NHNPOTOKOJ

Jinec, 08.12.2017r., B rp.lllymen, B kabuner CyeToBOACTBO B CrpajJaTa Ha
HKoMmrnnekcen oHxonoruyed ueHtsp-lllymen” EOO/], rp.lllymen, ce nposene 3acenaHue Ha
KomHcHATa no npoueaypa no 301 npsko porosapsHe — . JloctaBka Ha-MENHLIMHCKY M3/IENUsA
no [lpunoxenne Nel, 3a nyxxpure nHa ,,KOL[-Lymen” EOO”.

Komucuara, Hasdauena cbc 3anosex Nell9/08.12.2017r., Ha VYnpasurens Ha
Boanoxurens zanouna pabora B 12.30 vaca B nenen cuerap: 1.0Kauera Jlonesa - BrTpetien
onurop, Ipexcenaren, 2. Muxawn Kosauep— nekap OXO, unen 3.Pymana Benuxosa —
onepauuonna cecrpa OXO, unen, 4.ITspronera IIETEBA mar.dapmauest, unen, 3.[Inamen
HeTroB — 10pHCT, YiEH.

Komucuara npoabkaea paboTa ¢ BTOpHA YYacTHWK B Iiperosopure ,b.bpayn
Meaukan” EOO/.

Odeprara ce HaMepH B ONMakOBKa — 3ApaB KawoH ¢ Haanuc ,,Odepra 3a yyacTHe B
npoueaypaTa o npske AoropapsHe™ ¢ mpeaMer ,JlocTaBka Ha MEAMLMHCKH H3JCIHA M0
[Mpunosxxenue Nel, 3a wy:xaute Ha ,,KOILI-Illymen” EQOJI”. Cnen oTBapaHETO HA KallOHA Ce
HAMEpH TNanKka ¢ venua crpandua OnHc Ha JOKYMEHTUTE, ChAbpXallH ce B odeprara 5
TOYKH, KaKTO M 3/IpaB HENpo3apateH UMK ¢ Haguuc ,JIpe/yarany neHosH napameTpu’ 3a OIT
Nel, # nauk ¢ Moctpu. Hanmnue e chbOTBETCTBHE MEXKILY ONUCA U MNPEACTABEHHTE JIOKYMEHTH.
TpuMa oT uneHoBete Ha komucHATa XKanera Jlonepa, Pymana Benukosa u Ilnamen Iletxkor
NoJnKcaxa rpeacTaBeHuTe TexHudecko mpeanoxkenue, obp.Ne2 u nauk c ,llpennaranu
LIGCHOBH MapaMeTpu™,

KaTo npunoxeHH KpM OnMca Ha gokymeHTHTe ce HaMepuxa: EEJIOII, nmoamucan ot
Xoper llwoep, Mangpen Maiiep, ynpaeurenu, anmnena T'unuxoa-Hoporan, npokypucr,
Ietsp Acenor, npokypuct. B EEHOIT HajuexxHO ca BrnucaHd 06CTOATENCTBATA H3HCKYEMH OT
Bbanoxurens:

Yact I: Mudopmanus 3a npouesypara 3a Bb3jlarale Ha obuIECTBeHa nopbuka W 3a
BB37arallys OpraH UM BE3OKHTENA

Yact II: MadopMaLing 3a HKOHOMHYECKHS ONEpaTop

Yacr I OcHoBanus 3a W3KNIOUBaHE

Yact IV: Kputepun 3a noadop B CIEIHHTE YaCTH:

- T. ,,O06110 yKa3aHue 3a cnia3BaHe Ha BCUYKHM KpUTEpUH 3a oabop”

- 1. .JopnocT”, noaTouka 1, ¢ oryied ycraHOBsiBaHE Ha CMIA3BaHETO HA M3MCKBAHUATA 3a
BAJIHAIHO paspelteHye / yI0CTOBEPEHHUE 33 ThPI'OBUA Ha €APO ¢ MEIMIIMHCKH H3JENHA.

- T. ,,B: Texuudeckr ¥ nNpodeCHOHAIHH CcrocobHOCTH”, monaTouka ,,16)”°, kato oT
ONUCAHMETO HA JIOCTZBKMTE CJIE[Ba O3 Ce YCTAHOBABA CrIa3BaHe Ha M3UCKBAHETO 3a CXOAHH
JOCTARKH. YUACTHHKBT € MOCOYMI MO FOJHHH M3IBLJAHCHH JocTaBkH HAa MW kbM neueGHM
sasefenus — 2013r-2016r.

YyacTHUKBT AeKIapupa, Ye HAMa 1a H3M0I3Ba YK/ KanaluTeT, AeKiiapMpa JHIca Ha
obcrosresnicTrara no w57, naparpad 1 ot [{upextupa 2014/24/EC, pexnapupa M3fallaHe
Ha IBIDKHMH JAHBLUY ¥ OCHTYPOBKH, AEKIapHpa, Ye He € 0DABEH B HECBCTOATENHOCT U HE € B
NUKBHAALIMA, NUIICA HA KOH(JIMKT Ha MHTEpecH, YYacTHUKDBT ACKAAPHPA BHE/PEHH CHCTEMHK
3a ynpasienue Ha kadecTBoTo Ceptudukar EN ISO 2001:2008, nexnapupa OCHOBHH
DNOCTABKH OT chius Bug 3a 2015/2016r.



JIMueH3MpaH CKIaj W TPAHCTIOPTHW CpejicTBa, PaspeiicHHe 3a ThpProeua Ha elpo Ne
1V-P-T/MH-213/18.12.2007r, npunara Jlexnapauus 06pa3f—:u 6, 46p noanucaHu OT ABaMaTa
YIIPaBUTEH M BAMATA NPOKYPUCTH.

KomucHaTa npueMa, ue npejjioKeHHETO HA YYaCTHMKA OTrOBaps Ha M3HCKBAHUATA 32
JIMYHO CBCTOSHHE M Ha KpuTepuuTe 3a noadop. Ipeasua Ha TOBA, KOMHCHATA SAHMHOAYLIHO

P E IO U :

HPEJJIOZKEHUETO Ha yvyacTHHKa OTroBaps Ha W3HCKBAHHMATA 33 JIMHHO
CHCTOAHHE H HA KpUTEpHHTE 3a Noabop.

Texuuueckoto npeanoxenue ¢ mopmucano oT Xoper Illoep u Iletsp Acenos.
Hanuue ¢ ChOTBETCTBHE MEXIY ONUCHUTE H NPEACTaBeHUTE JOKYMCHTH H MOCTPH.

Ipunara Tlpunoxenue Nel xbM crneuuduxauusra, B KOETO € MOMNBIHEHA
X4pAKTEPUCTHKATE, €MHULA MSAPKA, OPHEHTUPOBBYHO KOJMYECTBO, MAPOM3BOAUTEN H
npeJiarata oraKoBKa.

Jlexnapupa B TEXHHHECKOTO [PEAAOXKEHHE OOCTOATENCTBATA: 3a03HAT C YCIOBHATA
[0 JOKYMEHTALHUATA 3a y4acTHe, cpok 120 gnuW, cuuTao OT KPaiHHHA CPOK Ha NOJaBaHe Ha
odepTHTe, Aeknapupa, 4e NpHUeMa yciaoBHATa Ha NPOEKTa 33 JOrOBOP, CPOK Had H3IIBIIHCHHE
Ha Tophukata 18 Meceua, CpOK HA IUTalllaHe Ha LieHaTa Mo jorogopa 60 mHM OT [aTata Ha
JIOCTABKATa ¥ MPEJCTAaBAHC HA JOKYMEHTHTE, OCTAThYCH CPOK HA FOAHOCT Ha odepHpaHuTe
MeAUUMHCKH u3ienus 30% oT 00ABeHHA OT NPOU3BOIHTENA.

VyacTHHKBLT TpUJIAra J0Ka3aTeNCcTBa 34 BHENPEHWM CHCTEMH 33 YNpaBlIeHHE Ha
kauectsoTo: Cepruduxar EN 1SO 2001:2008 & I'epmanua u Ucnanus, Ceprudukat EN ISO
13485:2012 na B.Bpayn Mensynren AT, I'epmanns, EO Ceptudurar cornacuo Jlnpextisa
93/42/EVO, BcHukM ¢ npesoj Ha ObArapckH e3uk OT JIHLeH3upaH mpesojad, [noSanna
JieKiapalyi 3a CbOTBETCTBHE.

Mpunara Jexnapauus OOCpaszeu 4 3a cpok Ha BanuaHocT Ha odeprara 120nHH,
nexnapupa sHecenu ysegomaeuns B MAJI 3a senuxu MH no npeanoxeHuTe HOMEHKIATYPH K
nmycHaTH Ha nasapa, Jlexnapanua OGpazen Ne5, sa nunca wa aanns B UAJT 1 EUDAMED 3a
WHIMAEHTH ¢ npeanarandte MU B nocneasure ABe roAnsH, OTOPH3alHOHHO AHCMO OT
CBI[MA TIPOM3BOAMTEN. YYAaCTHUKLT mpencTaes MocTpd no OIT Nel, nHomeHKIaTypHH
emiavi NeNe 10, 15, 18, 24, 25, 26, 27, 28, 30, 32, 36, 37, 38 u 39, c nocodyena nata Ha
TNIPOM3BOACTBO M CPOK HA FOAHOCT, KATO © CIIA3€HO YCJIOBHETO TOH Ja € He No-MajibK oT 12
Mecena.

KoMHcHATA KOHCTATHpa, Y€ MpeACTABEHUTE MOCTPH OTrOBapAT HA 3aJaJICHUTE OT
BB3I0KHTENS HAUMEHOBAHHS H XapaKTEPUCTHKH.

Hpence,uaTenﬂT Ha KOMHCHMATA OTBOPH NNMKa € IpeJiaraHuTE LUCHOBH [ApaMETPH,
HaMepH ce LICHOBO NPEIOXKCHYE HA XapTHEH HOCHTCIT H THCK. Hpeﬂce;{aTenxT'Ha KOMHCHATA
OTJIACH NPEJIOKCHHTE UCHH MO HOMEHKJIATYPHUTE CAHHHIIH.

[IpenctaBuTensT Ha YYacTHHKA 3asBH, He MOTBLPXKAABA HANPABEHHTE LCHOBH
NpeAa0kKeHRA 32 MOCOYSHHTe HOMEHKIIATYPH Y MPH HACTOALIMTE TPEroBOPH HAMA A [PABH
MpeAnoKCHKE 33 MPOMSAHA HA TaKa 3afBEHHTE ¢ o(epTaTa LEHH.



Komucuata npukmoun pabora ¢ yqacruuka ,,b.Bpayn Meankan” EOOJ B 1430
yaca. :

Hpencenfgy?ﬁ:




