBE: IIPOTOKOJ 34 M3IMTBAHE OT OpraH 3a OlCHSBaHe Ha
CBHOTBETCTBHETO WM CepTUQHUKAT, W3JaJIeH OT TaKbhB OpraH, MPOCIEKT, KaTajor,
crienu(UKanus W/HIA JOKYMEHT 3a TeXHMUYECKaTa XapaKTepHCTHKA Ha W3JCITHATA HIIH JPYT
paBHO3HAUEH JOKYMEHT, H3J1aJIeHH OT MPOM3BOJIMUTENS, JOKa3Ballll ChOTBETCTBHETO Ha
MEIUIIMHCKHATE H3EIHs ¢ TeXHHYeCKATa CIIeIH(DUKAIIS HA BB3JIOWKHTEIISL,
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3.11. IlenoBo mpeuloKeHne, ChIBPIKAIIO MPEIOKEHHETO HA YIACTHIKA OTHOCHO
lLieHaTa 3a MpUI0OKBaNe — 110 3a1b/DKuTenen obpazer [punoxenue Ne §.

3.11.1. B 1034 JOKYMEHT BCEKHM YYaCTHUK € IUILKEH Ja Tocoud oGocobemara
[IO3ULUS, 38 KOSTO MPEACTABs [EHOBO IIPEIUIOKEHHE U Ja MPHIIOKH TOAMHCAHO CHOTBETHOTO
npunoskenne Ne 1, No 2 w/mmm No 3.

B npunoxernero Ne 1, No 2 w/uim No 3, 32 HOMEHK IaTypara 110 KOSTO [pejlcTaBs
odepra, BeeKH yUaCTHHK CIEIBA JIa [OI'BIHH ClIe/HUTE KOJIOHH ¥ PeJloBe:

B kostona 6 yqacTHHKBT II0COUBA IIPOU3BOMUTENS HA NPEUIATAHOTO H3/IEIKE,

B xonona 7 y4aCTHHKBT I10COYBA BMECTHMOCTTA HA NpEJaragara OlakoBKA B
MEPHH €HHUIH (CBITIACHO [OCOYEHOTO B KOJIOHA 3 UK 3.1), KOraTo € NpUmokumMo.

B koJioHa 8 yuaCTHHKBT IIOCOYBA NpejylaraHaTa IeHa Ha ONAKOBKa B JieBa (e3
HJC, xoraro e npuiioxuMo, KaTo LeHaTa Ha OlakoBKa TpAOBa [a e 3aKphlyeHa 10 BTOpHS
3HAK CJIe/l JeCeTHYHATA 3ameTasl.

B kostona 9 y4yacTHMKBT mocouBa NpejUlaraHata ¢AMHMYHATA II€HA HA MEpHA
enununa B sieBa Oe3 JUJIC. Equununara uena Ha MepHa eIMHHLA B KOJOHA 9 ce ronydaga,
KaTo IleHaTa 3a ONAKOBKA Ha BCAKO W3JICJHE MOOTASIHO CE& Pa3/Ie/i Ha BMECTUMOCTTA (6pos
MEPHHU e/IMHUIM) B €HA onakoska (koil. 8 : xomn. 7). Enunudnara neda Ha MepHa eJ(MHMIA
Cclle/iBa Jia € 3aKPBIUIEHA JI0 YETBBPTHS 3HAK CIIE] JeCeTHYHATA 3alleTasl.

Kouiona 10 ce nonnasa camo 110 0OHE3W HOMEHKIIATYPH, KOHTO ChIBPKAT B cebe
CH nojHoMeHKIaTypu: 1, 6,7, 15, 16, 18, 23, 26, 33, 34, 54, 60, 63, 67, 68, 70, 72, 75u 77. B
KojioHa 10 y9acTHHKBLT I10COYBA MPOHU3BEACHHUETO MENLYy NPOTHO3HOTO KOJHYECTBO OT
KOJIOHA 4 1 IIeHaTa 33 MEPHA €IMHKIA, TIOCOUYEHA OT YJaCTHUKA B KoJloHa 9 (kom. 4 X xoi. 9),
Ilo nomenxaarypa Ne 71 "Ouserurennn cerose' He ce monnisa konona 10,

Ha pemosere "O6mo no Homenkmarypa Ne...... " y4aCTHHKBT 1ocousa cbopa oT
CTOMHOCTHTE Ha BCeKH pex oT komona 10. COOpwT ce 3aKpBIfs /0 BTOPHS 3HAK Cliej
JeceTHYHAaTa 3aneTas.

3.11.2.  Ha#i-umckara nena e ObOe ONpelelicHA KaTo ce  CpaBHABAT
IPEJIOKEHUATA HA YUACTHHIMTE, [TOCOYEHH B KOJIOHA 9 Ha CHLOTBETHOTO NpHioxkenue. I1o
nomenknarypu Ne Ne 1, 6, 7, 15, 16, 18, 23, 26, 33, 34, 54, 60, 63, 67, 68, 70, 72, 75 u 77
Hall-HUCKAaTa [IeHa 1€ Ce ONpEIeNs KaTo cOop OT CTOHHOCTHTE Ha BCEKM Pejl oT konona 10,
3aKPBIVIEH JI0 BTOPHS 3HAK CJIC IECETHYHATA 3alleTas, IOCoUeH Ha ChOTBeTHHA peji "O6mo
1o Homenkiarypa Ne.....",

IlenoBoTO MpeAIOKeHHE HE CE IIOCTABA B OTIEIEH 3a1e4aTaH IIHK.,

4. Pazraexaane Ha odepruTe:

4.1. Ilonyuenurte odepT ce OTRAPAT HA MYOGAWYHO 3acelaHue, HA KOSTO MOTar Ja
MPUCHCTBAT YYACTHUIIMTE B IIPOLIELypaTa MM TeXHU YITBIHOMOIIEHH IIPEACTABUTEIN, KAKTO
H [IPEJICTABUTENM Ha CPEICTBATA 32 MACOBO OCBEIOMSIBAHE,

4.2. BB3I0KHTENAT NPEABMIK/IA PA3TIeKIAHeTO HA O()epTUTE Jld Ce M3BLPIIH 10
pena Ha ui. 104, an. 2 or 30T, npHM KoeTo OIEHKATa Ha TEXHHYECKUTE M ICHOBUTE
NPEIOKEHHS HA YYACTHHLMTE IIE CE& M3BBPIIH IPENH IIPOBENAHETO Ha MPEABAPUTCIIHHU
nonbop.

4.3. JleficTeuATa Ha KOMHCHATA 3a M3BLPIIBAHE Ha 10A00p Ha KaHJUJATHTE H
YYACTHHITMTE, pasriexaaie u ouenka Ha odeprure (komucusta o wi. 103, an. 1 ot 30IT) ce
H3BBPIIBAT B CJIE/IHATA TTOCIIE/OBATEITHOCT:
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4.3.1. xoMmHcusTa OTBaps MO pejia HA TAXHOTO IOCTBIIBAHE 3arcuaTaniTe
HEIIPO3pauHH ONAKOBKH U OMOBECTABA TAXHOTO Ch/IbPIKaHUE, BKIFOUUTENHO IIpPeII0KeHHITa
Ha YYaCTHULMTE 110 II0Ka3aTesId 3a OlleHKa Ha oepTuTe;

4.3.2. TEXHUYECKOTO M LEHOBOTO IMPE/IOKEHHE Ha BCEKH OT YYACTHMILUTE CE
TOJIMMCBAT HAK-MaJIKO OT TPHMa YJIEHOBE HA KOMUCHMATA W CE Tpe/uiara 110 eIuH OT
IIPUCHCTBALIMTE IPSICTABUTCIIN HA JPYIUTE YUACTHUIA Ja TH MOAIULIE, ¢ KOETO MyOIryHaTa
YaCT OT 3ace/IaHUeTo NPUKITIOUBRE,

4.3.3. KOMHCHATA pa3liieikia IpeJcTaBeHuTe O(EepTH M OLEHABA CLIVIACHO
130paHusl KpUTEPUH 3a BBH3NAraHe TE3M OT TAX, KOMTO CHOTBETCTBAT HA NPEABAPHTEIHO
00ABEHUTE YCIIOBHS;

4.3.4. KOMHCHATA Pa3rIeXaa AOKYMCHTHTE, CBHP3aHM C JIMUHOTO CHCTOSHUE H
KPUTCPHHTE 3a 000D, Ha YUACTHHIIUTE B HU3XOJISII PEJ| CIPSIMO [IOIYICHUTE OLEHKH,

4.3.5. Korato yCTaHOBH JIMIICA, HENBIHOTA MJIH HECHOTBETCTBHE Ha
HH(OpMANKATA, BKIIFOUMTEIHO HEPEIOBHOCT MITH (DAKTHIECKA MPENTKa, HIIH HEChOTBETCTBHE C
M3UCKBAHUATA KbM JTHYHOTO CHLCTOAHME HIIM KPUTEPUUTE 3a MOAO0p, KOMHUCHSATA ITHCMEHO
YBEJIOMSIBA YUACTHHKA;

4.3.6. B cpok 10 5 pabOTHH JIHH OT MONIYYABAHETO HA YBEJAOMICHHETO YYACTHHKBT
moxe na npencrasu HoB EEJIOIN w/umm mpyru JOKYMEHTH, KOHTO CBLABPIKAT TPOMEHEHa
H/HIIH TOTIBJIHEHA HHDOPMAIIU;

4.3.7. xomucHsATa pasTICKIa JOKyMEHTHTE, CBLP3aHM C JIMYHOTO CHCTOAHHE M
KPUTEPUUTE 3a IOAOOP [0 YCTAHOBSIBAHE HA CHLOTBETCTBHE C M3MCKBAHHITA HA JBAMA
YYaCTHHIH, KOUTO KIACHPa HA MbPBO H BTOPO MCTO; OCTAHAINTE YUACTHHIM, YHHUTO OPepTH
ca OLICHEHH, HE Ce KJlacHpar.

5. CrinovBane Ha JIOroBOP 3a H3MbJAHEHHE HA 00IECTREHATA IOPhLYKA,

5.1. Ilpu noamuceaneTo Ha HOTOBOpa 3a OOINECTBEHA MOPBHYUKA, M3IBIHATEST ¢
JUI'BXKEH @ IPEACTABH aKTyallHH JOKYMEHTH YIOCTOBEpsABAalllM JIMINICATa Ha OCHOBAHHUA 34
OTCTpPaHABAHE OT NPOLEAypara, KaKTO M CBOTBETCTBHETO C IIOCTABEHHTE KPHUTEPUH 3a
nonbop:

- 3a oOcrosarencreata no wi. 54, ai. 1, 1. 1 or 30I1 - cBHIETENCTBO 38 CHIUMOCT;

- 3a o0croarencTeoTo no uit. 54, an. 1, 1. 3 ot 30I1 - yaocrosepenne ot opramure
N0 MPUXOOMTE H YJOCTOBEPEHHE OT O0IIMHATA MO CeNAJMUICTO Ha BB3IIOMKHTENS H Ha
Kanauaara Wik y4YacTHHKA,

- 32 00CTOATENCTBOTO 10 wi. 54, an. 1, T. 6 - yJOCTOBEpEHHE OT OpPraHuUTe Ha
Msnpimurensa arenuus "l maBHa uacnekius mo tpyaa’;

- paspelIcHHe 3a TLProBHA Ha €Jp0 ¢ MENMLMHCKH H3Aeiud, usnaneso ot MAJI
WK JIPYr NOKYMEHT, YJIOCTOBEPABALL 1IPABOTO Ha YYACTHHKA JIa THPryBa ¢ MEIHIIMHCKH
U3CNMHs, H31aJeH OT KOMIIETEHTEH Opral Ha ChOTBETHATA JbpikaBa. Pasperiende wim
YIOOCTOBEPCHHE HE CH M3UCKBA OT IIPOHM3BOJMTEIIMTE HA MEJIMIIMHCKH H3JIC/IU, YCTaHOBEHH
Ha reputopusaTa Ha PenyOiuka buirapus;

- cepTH(HUKAT 3a IpUIAraHe M IOMAbDIKAHE Ha CHCTEMa 3a yNpasieHHe Ha
kagectBoTo ISO 9001 B 0OmacTTa Ha NPOM3BOACTBOTO W/WJIM THPrOBHATA ¢ MEIHLIHHCKH
M3JeNM  M/WIM  CHCTeMa 34 yIpasieHHe Ha kadecTBoTo ISO  13485/13488  wu/wm
eKBHBAJICHTHA;

5.2. He ce crro4Ba JOroBOp ¢ M3MBJIHUTEN, KOHTO HE W3IIBIHK 3a1bIKEHHETO,
IIOCOHYEHO B IIPpEeaAXoHaTa TOYKA.
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OOIIECTBEHUTE NOPBYKH, C& CKIIOUH HACTOSIIHAT JOTOBOP MEKILY:

............................................................................................ ,  CbC CceJaNMiEe B
............................... B HADES. HE D ABIREM v i o s 550 hemamammenmsmans
BHER s it , mpesicTaB/IgBaH [0 R UPUTTRRT
....................................................... s B KAUCCTBOTO MY  H.iiooiiieoieoiioisieesie s eeesee s
ONPEACIICH 3a H3IBJIHHUTEN ClieJ I[POBEJEHA IPOIeaypa 3a Bb3jlaraHe Ha o6IIecTBEeHA
IOpPBUKa THII "myQnugHo cheresanue” Ne 00083-2016-.........
TIPTS50 s ey semen , Hapuuan [IPOJIABAY U1

"MHOI'OITPODUIIHA BOJTHULA 3A AKTUBHO JIEUEHUE-JTOBPHUY" AJ
rp. JloGpuy, cbe cenanmuime 1 aapec Ha ynpasnenue: rp. Jobpuy, yi. “Ilanaiior Xuros" 24,
Ten.  058/600160, daxc: 058/600414, e-mail: oblb@bergon.net, EUK 124141302,
npencrasnasano or J-p Tpudon Bnagummpos Mopranos — Usnniamurerer Hupexrop Ha
npyxectBoTO, Hapryana KYITYBAU,

CrpanuTe ce criopaszymsixa 3a clIe/HOTO:
[TPEAMET HA TOI'OBOPA U IIEHM

[IPEAMET HA JJOI'OBOPA U ITEHU

1.(1). IlpogasausT mpoaasa Ha KymyBada JIabopaTOPHH KOHCYMATHBH, PEAKTHBH U
TECTOBE (HApUYAHH TMO-J0JIy MEIMIMHCKH/TE H3IEIUs), 3a KOHTO © y4acTBal B OTKpHUTA
IpoHeaypa 3a BB3JIAraHe Ha OOLIECTBEHA MOPBUKAD  ..vvuvirerrrrenssrinsisesinsennnin, iy
onucany B [Ipuiokenue KeM 10rosopa

(2). Lenosure npe/uioKeHHS Ha [pojaBada, TOCOYEHH B MHPIJIOKEHHETO 10
IpeJX0aHATa ajiHesl, Ca Hepas3Ae/IHa YacT OT HACTOSIIHS JOTOBOp.

(3) llporHosHuTe KOJMYECTBA, MOCOYEHH B JIOKYMCHTAIMSATA 34 OOIICCTBEHA
NOpBYKa HE IOPAXKAAT 3abJDKEHHE 38 KYIIyBaya Jia I'M 3aKyIH B TIOCOYEHMS 06eM.

CPOKOBE 1 HAUYMH HA TUTAITAHE

2. CpoxbT Ha HACTOSMIMS JIOrOBOp € 12 Mecena OT JaTaTta Ha MOJNHCBAHETO My.
HoroBopsT npojibioKasa AeHCTBUETO CH IO CKIIOYBAHETO HA OTOBOP C JAPYT H3IIHIHUTEN
CJIC/1 IIPOBEXIaHe Ha 00IIeCTBeHA MOPHYKA.

3. llocouenure B . 1 uzmenus me Ob/aT AOCTABIHH OT 11P0JIaBAYA HA KYIIyBayda B
CpoK /10 14 (YeTHprHa/eceT) KaaeHIapHH JIHH, Clle/l 3asBIBaHETO UM OT KyITyBayd.

4. HpiokuMara Ha IpojiaBaya CyMa 10 BCSKA OTAENHA JIOCTABKA e Obje IuiaTeHa
OT KymyBada I1o DaHKoBaTa CMETKa Ha I1pojiaBaua B cpok 10 60 (lecT/eceT) KaneH[apHu JHI
CIICJT H3JIaBaHeTo Ha (akTypa oT 1npojaBaya.

5. CpOKBT Ha roJIHOCT Ha JOCTABCHHTE M3JIENHs TPAOBa Ja € He Mo-KPaThK oT 60
% (LIecTieceT NpoLeHTa) oT OOIIHs CPOK HA FOJHOCT KBM MOMEHTA Ha TOCTABKATA,
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MACTO HA U3ITBJIHEHWE U TIPEMUHABAHE HA COBCTBEHOCTTA

0. 3a MACTO Ha JlocTaBsHe Ha u3jenuara ce onpenes “MBAJI-JloGpuy” AJl, rp.
Hobpuy, yi. “Tlanaiior Xutos" 24,

7. CoOCTBEHOCTTa BBPXY JOCTABSHUTE M3IEIUS W PHCKBT OT IILIHOTO MIIH
YacTHYHOTO MM IIOTHBAHE MPEMHUHABA BHPXY KyllyBaua OT MOMEHTA Ha [IPUEMAaHETO MM HAa
MACTOTO Ha JOCTaBAHE C IIPUCMO-TIPE/IABaTEIICH IPOTOKO WK JIPYT PABHO3HAYEH JOKYMEHT.

[TPABA 1 3AJIBJDKEHMS HA TTPOJTABAYA

Yrmen 8. (1) IlpopasausT e IMBKEH J@ CKIIOYH JOTOBOP 3a IOAM3IIBIHEHUC,
Korato ¢ o0siBUII B 3aiBICHHETO CH 3d YUaCTHE ION3BAHETO HA MOAM3ILIHETEN. B cpok 10 3
JHH OT CKJIFOYBAHETO HA JIOTOBOP 3a MOJM3IBIIHEHUE WM Ha JONBIHHTEIHO CIIOpa3yMeHHe
33 3aMAHA HA IOCOYUCH B 3aABJICHHMETO IIOJM3IIBIHUTEN H3NIBJIHUTEIST U3Npalla KOIHe Ha
JIOTOBOPA HJIK HA JTOMBIHHUTENHOTO CIIOPa3yMEHHE HA BB3IOYKUTEIS 3a€/HO ¢ 0Ka3aTeNCTRa,
4e ca M3IBJIHEHHM YCIOBHATA 110 Wi. 66, an. 2 u 11 ot 3011

(2) llomusmbeiaHUTENHMTE HSIMAT IPABO a4 MNPEBL3Naral eJHa FIH [OBeYe OT
JEHHOCTUTE, KOUTO ca BKIIIOYECHH B IPEAMETa Ha JOTOBOPA 3a IMOAU3IbIHCHHE,

(3) HesaBucuMmMo OT BB3MOKHOCTTA Ja C€ M3I0I3BAT  [OM3IIBIHATENH,
OTTOBOPHOCTTA 38 M3IIBJIHEHHE HA J0roBOpa 3a o0IecTBeHa ITOPhUKA € Ha IIpoaBaya.

(4) KynysaubT HAMa 1a H3BBPIIBA JIMPEKTHH PasILIAIIANys C [10AX3ITBITHATCIIHTE

Hiten 9. IlponaBaubT € JUTBIKEH Jla JOCTABS MENUIIMHCKH H3 eI, KOUTO!

1. umar nanecena "CE" MapkupoBKa B ChOTBETCTBHE ¢ M3UCKBAHMATA Ha wi. 15 oT
3aK0Ha 3a MEMUIMHCKUTe W3 eust (3MI);

2. MMaT HaxeceH HACHTH(UKAIMOHEH HOMEDP Ha HOTH(QUIMpaHUs OpraH 1o uii. 64,
a1, 2 or 3MM, xorato npornenypute, onpeaeiacHu B napeaoure mo wi. 18 ot 3MMU, usucksar
HaHACAHETO MY;

3. MMaT HAHCCECHM HAMMCHOBAHWE M AJPEC HA YIPABICHHE Ha MPOM3BOIMTENS
U/MIH YITLIHOMOIIEHHS! [IPEACTABUTEI U BHOCHTEIS;

4. ¥MaT HHCTPYKIIMA 3a ynoTpeda, ¢ H3KIIOUCHHE Ha U3AENNITA, 3 KOUTO TOBA He
e npeaeueHo B 3SMU;

5. ca IpHAPYXKEHH OT BallHJIEH CepTH(UKAT, YIOCTOBEPABAI CHOTBETCTBHETO ChC
CBILIECTBEHUTE H3UCKBAHUS, IPUIIOKUMH 33 M3IENMETO, H3IAJIEH OT HOTU(MITUPALI] OpraH.

0. ca MPOM3BEIEHH OT NMPOM3BOAMTEN, KOHTO Hpuara W MOAIBPIKA CHCTEMA 3a
ynpasiense Ha xadecrsoTo [SO 9001 w/wim cucrema 3a yupasieHHe Ha KAuecTBOTO Ha
MeauuHcKuTe u3nenus ISO 13485 w/unm exBuBaieHTHA.

Ynen 10.(1) IlponapaurT B cpoKa Ha JOTOBOpa TPsAOBa 1@ OTroBaps Ha CIIE/IHHATE
M3UCKBAHMUS:

1. Jla uMa paspelieHne MM yJIO0CTOBEPEHHE 3a ThPrOBUS HA €Ip0 ¢ MEIHLIHHCKH
uzjienus, u3aaneno ot Manennurennus qupexrop Ha MAJL mo pena na 3MHA.

2. Jla mpunara u noJUrkprka CHCTEMa 3a VIpaBjienue Ha kauecTBoTo 1SO 9001 B
o0JacTTa Ha IPOM3BOCTBOTO M/MIIM THPrOBHATA C MEAMIMHCKH M3JIETHS H/HIH CHCTEMA 34
yrpasienue Ha kagectBoTo ISO 13485/13488 w/vnu ekBuBaieHTHA.

(2) llponasaubt € jIbiKkeH He3abaBHO [a YBEJOMH KyIyBaua [PH OTHEMAHE Ha
CHLOTBETHUTE PA3PEIIEHUS HIIH 00S3CHIIBAHE HA YJIOCTOBEPEHHS.

Unen 11. Beska ornenna jgocraBka TpsOBa [a € HOPHAPYKCHA OT JIOKYMEHTH,
YIOOCTOBEPSBALIM MTPOM3BOIMTENS, IAPTUAHNS HOMEDP, CEPUMHHUS HOMED, CPOKA HA FOJHOCT H
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OT aHANM3HHU CepTU(MKATH (OPUTHHAJNHY, 3aBEPEHO KOIHE WIM MyOJIUUYHO ONOBECTEHH),
NOKYMEHTHPAIIH MPOU3X0/1a, ChCTaBa U TEKYIIHS KOHTPOJI Ha KaYeCTBOTO Ha U3JIEIIHSITA.

Ynen 12, IlpogaBaysT € JUIbKEH [a H3Jale B CPOK (akTypa 3a JOCTABCHHTE
MEIULIMHCKH H3JIe/THSI,

ITPABA 1 3AIBJDKEHM S HA KYITYBAYA

Hnen 13.(1) KynyBaubT uma npaBo Jia I[POBEPABA KOJIMYECTBOTO HA BCSKA
OT/JIENIHA JI0CTABKA, KAaTO INIPH YCTAHOBABAHE HA HECHLOTBETCTBHE € JUIBXKEH JId YBEJIOMH
I1pojlaBaya B CpoK oT 24 yvaca.

(2) llpm ycranopsiBaHe Ha HECLOTBETCTBHE B KAUECTBOTO HA JIOCTABEHUTE
MEJIMIMHCKH U3ICTHA KYITYBAYbT € JUIbKEH [a YBEAOMH [1POjiaBada B Cpok OT 24 uaca.

(3) HecnoTBeTeTBHETO HA KOJMYECTBOTO M KAYECTBOTO CE€ YCTAHOBSARA C TIPOTOKOIL,
ChCTABCH OT KOMMCHSA, ChCTaBEHA OT JUTHLKHOCTHHTE JIMIA HA KYIyBaya.

(4) B cnywaii, ye npogaBaubT B CPOK 0 24 4aca CJIEH YBEIOMSBAHETO TO aj, |
OCIIOPH MUCMEHO HECHOTBETCTBHETO HA KAYECTBOTO, TOH MOXKE [a MCKa MPOBEPKATa My OT
YI'BIHOMOILEH OpraH WK J1adopaTopusl.

Ynen 14. KynmyBaubT e OIBXKCH @ 3aiUlaTh yroBopeHaTa IeHa B pasmepa, 10
HAYHHA ¥ B CPOKA, ONPEIEICHH B HACTOSIIINS JIOTOBOP.

HEYCTOWKU

Ynen 15.(1) Ilpu 3abapa Ha D0CTaBKa OT CTpaHa Ha NMpoaaBaya ¢ 1oBeue oT 24
(mBajeceT W yeTHpM) 4aca, KYIyBaYbT MMa [IPaBO Jid MOJyYd HeycToMka B pasmep Ha 0.1
(Hyma mano, ejlHa Jiecera) Ha CTO OT CTOMHOCTTA Ha 3abaBeHarTa JOCTAaBKA 3a BCeKH 24 uaca
3a0asa.

(2) Ilpu ycTanoBsBame Ha HECHOTBEICTBHE B KOJNHYECTBOTO, MPOJABAYBT €
JUIBAKEH [a AOCTaBM JIMICBAINOTO KOJMYECTBO MPH CIEJBAIATa AOCTABKA, a [IPH I10UCKBAHE
0T CrpaHa Ha KyrnyBada B CpoK OT 24 uaca. Ilpy HeM3UBIHEHHE Ha TOBA 3aIbIIKEHHE
KyITyBaybT HMa MPaBo Jla [OJIyuyd HeycToMKka B pasmep Ha 5 (IIET) Ha ¢TO OT cTOHHOCTTA HA
JIATICBAIIOTO KOJIMYECTRO.

(3) Ilpu ycranossBaHe HA HECHOTBETCTBHE B KAUCCTBOTO, MPOAABAYBT € ATHIKCH
Ja I0CTaBU MEIHLIHCKH H3/IEIHUs C yTOBOPEHOTO KAYECTBO IIPH Clie/[BAINATA JOCTABKA, & TIPHU
IIOMCKBAHE OT CTpaHa Ha KylnyBaya B CpPOK OT 24 wuaca. [IpM HEM3NBIHEHME Ha TOBA
3aJIBJDKCHHE KYIyBaYhT MMa IPaBO Jia [10Jy4d HEYCTOHKA B pa3Mep Ha 5 (mer) Ha ¢TO OT
CTOMHOCTTA Ha HEKAUYeCTBeHATa JOCTABKA.

(4) B ciywaure no amusen 2 M 3, ako IPOAABaYbT HE JIOCTABH HOTOBOPEHOTO,
KyIyBa4bT HMa IPABO Jla 3aKylld HeODXONMMHTE My MEIHLUHCKH H3ICIHA OT JpPyr
MOCTABYHK, KATO pa3iMKaTa MEXTy LIeHaTa [0 JOT0BOPa U JCHCTBUTEIHO 3allaTeHaTa 1ieHa €
3a CMETKa Ha MpoJiaBaya. A

Ynen 16.(1) Ilpu oTkas Ha npojaBada Jia JOCTaBU 3aiBEHHTE MY MEIHIMHCKHU
H3J1eNs Wik IIpH 3a0aBa osede ot 48 (YeTHpHIECeT U OCEM) Haca, KYIyBadyhT UMa IIpaBo 1a
3aKyIH HEOOXOOUMHTE MYy MEIMIIMHCKH U3JIEJIHs OT IPYT JO0CTABYHK.

(2) B ciiygaure no npejxojHara alunes pasMuKaTa MeXIy LeHaTa 1o J0r0Bopa
JICHCTBUTEIHO 3alIaTeHaTa 1ieHa € 3a CMETKa Ha [1po/iaBaya.

Unen 17. KynmysausT ¥ma npaBo na mcka ofe3lleTeHHE B IIBJICH pasMep Ha
BPEJIATE, KOUTO € IPETHPIIsI B pe3yITaT Ha 3a0aBeHaTa U/iid HeKadyecTBeHaTa JOCTaBKA.
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nen 18. ITpu 3abapa Ha rialane OT CTpama Ha KyIyBata, [TOCHSAHIAT JIbIKH Ha
IpoJaBava HeyCToHKa, B pasMep Ha 3aKOHHATA JIMXBA.

Ynen 19. Heycroiikute, ofe3mereHusTa  HEHOBUTE Pa3iMKH o um 16, am. 2
Morar Jia Ob/1aT yABbPIKaHH OT BCAKO JIBJDKAMO Ha MPOJaBaya Ialane.

[IPEKPATSIBAHE HA JIOTOBOPA

HYiten 20. JloroBop®sT ce npekparssa;

1. ¢ usruvane Ha cpoka, 3a KOMTO € CKIIIOYEH, OCBEH B XHIIOTE3aTa HA GleH 2,
H3peUeHUe BTOPO;

2. OT M3IpaBHATA CTpaHa IIPM CUCTEMHO HEM3MBJIHEHHE HA 3A(BIUKCHUSTA TI0
morosopa. [loj cucTeMHO HEM3MBIHEHHE ce pasbupa TakoBa, M3BBLPIICHO JBA MM [IOBEUe
ILTH B PAMKUTE Ha €/THH KaJICH/IAPEeH MECEIl, MK II0BEYE OT TPH I'BTH B PAMKHMTE Ha CPOKa Ha
IOTOBODA;

3. TIpY CB30aBaHETO HA YCIOBHSA 3a JIOCTABKA HA MEJMIMHCKH W3JICIus Clen
[IPOBENAHETO Ha MCHTPAIM3MPAHU EICKTPOHHY ThPIOBE.

4. IpU HEBB3MOXKHOCT Jia Ce OCHUIYPH (HHAHCHPAHE 34 H3MBJIHEHHETO Ha
IIOpbYKATA [0 IPHYUHH, KOHTO KYIYBaUbT HE € MOT'BJI JIa IIPEIBUIIM.

JAPYT'U YCIIOBUA

Hnen 21. Crpanute mo J0orosopa He MOTAT Jia I'O M3MEHAT, OCBEH B CIIYUaHTE,
npeasuaeHu B wi. 116 ot 3011.

Hiten 22. CTpanute 10 JIOrOBOpPA [IE PELIABAT BB3HUKHAIATE 10 H3IILIHEHHUETO
CIOpOBE 110 B3aMMHO CBIJIACHE, 4 aK0 TOBA € HEeBh3MOXKHO, 10 pena Ha I'TIK, npen pomoso
KOMIIETCHTHUAT CbJ1 B rp. Jobpuy.

Hier 23. 3a BCHUKM HEype/IeHH IO HACTOSALILKS JI0T0BOP BBIIPOCH IIe ¢ IPHIAraT
pasnopeadure na 3011, IIT30IT, 33/] u T3.

Ymen 24.(1) 3a panmupHA ajpecu 3a HpHEMaHe Ha CLOOLIGHHMS, CBLP3AHH ¢
HACTOAIIHMSA JIOTOBOP CE CMATAT AJIPECUTE, TOCOUEHH B HAYAIIOTO Ha I0TOBOPA.

(2) Ilpu npomana na jaHHMTE MO MPEIXOJHATA AIMHES, CLOTBETHATA CTPAHA €
JUIBIKHA JId YBEIOMH APYyTraTa B TPHJHEBEH CPOK OT IPOMSIHATA.

llpn cheraBsHe Ha HACTOSIIUSIT JIOCOBOP CE MPEACTABHXA OT H3IBIHATEIS
CIIC/IHUTE JIOKYMEHTH 3a JIOKA3BAHE JIMIICaTa Ha OCHOBAHHUS 34 OTCTPAlsABAHE!

- 3a obcrosrencrBara mo ui. 54, ai. 1, 1. 1 ot 3011 - cBumeTescTBO 32 ChJIMMOCT;

- 3a oOcrosTencTBoTo 1o i, 54, an. 1, T. 3 ot 3011 - YAOCTOBEPEHHE OT OPraHuTe
[I0 TPUXOJHUTEe W YOOCTOBEPEHHE OT OOUIMHATA TI0 CENAIHINETO HA BBINOXKHTEISI H HA
Kan/u/jiaTa MJid yIacTHHKA;

- 3@ 00CTOATENCTBOTO MO WI. 54, al. |, T. 6 - yOOCTOBEpEHHE OT OpraHWTE Ha
Msneanurenna arennus "['nagHa wracnexiug no tpyaa';

- paszpenieHue 3a THProBHA Ha €JIp0 C MEMHIIMHCKH M3JENus, u3nageHo or MAJ]
HIIM APYT HOKYMEHT, YJOCTOBEpABAL IIPABOTO Ha YYacTHHKA Jla THPIyBa C MEIUIHHCKH
U3MICITNS, H3JaJIEH OT KOMIIETCHTEH OpPIaH Ha ChOTBETHATA AbPIKABA;

- CepTH(UKAT 3a INpuilaraHe M MOLALPIKAHE HA CHUCTEMA 3a YIIpaBIEHHE Ha
kagectBoTo ISO 9001 B oOnactra Ha NPOU3BOJICTBOTO W/MIIM THPTOBUSITA ¢ MEIMIIHHCKH
M3JICNIMS  WM/WIM  CHCTeMa 3a ylpaBieHue Ha KauecTBoto ISO  13485/13488 wn/unm
CKBUBAJICHTHA;
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HacTosmusT JoroBop ce CbCTaBM B TPH €AHOOOPAa3HH CK3EMIUIAPA, €IUH 3a
IpoJlaBaya u J1Ba 3a KyIlyBaya.

TIPOJIABAU: KYITVBAU:



