IMMPOTOKO.JI

Nel

Ot neifHocTTa HAa KOMHCHsTA, Ha3HavyeHa che 3amosest Ne455 or 13.10.2015r. na
Msnbmaurennus aupexrop Ha MBAJL L J-p Aranac Jlagoscku”™ AJl — rp. Kepmxanu 3a
pasryieaane, OICHKAa M KilacMpaHe Ha ToJaJieHuTe O(epTH B OTKpUTAa Tpolejaypa 3a
Bh3Jlarane Ha oOIlecTBeHa IoOphuka ¢ mnpejaMer: "JloctaBka Ha MEIMIMHCKH H3JCITHS
Heobxomumu 3a Jefinocrra Ha Ouno otaencuue B MBAJL "JI-p Aranac Jlagoscku" AJl
rp.Kepoxanu", otkputa ¢ Pemenne Ned23 ot 18.09.2015r. Ha M3mbiuuTeIHus IMPEKTOP HA
1¢UeOHOTO 3aBejIeHHE.

Juec, 13.10.2015r., ot 12.00 yaca B 3anara Ha V erax B JjieueOHOTO 3aBECHHE CE
IPOBEJE ITBPBO OTKPHTO 3aceJaHHe Ha KOMHCHS, HasHadeHa cbe 3amoBen Ne455 ot
13.10.2015r. na Mamenaurennus aupekrop na MBAJI ,J-p Aranac Jlaposcku™ AJl — rp.
Kspmkanu, B ¢heTas:

Hpeoceoamen: 1-p Epxan Mypat — HauaJIHHK OYHO OTIEICHHE;

i unenose: 1. mc Ceiinyp MIOMIOH — IJIaBHA MEJIMIIHHCKA CECTPa;
2. m.¢. Becera MoMumiioBa — prKOBOIMTE) OOJIHHYHA AIITEKA;
3. Cuexxana Kaparro3osa — ukonomucr OIT;
4. VBan PoGos — 1opucr;

I. Cnen momyyaBane Ha PerucTbpa ¢ MOCTHITHIIHTE MPEITONKCHHSA Ha YYACTHHUIUTE B
obmectBeHara 1mophyka ¢ npeamer: "JloctaBka Ha MEIMIMHCKH W3JIelHs HEOOXOIMMHM 3a
neiinocrra Ha Ouno otaenende B MBAJL "I[-p Aranac Jlagoscxu" AJl rp.Kepoxanu",
IpeJice/iaTesIsIT Ha KOMUCHSITA IIPOYETE 3all0BE/ITa M OMOBECTH UMEHATA HA YYACTHHITHTE.

B JCJIOBOACTBOTO Ha neueOHOTO 3aBCJ/ICHHE € IMMOCTBIIMIIO €JTHO ITPEIUIOKCHHE:!

Hopenen
Ne Bx.Ne, 1aTa M uac na nocrpnsane HanmenoBanue Ha y4acTHHKA Anpec
rp. Codmso, 6yn."ap Bopuc III”,
1] 4049/09.10.2015r. "BUKOME]N" OO Ne201A

2 ]I:\PT‘DTPT’LpPl Ha-HOHaACHUTE

. ClieJ1 KaTo KOMUCHSITA CE 3aI03H

oepTH, BCceKH OT MPUCHCTBAIIMTE WICHOBE HA KOMHCHATA, MOJNMCa W NPENCTABH Ha
npejcenaTes Aeknapaius, chbrjlacHo H3uckBanusaTa na @wi.35 ot 3011
Ha mbpBOTO OTKPHTO 3aceaHHe Ha KOMHCHSATA HE MPUCHCTBAXA IPEICTABHTENN HIIN

YI'BJIIHOMOIIIEHH JIMIIAa OT CTPaHa Ha y4acTHHKA B IpoIelypara.
Komucusita 3armouna cBosta paboTa W HPUCTHIM KbM OTBApsSHE W pasrjiexiaaHe Ha

ITOCTBITHIIOTO MPEJJIOKEHHUE,

1. "BUKOMEX" OO/, rp.Co¢ust — Bx.Ne4049/09.10.2015r. na MBAJI ,,JI-p Aranac
Hadorcxu” AJl rp. Kepjokaiu - HpeyioKCHHETO HA yYacTHHKA € IMPEJICTABEHO B
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3arevaTaH, HeNnpo3payeH IUIMK, B KOIfTo Osxa TIOCTaBEHH: €IUH HEIpo3paveH,
3anevaTal MK — ik Nel |, JlokymenTty 3a noz6op”, eAuH HENpo3paveH, 3areuaTa
kK - kK No2 | TIpejuiosxeHue 3a u3nbIHEHHE Ha MOPHhUKaTa” W €IMH HEIPO3paveH,
3arevarad MK - 1Mk Ne3 , IIpeanarana nena”. TpuMa OT WwieHOBETe HA KOMHCHATA
ce mojnucaxa BbpXy 1iuK Ne3, Ilpemiarana ena”, cne,zx KOeTo Oelle OTBOPEH ILIHK
N2, Ilpennoxenue 3a H3MBJIHEHHE HA MOPBHUKATA W TEXHHYECKOTT MPEUIOKECHHE
CBIIO CE MOANHKCA OT TPHMA OT WIEHOBETE HAa KOMHUCHSATA.

Komucusara orBopu mmmk Nel Ha TO3H yUaCTHHK, OIOBECTH JOKYMEHTHTE, ChIbPIKAIH
Ce B HEr0 M IPOBEPU CHOTBETCTBHETO MM ChC CIHUCHKA 110 456, ai.l 1.14 ot 3011 —

HeCHOTBETCTBHSI He 0s1Xa KOHCTATHPAHH.

C ToBa OTKPHTOTO 3aCCHaHue Ha KOMUCHATA IIPHKIIIOYH,

II. Ha 10.11.2015r. xomMucHsTa NMPOJB/DKH CBosATa pabora B 3aKpUTO 3acejlaHHe, Ha
KOeTO 10JIpo0OHO ce pasriiex/iaxa BCHUKH MPeCTaBeHH JJOKYMEHTH.
Pesynrarure o mojppobHara npoBepKka Ha IPeJCTABEHHTE JOKYMEHTH OT yJaCTHHKA B
nporeaypara 6s1xa oTpaseHu B cieiHara Tabiua.

INPOBEPKA 3A HAJIMYUETO HA BCUYKHU HEOBXO/IMMHU TOKYMEHTH B IJIUK Nel

Kanauaarn/ yuactuuun no peja na nogasane ua ojeprare

1
KAWMAAT/YMacTHHR
"Bukomen" 00

Ja/He
Ne no ITpeacTaBenu JOKyMenTH /Henpuio:knmo
pen 2 3
1 | Tlpencrapsane na yuacruuka — O6pasen Nel aa
CnHehK Ha IOKYMEHTHTE, CHABPIKALLL BHAA H GPOA HA AOKYMEHTHTE B O()epTaTa — NOAMHCAH H NIOANCUATAH OT YHACTHHKA
2 | — O6pazeu Nel 1 na
3 | Jleknapauwms no un.47, an.9 or 3011 - Ipunosenne Nel ksm OGpaser Nel; Ja
4 | Mexnapauus 3a ch3nanane na ofeunenue — OGpaser Ne2; HENPHIIOKUMO
5 | Jleknapauus ot nojmsmsnnuten — Odpaszen Ne3; HENMPHIIOKHMO
Jexknapanma o wi. 4 oT 3akoHa 33 HKOHOMHYECKHTE M (JMHAHCOBH OTHOICHHS C APYIKCCTBATA, PEFHCTPHPAHH ¢
FOPHCIHKIIHH ¢ NpedepeHLIHaeH JaHbYeH PelM, CBbP3AHHTE C TAX JIMLA H TEXHHTE ACHCTBHTEHH COGCTBEHHIIH OT
6 | yuactuuuw/noansnsnuTeny - Odpasen Ned; Ja
7 | Meknapauus 1o no . 56, an, 1, 7. 6 ot 3011 — O6paser Ne6; Ja
JokyMeHT 3a BHECEHa rapaHIHA 3a yUacTHE — OPHIHHAI Ha GAHKOBATA rAPAHLMs 32 YMACTHE WTH KOMHE OT IOKYMEHTA 38
8 | Buecena rapanums nog (opmara Ha napiuna cyma; na
9 | Mokasarteacrsa 3a TeXHHYECKHTE BL3MOKHOCTH H/IJIH KBaaupuKauns no w51 or30I: —
CnHenhK Ha ZI0CTABKHTE 32 JIOCTABKA HA MEAMIUHHCKH HIEAHA, H3NMBIHEHH TIPE3 TIOCAEAHNTE TPH rOIHHH, CYHTAHO OT
JATAaTa HA TIOJIaBaHeE Ha ohepTaTa, ¢ MOCOMBAHE HA CTOHHOCTHTE, NATHTE H MOJYUATENNTE, 3a€/IHO ¢ A0KA3ATEICTEO 32
H3BBPIICHATA NOCTABKA — Y/IOCTOBEPEHHE H3/IA/ICHO OT MOJTYHATENA HIIH KOMICTEHTEH OPraH, HiH upe3 NocouBake Ha
9.1 [ ny6nnuen pernctp, B K010 € ryGrikyBana MHpOPMAIHS 33 JOCTABKATA, Ja
Cepridukart 3a BhbBe/ICHA CHCTEMA 3 YNIPaB/IeHHE Ha KAMECTBOTO chriacho ISO 9001:2008 unu expuBanenTen Npy
9.2 | yuactuuka (535 opMaTa Ha KOTHE, 3ABEPCHO OT YYACTHHKA C HErOBHS 11€4aT H rpud ,,Bapuo ¢ opurunana”); pit]
3aBepeno KOMHE Ha Pa3peLeHHe 33 ThPrOBHA HA CIPO ¢ MEAHLHHCKH H3/IENHA, C IPHIOKEHHE 32 MEAHIMHCKHTE H3ACTHA
9.3 | 3a kouto ce oTHacs; Ja
3aBepeni KoM B NPeBojt Ha cepTHHKAT 3a KauecTso, ISO 9001 : 2000, EN 1SO 13485:2003 wnu apyr exnrpanchten c-Ho [Ipuinoskenue
9.4 | ceprimKaT Ha CHCTCMH 32 YNPABIIEHHE HA KAMECTBOTO HA MPOH3IBOLHTENS, Nel
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S. 3EBGPCHH KOITHA B NPEBOJL HA ACKJIAapaLiHH 38 CbOTBETCTBHE HA MEJIHLIMHCKHTE H3JIe/HsA C H3HCKBAHHATA HA llnpem'nna

c-Ho Ilpuioskenue

9.6

¢ opHruHana” U B Npesoji Ha OBJITapCKH e3UK;

9.5 | 93/42/EEC; Nel
OTopH3aLHOHHO NTHCMO HA HMETO HA YYACTHHKA H3/1JICHO OT MPOH3BOANTE/A HA ME/IMIMHCKHTE H3JIC/IHA HITH
YIBIHOMOLIEHHA NPEACTABUTEN 110 ¢cMHCHAA Ha Ha wi. 10, an.2 ot 3MH — 3aBepeno ot yuacTHuka konye ¢ rpud ,,BapHo
Jla

Huctpykuua 3a ynotpe6a Ha NpeiaranoTo MeAHLIMHCKO H3/Ie/He Ha OBIATapcKH e3HK, a 38 MEJIHIHHCKHTE H3IEITHA, 32
KOHTO He Ce H3HCKBA HHCTPYKIMA 3a ynoTpeba, cernacuo wi, 16, an. 1 at 3MH, yuacTHHKBT CJIE/IBA J1a NPE/ICTABH MaKeT
Ha ONAKOBKATA HA MCAHLIMHCKOTO H3zehne ¢ rpaduuno nsobpaxkenne ,,CE” MapkupoBKa HA XapTHEH HIIH MaTHHTEH

c-no [Tpunoxenue

9.7 | nocuren. Nol
Jleknapaunsg 0T CTpaHa Ha YMacTHHKA WIH KAaH/IHAATA, Y€ MPEaralHuTe MeIMIMHCKH naaenis npurexapat CE

9.8 | mapkuposka; na

9.9 | Cnmenk na Texuuueckoto 060pyABANE H CKNAz0Ba Hasa; Aa

9.10 | Ciimebk Ha nMuaTa 0TroBAPALIM 38 KOHTPOJIA HA KAYECTBOTO, KOMTO 1€ OTIOBAPAT 32 M3BLPILBANETO HA MOPHIKATA; Ja
Jexnapatns, 4e OCTATBUHUAT CPOK HA TOJIHOCT HA MEJMLIMHCKHTE H3/E/INA KbM JIATHTE HA I0CTABKA Lie GBS HE no-

9.11 | mamek o1 60% 0T 0GABEHHA OT NPOU3BOAUTENA CPOK HA [OAHOCT. aa

10 | Jlexnaparus 3a npuemane Ha yenosuaTa no sororopa — Ofpaseit Ne9; Ja

11

Horapnamm 3aBEPEHO MBJIHOMOIIHO HA JIHLETO, YIBIHOMOUICHO /1A TPE/ICTAB/IABA YHACTHHKA B IPOLICLYPATa;

HEIPHIIONKHUMO

III. Crnen xaro pasriefa NPeICTAaBCHUTE OT JOMYCHATHAT YYaCTHHK JOKYMEHTH 3a
110100, KOMHCHATA KOHCTATHpA:

[lo ornomrenue wa gopmara u chabpkaniero Ha npejacrasenure ot "BUKOMEL"
OO0, rp.Codust, TOKYMEHTH KOMUCHATA He KOHCTATHPA HECHOTBETCTBUE C IIPEBAPHTEIHO
00ABEHUTE OT BB3JIOKHUTEIS YCIOBHUS.

C toBa na 10.11.2015 r., HazHavyeHaTa OT Bb3J0KHUTENS KOMHCHA NPUKIIOYH CBOATA
pabora mo mperyiena Ha gokymeHnTHte B [k Nel Ha yyacrnuka B npouejnypara H ChCTaBH
IIporoxon Nel. C ornen Ha (pakTta, ue HsIMa JIMIICBAIM U HEPEOBHH JIOKYMEHTH, HACTOSIIHUAT
IIPOTOKOJI HE cne,ua;a)na ce M3mpara JI0 y9acTHHKa Ha ocHoBaHue wi. 68, an. 7 ot 30I1.

K &%Lu \ I FTY H3Bbpmmi  mpoBepka 3a ChOTBETCTBHE ¢
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