NPOTOKOJ

Juec, 23.08.2017r., B rp.lllymen, B xabunmer CuerTorofcTBO B crpajgara Ha

o, Kommnekeen onxosoruuer neHThp-lUlymen” EOO/, rp.lllymen, ce nposese 3acenanue Ha

' KOMHCHATA 3a IPOBEXJaHe Ha OTKpura npouexypa mo 30Il nybnuuamo cweresamme —
- JlocTapka HA MEIHIHMHCKH HManenus no [punoxenue Nel, 3a nyxmurte Ha ,,KOI[-IIymen™
. EOOJ. ’ : -

Komucusara, mnazHauycHa cwc 3anopen Ne0B81/09.08.2017r., Ha VYupaButens Ha

. Beanoxurens sanouna pabota B 09.00 uaca B neieH creras: 1.Kanera Jonesa - Byrpemwen

omurop, [Ipencenaren, 2. n-p Muxaun Kosaues, uneH 3. M.c.Pymsana Bennkosa, men.cectpa
- 0XO, unewn, 4.ITepsonera IIETEBA mar.dapmaneer, uned, 5.JInamen [letkoB — 1opucT,
- 9JIeH.

: OTHOCHO HacpoYBaHE HAa OTBAPAHETO HAa LCHOBHTE IapaMeTpH KOMHUCHATA IIPOBEXIA
- HACTOSIIOTO 3aCElanMe 3a pasliIeiKIaHe HAIMYNETO Ha CBBP3aHHM JIHNa o cM. Ha §1, 1.45 ot

.. JIP ma 3011, 38 Bp. §1, T.13 1 T.14 oT 3aKoHa 3a MyGIHMYHO IpEIATaHG HA LICHHH KHIDKA.
- -KoMHucuaTa IOTBBpXKIaBa CTAHOBHINETO CH OTHOCHO HANMYHETO HA MaHHHM 3a ,,CBBpP3aHH

- yuua” Mexay yuactHuiHTe “Memurex” OOA u “Exoc Meguxa® OO/l CoriacHo JaHEHTE
OT BIHCBaHMATa B TBProBCKM PETHCTBP €a HalHIE OCHOBaHHWA A2 ce NpHeMe, Ue JBeTe

- ThProOBCKH JPYXKECTBA Ca CBBP3aHW JIHIA H €OIHOTO MOXKE Aa OCBIIECTBABA KOHTpPOJ, KATO B

" Ta3H BPB3K4 KOMHCHSTa MOAABPXKA H3NO0XEHMTE MOTHBH B IPEAXOMHOTO pEIUeHHE Ha
KOMHCHSATA.
i Heobxomumo e obaue, ja ce HanpaBH IOONBIHHTENHA IOPOBEPKA ¥ KOHCTATAMH C
1 OrJie] U3KTIOUEHHETO OT NMPHHLKIA 34 ,,CBhP3aiH JIMLA”, AaleHo B pasnopendara Ha 4101,
=+ 113, BB Bp. an.11 or 30I1. PaznopenGara Be3mara 3aIbKEHHETO KOMHACHATA Ja HATPAaBH
| IipeneHKa 3a HanHuuero Ha ofcrosrencreara no wi.101, an.8-11 ot 30I1, oTaenno 3a Beaka
- obocobeHa nozumus.
IlpenBuz Ha TOBa KOMMCHSTa HalpaBR CpaBHEHHE Ha odeprure Ha JBamMara
. ysacrauid W koHcTatupa: “Menurex” QO npenara MmenuuuHekd u3aenusa no OIT Ne2,
- HomeHxmatypn NeNe 1, 2, 3, 4, a “Exoe Meanka® OO/ OII Nel, HoMeHKIIaTypHH eHHULA

:  NeNe 6,7,8,9,10,11,12,13,14,15,16,17,18,19,20,21,22,23,24,25,26,27,28,29,30,31,
" 32,33,34,35,36,37,40,41,42,43,44,53,54,55,56,57,58,59,60,61,62,63,99,100,101,102,103,104,

107,115, U nmo OII 2, wuomenknmarypm NeNe 5.6,7,8,9,10,12,13,14,15,16,17,
18,19,20,21,22,23,24,25,26,27,28,29,30,31,32,33,34,35,36,37,38,39,40,41,42,43,44,45,46,47,
49,50,51,52.

KomucuaTa mpuemMa, ue B HACTOALUMA CilyyaH odiepTHTE Ha IBamaTa YYacTHMIM ca
cpobpasenH c¢he 3abpaHara 3a CBBP3aHH NIHLA, 3aLI0TO ¢a NpeAcTaBUIN odeptH, Oe3 fa uMa

7 HOMEHKNATYpHAa CTHHHIIA COHOBPEMEHHO H B nBete odeptu. Ha npaxtuxa me 6bie cnaseHo

H3ACKBAHETO Ha 3aKOHA, 3al0TO B KIaCHPaHCTO Ha HHTO CAHa HOMCHKNATypHa CIHHHIA
HaMa Jla AMa IIPHCECTBHEC €AHOBPEMECHHO H Ha JBaMaTa YYacTHHKA, pecll.HAMa Ja YYacTBaT

' 3aeJHO B KJACHpAaHe IO HHTO eIHO HOMEHKJIATYpHa emuHuua. B cmywas ,Menurex” OO
. mma npemioxenne camo mo OIl No2, momenknmatypu NeNe 1, 2, 3, 4. ,Exoc Mennka” He

NpaBH NPEIIOKCHHE IO HHTO €4Ha OT TE3H YCTHPH HOMCHKIATYPH CIHHHIH H ChOTBCTHO
HfAMA Ja y9acTBa B KNACHPAHETO TIO TAX,
Hpe,I[BHJl TOPHOTO, KOMHCHATA €AHHOIYLIHO,

P E II U



1.0TMEHS nacpouenoro 3a 24.08.2017r oTBapsse Ha OEHOBHTE NPEUIOKCHHA Ha
YYaCTHHUHMTE B MPOLENypaTa, KaTo 3a HACTOAINOTO peIleHHEe 3a OTMAHA ha C€ TOCTaBH
crobienue B npothuia Ha KyrnyBaya Ha BR3noxuTeNs. ,

2.PASIJIEXKJIA TexHHYECKHTE IPEATOKEHHA Ha ,Memarex” OO u ,Ekoc
Meauka” OOJL M KOHCTaTHPa CIICAHOTO: )

1.”Mepurex? OOJ — Ilpenctass TexHHdecko NpeUICKEHHE 32 H3NBIHEHHE Ha
nopruxara, obpaser Ne2, COUM J@HHUTE OT THPrOBCKATA M NaHBYHA perucTpanus. Ilocousa,
qe mpemnoxenuero ce orTHacs mo OTT Ne2, momenknarypu NeNe 1, 2, 3, 4. Ilpexcrass
IIpunosxenue Nel KBM CrEH(HKALKATA, B KOETO € MONBIHEHA XapaKTePHCTHKATA, EAUHHIA
MApKa, OPHEHTUPOBBYHO KOIMYECTBO, IPOH3BOMTEN U TIpEZjiarana onaxoeka. Jiexnapupa B
TEXHHUECKOTO MPEIOKeHHe 0DCTOATENICTBATA: 3ATI03HAT C YCIIOBUATA IO IOKYMEHTANHATA 38
yuactue, cpok 120 IHH, CUMTAHO OT KpaiiHHsA CPOX Ha rojaBaHe Ha odepTuTe, MeKnapHpa, de
IpueMa YCIIOBUATA Ha MPOeKTa 3a JOTOBOP, CPOK Ha M3NBIHEHME Ha mopbukara 18 mecena,
CpPOK Ha IUall[aHe Ha LgHaTa 1o Jorosopa 60 JHH OT xarata Ha JOCTaBKaTa H APEJCTaBiAHC Ha
JOKYMEHTHTE, OCTaThUeH CPOK Ha TOJHOCT Ha odepupaHurte MeTHIHHCKH uzgenus 30% ot
0BSBEHHUA OT MPOU3BOIUTENS. YUACTHUKET TIPHIIAra JOKA3aTe/ICTBA 32 BHEAPEHH CHCTEMH 3a
yipasnentie Ha kazecrsoto: Ceprudmxar EN ISO 13485:20003, Cepruduxar no {upexrusa
93/42/EMO. Ilpencrasa Jlekmapauus 3a CBOTBETCTBHE OT M.HoeMBpd 2009r, ma
npou3BonMTEn ,Yendesp Memuksn” JITR u ap. Beuukm cepredukartd ca CbC CpOK Ha
BATHJIHOCT KHM KpaliHaTa jaTa 3a nojasate Ha odeprtute. IIprnara Jexnapauus O6pasern 4
3a CpOK Ha BanuaHocT Ha odeprarta 120 nHM, Aewrapupa BHecenH yBemomiehud B MAJI 3a
Berukd MU o npeanioxkeHuTe HOMEHKIATYpH H IHyCHAaTH Ha masapa, Jlexmapauus Obpasen
NeS, 3a smmnca ma pgasEd B MAJI u EUDAMED 3a unnupentud ¢ npeinaranure MU B
TIOCTEARHTE fiBe TORMHM, YUYACTHHKBT IPECTARS U3BJICUCHAE OT KaTtajor 1¢Tp., B KOHTO HMa
CHHMKHE H TeXHHYeCKH Jauuu 3a MU u mo yetmpuTte HOMEHKIATYpH, 30a KOHTO NpeNCTaBs
oepra.

2.”Exoc Memuka” QO] - IIpencrapa TexHUUECKo NMpeAsOXeHHE 33 H3IBIHEHHE Ha
noppukara, obpaser N2, cous JaHHHTE OT THProBCKAaTa H JaHBYHA perucTpanus. [locousa,
e MPEAI0KCHHETO ce OTHacs hila) NeNe
6,7,8,9,10,11,12,13,14,15,16,17,18,19,20,21,22,23,24,25,26,27,28,29,30,31,
32,33,34,35,36,37,40,41,42,43,44,53,54,55,56,57,58,59,60,61,62,63,99,100,101,102,103,104,
107,115, U mo OIl 2, nomenkmatypu NelNe 5,6,7,8,9,10,12,13,14,15,16,17,
18,19,20.21,22,23,24,25,26,27,28,29,30,31,32,33,34,35,36,37,38,39,40,41,42,43,44,45,46,47,
49,50,51,52. Y4acTHHKBT € HANpPaBHJI TEXHHYCCKOTO IpEIIoXeHue 3a Beska obocobena
[IO3HIHA IIOOTACNHO M KOMHCHATA KOHCTATHPA!

3a OXI Nel - TIpunara [Tpunoxenue Nel kM cnenuuKanusTa, B KOSTO € MOIBIHEHA
XapaKTepHCTAKATA, CIUHHMIA MADKA, OPHEHTHPOBBYHO KONHYCCTBO, IIPOM3BOJMTEN H
npenarana ornakoska. [Iprnara Jlexnapanna Obpasen 4 3a CpoK Ha BAIMAHOCT Ha ofepraTa
120 num, mexnapupa sHeceHH yBeiomnenus B HMAJI 3a scuuku MU mo mpemnoxenure

g . HOMEHKIIATYPH M IIyCHATH Ha nazapa, Jexnapamws O6pasen NeS, 3a mumca Ha mannn B MAJI n
- EUDAMED 3a uHIMAEHTH ¢ npejyiaranute MU B mocnequure ase roansy. Jlexknapauunte

ca nopnucanu oT Enka Mnuesa, ynpasures.

* YyacTHMKET NpUIIara JOKa3aTeJICTBa 33 BHEAPEHH CHCTEMH 33 YIPaBJICHHE HA KaueCTBOTO:
- Ceprudmkar 3a peructpauys Ha cucteMa ISO 13485:20003. Cepruduxar NeMD 99357 3a
cucrema EN ISO 13485:2003 u ISO 13485:2012 3a npoussoguten Etuxon CAPJI, ceius
cepudukar 3a npoussoputenu: Eruxon, EJI EJI CH, ®epocar Memuxsn upadcuc A/C,
~,Emuxon Enpo-Cepmxspu” JUIC, CAIIl Cepruduxar cbriacHo Jlupextnsa 93/42/EHO
. OTHOCHO MEIMIWHCKH H3JENHs Ha IpousBoxutel ,,JixoHCHH M JDKOHCHH WurepHemsHbI”,
Benrus, cpmus cepTHGUKAT 33 MPOH3BOAUTEN ,, ETHKOH CAPJI, Hlpefinapud, AOIBIHATCIHA
uHboOpMAaIH CbM chiEs ceprHdukar, CepTudHuKat 3a IBICH KOHTPOT Ha Ka4eCTBOTO NeCE
549314, 3a Etuxon, CAIII, npunoxenus, Cepruduxatn 3a MM Ha mpousBojMTes
Joxorcsr u JxoHcsH VHTepHemmsnba” — 70p, AeKnapallus 3a MW nHa npousBoaHTEN




,Etuxon CAPJI 26p, mexnapanuu 3a MU na npoussonuten ,,Pepocan Menuxnn Jusaiicue
A/C. TlpexcraBeHHTe MOCTPH Ce HaMepHXa, CHITIACHO OlHca H B choTBeTcTBHE ¢ TC. beme
H3BBPINEH OLJIel H& MOCTPUTE M KOMHCHATA KOHCTATHpa, 4Ye c;snm're OTroBapaT Ha
xapaxtepuctrkute o TC.

3a OII Nv2 - [Tpunara [Ipunoxenne Nel kpM cneuncbnxaum'ra B KOETO € MOIbIHEHA
XapaKTepHCTHKaTa, €NHHUIA MIpKa, OPHEHTHPOBBYHO KOJIHMYECTBO, INPOM3BOJHUTEN U
npeutarana onakopka. [Tpunara Jexnapanus Obpasen 4 3a cpox Ha BaIMIAHOCT Ha odepTaTa
120 muum, mexnapupa BHecewn ysenomaenus B MAJI 3a Bcuuxku MU mo mpemrowerwnte
HOMEHKJIATYpH ¥ IIyCHATH Ha nazapa, Jexnapaums O6pazen NeS, 3a nunca Ha nanen B MAJI u
EUDAMED 3a uHuugents ¢ mpemtaranute MU B mocnenunte jse roguuu, JexmapamuuTe
ca moamucasy ot Enxa Mnuesa, ynpasuten.

Y4uacTHEKBT npuiara HOKA3aTelCTBA 3a BHEIOPEHH CHCTEMH 34 YIIpaBlIeHHE Ha
kayecTBoTo: CepTadhHKar 3a perucTpauus Ha cuctema ISO 13485:20003, ISO 13485:2003 u
[SO 13485:2012 3a npouseoxuten Etnxor CAPJ], chmus ceprHdHKaT 3a MPOH3BOAUTEIH:
Etuxon, EJI EJI CH, nexnapauus 3a ceoreercrsue ot ,,ETukoH Enpo-Crpmxspu” JUIC 26p,
Ceprudmuxar cwrmacao Hupexrusa 93/42/EMO  OTHOCHO MeIUIMHCKH M3JeNHs Ha
npousBoguten ,,JlxoHcrH M JDkoHCbH HHTepHemsHEBI”, Benrus, cpimmsa cepruduxar 3a
npoussogureln ,,Erukon CAPJI, u ,,®epocan Menguxen Husaiicuc A/C. Ilpunara n3sneueHne
oT Katanor 13 ctp., 3a Berwuxku MU odeprpann no OIT Ne2,

Benuky cepTudHKaTH ca ChC CPOK Ha BANHMIHOCT KBM JATATA HA KpaHHUS CPOK 3a
nojasaue Ha odepTHTe. .

Berukd  ceprHduKaTH M JEKIApalMH HAa AHIJIMHCKM €3WK C€ CBIIPOBOXIAT OT
neranu3upaH NpeBof Ha OBIrapcku €3uK.

KoMucusaTta kOHCTaTHpa, Ye IpelcTaBeHUTe MOCTPH, KAaTal0o3d H BCHYKH TEXHHYECKH
NpeJUIOKEHHS Ha BCHYKHM YJYacTHHIM OTIFOBAapsT Ha H3HCKBAaHUATA KbM YYaCTHHIIMTE,
ApeIBAPHTEIHO 3anaeHy B obsBnenuero 3a OIl. /C usxmouenue Ha ,,.Bera Memuxan” OO/,
urju o OIT Nel, momenxnarypu NoNe 33,36,80,81,84 3a xoeTo KOMHCHATA EMa IPOU3HECEHO
peleHue/,

KoMHCHATa KOHCTATHPA, Y€ NPEACTABCHHTE H Pa3rIIeaHHd TEXHUYECKH HpelIoKeHHs
OTrOBapAT HA H3UCKBAHHATA KBM YYACTHULUTE, NIPEIBAPUTENHO 23aJaleH! B 00SBIEHHETO 3a
OIL .

Hanuue ca ycrnoBuaTa 3a IPEMHHABAHE KBM PA3ITICK/IaHE HA LIEHOBUTE IIPEANIOKEHHS
HA BCHYKH YJaCTHHIIH.

[Ipensuy ropeusnokeHoTo W Ha ocuoBamue 4wi.57, an.3 ot IITI30Il, xoMucusara
eIMHOAYIIHO,

P E III U
HACPOUBA oTBapsHe Ha LICHOBUTE Ipe/IOXNKEeHUs Ha ydacTHHuuTe 3a 31.08.2017r,
10.30 uaca, B xabumer ,,CueToBOACTBO”, B crpama ,Jlpuerepanusa” Ha ,,KoMmmnexkceH

onkonoruyed nentsp-llymen” EQO/, rp.lllymen, yn.”B.Anpunos™ Ne63.,

Crobmenre 3a HACTOAUIOTO PEIICHHE JIa ce MIOCTaBH B NpodHIa Ha KyILyBaya.
Komucuara npuxmour pabora B 11.00 gaca
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