MPOTOKOJ 3/29.01.2016r.

[Hec, 29.01.2016r., B 10:00u., B crpagata Ha ,,KOMMnekceH OHKOMOrMYeH LEeHTbp - [1noBame”
EOO/, Haxopdwa ce B rp.Mnosams, 6yn.,,.Bacun Anpunos” Nel5A, ce cbbpa Komucus 3a npoBexaaHe
Ha OTKpUTa Npouedypa 3a Bb3faraHe Ha 06LLECTBEHA MOpbYKa C npeameT: “[ocTaBKa Ha peakTUBK U
MeAMLIMHCKM KOHCYMaTVBM 3a K/IMHWYHA N1abopaTopus U 3a OTAeNeHue Mo KIMHUYHA NaTtonorus KbM
,,KOMMeKCceH OHKONOrMYeH LeHTbp - Mnosaus” EOO/L no 060c06eHn Mo3NLUNA:

O6ocobeHa nosuuma Nel: “BapkoaupaHy peakTvBM U KOHCyMaTuBM 3a KnvHu4yHa JlabopaTtopus
CbBMeCTMMM C anapart Selectra XL”;

O6ocobeHa no3unumsa Ne2: “PeakTvBM MeAULMHCKN KOHCyMaTMBM 3a KnnHuuHa Jlabopatopus 3a
oGroxmmnyeH aHanmsatop BT35007;

O6ocobeHa no3mumsa Ne3: “PeakTuBM MeAULMHCKM KOHCyMaTMBM 3a KnvHudHa Jlabopatopus -
KnuHnyHa Xumuns, EH3umun, CybcTpatu, KoOHTponHn Matepuany 1 Kannbpatopun”;

O6ocobeHa no3nums Ned: “PeakTuBM MeAMUMHCKM KOHCymaTvBM 3a KnuvHuuHa JlabopaTtopus
CbBMeCTMMM C XemaTonornyeH aHanmsatop ABACUS 5 diff.”;

O6ocobeHa no3uumsi No5: “PeakTMBM MeAULMHCKN KOHCyMaTMBM 3a KnuHuuyHa Jlabopatopus -
Mpyna 17;

O6ocobeHa no3nums Nob: “PeakTuBM MeAULMHCKM KOHCyMaTuBM 3a KnunHuyHa Jlabopatopus
CbBMecTMMU ¢ XemartosiornyeH aHanmsarop MYTI-11C227,

O6ocobeHa nosuumsa No7: “PeakTuMBM MeAMLMHCKM KOHCyMaTvBM 3a KnumHuyHa JlabopaTopus
CbBMeCcTMMU ¢ XematosiornyeH aHanmsatop MEDONIK M”;

O6ocobeHa no3uuma Ne8: “PeakTuBy MeAMUMHCKM KOHCyMaTMBM 3a KnvHu4yHa Jlabopatopus 3a
nMmyHonornyeH aHanusatop ADVIA CP”;

O6ocob6eHa no3vuma Ne9: “PeakTmBy MeSMLMHCKM KOHCyMaTuBu 3a KnvHuuyHa Jlabopatopus -
3aTBOpeHa c1ucTema 3a B3MMaHe Ha BEHO3Ha U KanunapHa Kpbe”;

O6ocobeHa nosvuma NelQ: “PeakTvBM MeAUUMHCKM KOHCyMaTuBK 3a KnunHuuHa Jlabopatopus -
P13aenma OT CTbKMO, NaacTMaca v Apyru 3a KnMH14YHa nabopatopums”;

O6ocobeHa no3vyms Nell: “MeanumMHCKN KOHcymaTtmeK 3a OTgeneHune no KnuHuyHa Maronorus
- rpyna 17;

Ob6ocobeHa no3uyms Nel2: “MeauumnHCKM KOHcymaTtueK 3a OTgeneHve no KnuHuyHa Matonorus
- rpyna2”,

Ha3HayeHa cbC 3anosef Ne299/16.12.2015r. Ha ynpasutens Ha ,,KOLL - TMnosame” EOQ/ B
CbCTaB:

MPEACEOATE/]: agB. EneHa ®wuneBa - BbHLUEH HOPUAMYECKM KOHcynTaHT B ,,KOL, -
Mnosgme” EOOL

Y/IEHOBE:

1. ea MaHaloToBa - topuckoHcynT B ,,KOLL - Mnosame” EOOL,;

2. EkaTtepuHa ManyeBa - MKOHOMUCT ,,O6WecTBeHn nopbyukn” B ,,KOLL - Mnosams” EOOL;
3. o-p AHa MNuprosa - HayanHuk ,,OKI1” B ,,KOU, - Mnosgus” EOOL,;

4. n-p Mapua CTtaHunoBa - nekap, KnMHWYHa nabopatopus B ,,KOLL - Mnosans” EOOL,

PE3EPBEHIW Y/1EHOBE:
1 TaHa [bBKOBa - 3aMm. rn. cyetosoguten B,,KOLL - Mnosgns” EOOL,
2. afB. FOnvaH KoBayes - BbHLUEH HOpUANYecKM KoHcynTtaHT B,,KOL, - Mnosaue” EOOL.

KomuncusaTa KoHCTaTMpa, Ye HAMA NpomeHn B AeknapupaHute no 4yn.35 ot 3001 gaHHW u cnegga
[a NPoAb/MHKM paboTarta Cu B ChLUMS ChCTaB.

Ha ocHoBaHue un.68, an.10 ot 300 KomucusaTa NPUCTLNN KbM pasrfiexgaHe Ha AOMbAHUTENHO
npeLcTaBeHUTe [OKYMEHTU, M3NCKaHU OT yYaCTHULMTE Ha MPefuLLIHOTO 3acefaHne Ha KomucusTa C
Mpotokon Ne 2/19.01.2016r. n3npateH Ha yyacTHUumuTe Ha 20.01.2016r., cbrnacHo 4n.68, an.8 n 9 ot

30I1, kakTo cnefga:



1. ,,MepekT Megmka” OO/ - ¢ Bx. Ne 137/21.01.2016 r. yyacTHMKa NpeactaBsd ChnefHUTE
n3nckaHn ot KomucumsaTa JOKYMEHTU:

lMcMo, C KOETO y4yaCTHMKa [0Kas3Ba, Ye OTHOCHO MPOW3BOAUTENNUTE Ha MEAWMLMHCKW W3[enus,
4YuMTO NPOAYKTW ca oepupaHn, a umeHHo: EKF [uarHoctmk  'm6X, Helena Jlabopatopuc
BenukobputaHus, beHk EnekTpoHuk 'm6X u Ko., He e Ha/mue HeobXo4MMOCT OT OTAe/IHO
cepTudmupmpare no ctaHaapt 1ISO 9001:2008, Tbin kaTo cTaHgapT ISO 13485:2003 e u3usno 6asmpaH Ha
cTaHgapT 1SO 9001

KomucumaATa KoHCTaTMpa, Ye yyacTHUKA e NPefoCTaBui B OMNpPefenieHns CPOK BCUYKU N3UCKYEMU
LOKYMEHTW.

KbM HacToAwms eTan Ha npouesypata Komucmuata KOHCTaTUpa Nb/iHA HaMumve U pefloBHOCT Ha
npegoctaBeHnTe B MMk Ne 1 gokymeHTU. KomucusTa gonycka ydacTHuKa ,,lepdekt Meanka”
OO/, fo cnefgallmsa eTan oT NPOBEXAAHETO Ha npouenypara.

2. ,Xumtekc” OO/[- ¢ Bx. Ne 144/22.01.2016 r. y4acTHMKa NpeAcTaBs CrefHUTe U3UCKaHW OT
KomucusaTa JOKYMEHTH:

1 MapadmpaH 1 nogneyataH oT y4aCTHUKA NPOEKT Ha A0roBop.

2. ObsAcHWTeNHa 3anuncka, 4Ye oMepvpaHUTe NPOAYKTU Ha npoussBoguTenute Kapn Xext -
"epmaHua, MNMaHpeak KuMuKa - KcnaHud, He ca MeAVLMHCKM U3[enns, nopaay KOeTo He mopniexar Ha
cepTuduumpare no craHaapT 1SO 13485:2003

KomucumsaTa KoHCTatmpa, Ye yyacTHMKa e NpefocTaBu B OMNpeaenieHns CPOK BCUYKM U3NCKYyeMN
LNOKYMEHTMN.

KbM HacToAwma eTan Ha npouesypata KommucuaTa KOHCTaThpa Mb/iHa Ha/iMvme U pefloBHOCT Ha
npegoctaseHnTe B MMank Ne 1 gokymeHTW. KomucuaTa gonycka ydactHuka ,,Xumtekc” OO/ po
cneABalusa eTan oT NMPOBEXAAaHeTO Ha npoueayparta.

3. ,,JJlab OnarHoctmka” OO/ -c BX. Ne 146/22.01.2016 r., yyaCTHUKa NPeACTaBs CheaHUTe
N3nCKaHn oT KomucunaTa JOKYMeHTU:

1 Ceptugmkar 1SO 13485:2003 Ha npomsBoauTens buoTexHuka WVIHCTpyMeHTC - WTanus,
3aBEPEHN OT YYaCTHUKA C HEroBWSA neyar 1 rpug "BspHO ¢ opurnuHana

2. Ceptudmkar 1SO 9001:2008 Ha y4vacTHuKa ,J1ab OuarHoctmka” OO/ - Koruve, 3aBEpPeHO C
rneyar v rpug "BsapHo ¢ opurmHana';

KomucuaTa KoHCTaTupa, Ye y4aCTHWKA € NpeaocTaBu B OnpefeneHns CPOK BCUYKM U3UCKYEMN
LOKYMEHTWN.

KbM HacToAlMA eTan Ha npouefypata KommucuaTa KoOHCTaTvpa Nb/Ha Hainume U pefloBHOCT Ha
npegoctaBeHnTe B Mank Ne 1 gokymeHTn. KomwmcmaTa ponycka ydacTHuka ,,J1ab AuarHoctuka”
OO/ po cnefalma eTan OT NPOBEXAAHETO Ha MpoLeaypara.

4. , MegmumHcka TexHuka WHxeHepnHr’OO/[-c Bx. Ne 157/25.01.2016 r., y4acTHuUKa
npeacTass cnefHUTE n3nckaHn ot KomucumsaTta JOKYMEHTH:

1 BammpgeH Ceptudgmkar I1SO 13485:2003 Ha npowvssoauTens PaHgokc Jlabopatopun -
BenvkobpuTaHus.

2. [eknapaumsi ot npoussogutens Kapn PoT - [epmaHus, Ye odepupaHUTe NPOAYKTU He
noA/siexxar Ha cepTuduumpaHe no craHgapt 1ISO 13485:2003.

3. Ceptugmkar 1SO 9001:2008 Ha npomnssoauTens AsaHTop - XonaHaus,;

4. CtaHosuLe oT Trop Hopg Bbnrapus;

KomucusaTta KoHCTatmpa, Ye yyacTHMKa e NpeaocTaBun B OMpefesieHns CPOK BCUYKN U3UCKYEMMU
LAOKYMEHTW.

KbMm HacToswma etan Ha npoueaypata Komucusata KOHCTaTpa Mb/iHa HaMyne U pefoBHOCT Ha
npepoctaseHUTe B MNnnk Ne 1 fokymMeHTU. KoMuUcuATa fonycka y4yacTHUKaA ,,MeanumnHcKa TexHnka
NHxxeHepnHr”OO/ fo cnefgallps etan OT NMpoBeXAaHeTo Ha npoueaypara.



5. ,,AkBaxum” A/ -c¢ BX. Ne 158/25.01.2016 r., yyaCTHMKa NpeAcTaBA CMeAHWUTe M3NCKaHW OT

KomucuaTta LOKYMeHTH:
1 [eknapauua no un. 6, an.2 ot SMUM - nognucaHa OT BCUYKN 3aKOHHW MPEeACTaBUTENN Ha

[py>XXecTBOTO;

2. Jeknapauusa no un. 4, an.7 n un.6, an.s5, 1.3 ot SMUI - nognucaHa OT BCUYKM 3aKOHHU
npeAcTaBUTENN Ha APYXecTBOTO;

3. YyYacTHMKa He e npeAcTaBui U3UCKaHOTO Y IOCTOBEPEHME 3a U3BBLPLLEHUTE AOCTaBKU U YCyru
npe3 2012r. KomucuATa Hanpasu cnpaska No naptuiara Ha NOcoYeHUTe BBL3NoXutenu n pasneyarta
cnpaska VIHpopmMaumsa 3a U3nb/iHeH gorosop npes 2012 r.

4. Y4yaCTHMKa He e npefacTtasus nsnckaHute Ceptudmkati 1ISO 13485:2003 nnu eKBMBa/IeHTEH Ha
npoussogntens MyHkten n duntpak MvoX - Mepmanus 1 Bu Jab6bnio Ap VntepHelleHsp KOpbn -
benrus.

5. YYaCTHMKa He e npeacTtaBun un3nUcKaHuTe [leknapauun 3a CbOTBETCTBME 3a MyHKTen u
®untpak Mm6X - MepmaHusa 1 By Jabbao Ap NntepHelweHsp KOpbn - Benrus.

KomucuaTa KOHCTatupa, Ye Yy4yaCTHMKa He € MNpefocTaBun B OMNPEAENeHns CPOK  BCUYKU
N3NCKYEMU JOKYMEHTM 3a Nosoop.

KbM HacToAwmMA eTan Ha npouegypata KomucuaTa KOHCTaTtupa /fiMnca Ha W3UCKYyemMuTe
[OKYMeHTM 3a nogbop, npegoctaBeHn B Mamk Ne 1 Ha ocHoBaHuve pasnopegbata Ha yn. 69, an.l, 1.1
ot 30l KomucuaTa oOTCTpaHABa OT MO-HATaTbLUHO Yy4yacTue B Mpouefypata y4yacTHUKa
»AKBaxXumM”A [l

6. ,,An Em xn KnnHHK” EOO/ - ¢ BX. Ne 163/26.01.2016 r., y4acTHUKA NPeACTaBs CneqHUTe
n3ncKaHn ot KomucuaTa JOKYMeHTU:

1 YuyacTHuka He e npeactasun Ceptudmkar 1ISO 9001:2008 Ha npoussoguTenute Biosigma ltaly
n PFM Medical AG Germany. [10KONKOTO 06aye 3a Te3u NPOM3BOAMTENN Ca MPeACTaBEHN CEPTURMKATK
ISO 13485:2003 u c ornef Ha U3N0XKEHOTO OT OCTaHA/IMTE YYaCTHULM, Ye He e Halumue HeobXo4MMOCT
OT OTAeNMHO cepTuduumpaHe no ctaHaapt 1ISO 9001:2008, Tbii KaTo cTaHAapT I1ISO 13485:2003 e m3usio
6asvpaH Ha ctaHgapT 1SO 9001, Komucusita npvema, Ye HeNpeaCcTaBAHETO Ha U3MKaHUTE CePTUdMNKATK
He e OCHOBaHMe 3a OTCTpaHsABaHE Ha yYaCTHMKa.

2. YyacTHMKa He e npeactasun Ceptudmkar 1SO  13485:2003 wnn  eKBMBaNleHTEH Ha
npounssoanTens ®egvp Celidhtn Peinsbp KO. OO/, - AnoHus.

KomucuaTa KOHCTaTUpa, Ye YyyacTHMKa He € TNpefocTaBun B OMpefeneHns CPOK BCUYKU
U3NCKYEMM LOKYMEHTU 3a nogoop.

KbM HacToAwWwmMA eTan Ha npouedypata KomucuATa KOHCTatuMpa /fiMnca Ha W3UCKyeMuTe
AOKYMEHTK 3a nofoop, npefoctaseHn B Mk Ne 1. Ha ocHoBaHWe pasnopegbarta Ha yn. 69, an.l, 1.1
ot 30l KomucuaTa oTCTpaHABa OT Mo-MaTaTbLUMO ydacTue B npoueayparta yvyacTHuKa ,,[An Em
Doxn KnuHuk” EOO/.

7. ,,A30m Tpceing” EOOL - e Bx. Ne 167/26.01.2016 r. - 09:04 4., yyacTHMKa npefcTaBs
cregHuTe n3ncKaHn ot KomucusaTa JOKYMEeHTH:

1 YuacTHuka e npeactasun Ceptudmkar 1SO 9001:2008 Ha npomssoamTenute QuatpoH M ALl
- YHrapus, Kabe JlabopTexHuk - [epmaHus, BakytecT Kuma OO[ - Wtanms, 3 Tekc Meamkan
Tekctann - Typuus, AsaHTtop lMepthopmanc Matupuanc B.T. - XonaHans

2. YyacTHuKa He npegoctass Ceptugmkat 1SO 9001:2008 Ha npoussogutenute Biosigma - Italy,
XaiHy XepeHu M6X - TepmaHusi. [JOKONKOTO obaye 3a Te3W MPOM3BOAUTENN Ca MpefAcTaBeHU
ceptmumkatn 1SO 13485:2003 1 ¢ ornen Ha U3N0XEHOTO OT OCTaHa/IMTE YYaCTHWULW, Ye He € Halmue
Heo6X0AUMOCT OT OTAeNHO cepTuduumpaHe no craHgapT ISO 9001:2008, Tvit Kato ctaHgapT ISO
13485:2003 e m3uano 6asmpaH Ha craHgapT 1ISO 9001, KomucuaTa npvema, ve HenpeaCTaBAHETO Ha
N3NKaHWTE CepTUMKATN He € OCHOBaHWE 3a OTCTPaHABaHe Ha y4YacTHMKA

KomucusaTa npuknioum AHEWHOTO cu 3acedaHme B 15.00 yaca.



KomucuaTa onpegens cnefpawloto 3acefjaHue ga ce nposege Ha 12.02.2016 r. ot 10:00 u.
HacToawmaTt npotokon ce cbeTasn Ha 29.01.2016 r. 1 ce nognuca OT npefcefartens v YneHoBeTe
Ha KomucuaTa.



